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Preface 

This collection of statutory and non-statutory materials is intended for students of Medical Law in its 

many different guises. There are many variants of the subject taught at undergraduate, post-graduate, 

and professional levels. We have focused on including material likely to be relevant in the majority of 

those courses, although space constraints mean no collection can be entirely comprehensive. In so far 

as is possible we have tried to respond to comments from users. New material includes the General 

Medical Council Guidance on Cosmetic Interventions and, as ever, we are grateful to the GMC for 

permission to reproduce this. 

We are conscious that a primary purpose of the Blackstone's Statutes series is that it may be used in 

examinations. We remain of the view, therefore, that we should not include material which explains 

or describes the legislation. This is why we continue to omit, for example, the Mental Capacity Act 

Code of Practice. 

New legislation often takes effect by amending earlier statutes, rather than by repealing them. We 

have incorporated changes into existing Acts, including changes not yet in force (for example changes 

to the Human Tissue Act 2004) . This means that the changes may not be apparent, but we believe the 

result is more readily comprehensible and coherent. Legislation that has received the Royal Assent 
appears as though in force (although the NHS Redress Act 2006 shows no sign of being brought into 

effect) . 

As legislation-both primary and secondary-becomes more complex and lengthy the decision as 

to what to include or omit becomes more difficult. We reiterate, once again, our apologies for being 

unable, for reasons of space, to include a comprehensive section on Scottish and Welsh materials. 

The first edition of this title appeared in 1992. Ten editions and 27 years later, the editors are hand

ing over to a new generation. It has been a great pleasure to work on the series and to see it flourish. 
For the last time, therefore, we would like to record our thanks to the staff at Oxford University Press 

for the remarkable efficiency, patience and attention to detail that they always display. 

Anne Morris 

Michael Jones 



New to this edition 

The 10th edition of Blackstone's Statutes on Medical Law has been fully revised and updated to include: 

• Data Protection Act 2018 

• Amendments to the Human Tissue Act 2004 by the Organ Donation (Deemed Consent) Act 2019 

• GMC Guidance on Cosmetic Interventions 2016 

• Updated Guidance from the Human Fertilisation and Embryology Authority 2018 

Blackstone's Statutes 
Unsurpassed in authority, reliability, and accuracy 

The titles in the Blackstone's Statutes series are a collection of carefully reviewed and selected unan

notated legislative material and official documents. 

We make every effort to ensure titles in the series meet the needs of their target market. They are 

reviewed by lecturers to match university courses closely and are expertly edited to be manageable in 

size, whilst retaining their comprehensive coverage. 

The editors only include material from legislation that will be valuable to students and lecturers 

and it is therefore abridged where necessary. 

Conventions used in Blackstone's Statutes on Medical Law 
The material in this book is reproduced in its most up-to-date form. Supplementary notes and details 

of amending provisions are generally not included. 

All statutes have been enacted but some very recent legislation may not yet be in force. 

Visit www.oup.com/uk/statutes for accompanying online resources including video guides 

to reading and interpreting statutes, exam tips, and an interactive sample Act of Parliament. 

Brexit 
The law appears as it was at the end of April 2019 and, where relevant, may be subject to amendment 

depending on the date and terms of the UK's withdrawal from the EU. Updates to the law, particularly 

as a result ofBrexit, can be found at the link to the online resources above. 
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Part I 
' 

Statutes 

Offences Against the Person Act 1861 

(1861, c. 100) 

Attempts to procure abortion 

58 Administering drugs or using instruments to procure abortion 
Every woman, being with child, who, with intent to procure her own miscarriage, shall unlawfully 

administer to herself any poison or other noxious thing, or shall unlawfully use any instrument 

or other means whatsoever with the like intent, and whosoever, with intent to procure the mis

carriage of any woman, whether she be or be not with child, shall unlawfully administer to her 

or cause to be taken by her any poison or other noxious thing, or shall unlawfully use any instru

ment or other means whatsoever with the like intent, shall be guilty of felony, and being convicted 

thereof shall be liable to be kept in penal servitude for life. 

59 Procuring drugs, &c. to cause abortion 
Whoso.e"ller shall unlawfully supply or procure any poison or other noxious thing, or any instru

ment or thing whatsoever, knowing that the same is intended to be unlawfully used or employed 

with intent to procure the miscarriage of any woman, whether she be or be not with child, shall be 

guilty of a misdemeanor, and being convicted thereof shall be liable to be kept in penal servitude. 

Infant Life (Preservation) Act 1929 

(1929, c.  34) 

1 Punishment for child destruction 
(1) Subject as hereinafter in this subsection provided, any person who, with intent to destroy 

the life of a child capable of being born alive, by any wilful act causes a child to die before it has an 

existence independent of its mother, shall be guilty of felony, to wit, of child destruction, and shall 

be liable on conviction thereof on indictment to penal servitude for life: 

Provided that no person shall be found guilty of an offence under this section unless it is proved 
that the act which caused the death of the child was not done in good faith for the purpose only of 
preserving the life of the mother. 

(2) For the purposes of this Act, evidence that a woman had at any material time been preg

nant for a period of twenty-eight weeks or more shall be prima facie proof that she was at that time 

pregnant of a child capable of being born alive. 

2 Prosecution of offences 

(2) Where upon the trial of any person for the murder or manslaughter of any child, or for infanti
cide, or for an offence under section fifty-eight of the Offences against the Person Act 1861 (which 



2 Chi ldren and Young Persons Act 1933 

relates to administering drugs or using instruments to procure abortion), the jury are ofopinion that 

the person charged is not guilty of murder, manslaughter or infanticide, or of an offence under the 
said section fifty-eight, as the case may be, but that he is shown by the evidence to be guilty of the 

felony of child destruction, the jury may find him guilty of that felony, and thereupon the person 
convicted shall be liable to be punished as if he had been convicted upon an indictment for child 

destruction. 

(3) Where upon the trial of any person for the felony of child destruction the jury are of opinion 

that the person charged is not guilty of that felony, but that he is shown by the evidence to be guilty 

of an offence under the said section fifty-eight of the Offences against the Person Act 1861, the jury 

may find him guilty of that offence, and thereupon the person convicted shall be liable to be pun

ished as if he had been convicted upon an indictment under that section. 

Children and Young Persons Act 1933 

(1933, c. 12) 

1 Cruelty to persons under sixteen 
(1) If any person who has attained the age of sixteen years and has responsibility for any 

child or young person under that age, wilfully assaults, ill-treats (whether physically or other

wise), neglects, abandons, or exposes him, or causes or procures him to be assaulted, ill-treated 

(whether physically or otherwise), neglected, abandoned, or exposed, in a manner likely to cause 

him unnecessary suffering or injury to health (whether the suffering or injury is of a physical or a 

psychological nature), that person shall be guilty of an offence, and shall be liable -
(a) on conviction on indictment, to a fine or alternatively, or in addition thereto, to impris

onment for any term not exceeding ten years; 

(b) on summary conviction, to a fine not exceeding the prescribed sum, or alternatively, or 

in addition thereto, to imprisonment for any term not exceeding six months. 

(2) For the purposes of this section -
(a) a parent or other person legally liable to maintain a child or young person, or the legal 

guardian of a child or young person, shall be deemed to have neglected him in a manner 

likely to cause injury to his health if he has failed to provide adequate food, clothing, 

medical aid or lodging for him, or if, having been unable otherwise to provide such 

food, clothing, medical aid or lodging, he has failed to take steps to procure it to be 
provided under the enactments applicable in that behalf; 

(3) A person may be convicted of an offence under this section -

(a) notwithstanding that actual suffering or injury to health, or the likelihood of actual 

suffering or injury to health, was obviated by the action of another person; 

(b) notwithstanding the death of the child or young person in question. 

Suicide Act 1961 

(1961, c. 60) 

1 Suicide to cease to be a crime 
The rule of law whereby it is a crime for a person to commit suicide is hereby abrogated. 

2 Criminal liability for complicity in another's suicide 
(1) A person ('D') commits an offence if-

(a) D does an act capable of encouraging or assisting the suicide or attempted suicide of 

another person, and 
(b) D's act was intended to encourage or assist suicide or an attempt at suicide. 



Abortion Act 1967 3 

(lA) The person referred to in subsection (l) (a) need not be a specific person (or class of per

sons) known to, or identified by, D. 

(lB) D may commit an offence under this section whether or not a suicide, or an attempt at 

suicide, occurs. 

(lC) An offence under this section is triable on indictment and a person convicted of such an 

offence is liable to imprisonment for a term not exceeding 14 years. 

(2) If on the trial of an indictment for murder or manslaughter of a person it is proved that 

the deceased person committed suicide, and the accused committed an offence under subsec
tion (1) in relation to that suicide, the jury may find the accused guilty of the offence under 

subsection (1). 

(4) No proceedings shall be instituted for an offence under this section except by or with the 

consent of the Director of Public Prosecutions. 

Abortion Act 1967 

(1967, c. 87) 

1 Medical termination of pregnancy 
(1) Subject to the provisions of this section, a person shall not be guilty of an offence under the 

law relating to abortion when a pregnancy is terminated by a registered medical practitioner if two 

registered medical practitioners are of the opinion, formed in good faith -

(a) that the pregnancy has not exceeded its twenty-fourth week and that the continuance of 

the pregnancy would involve risk, greater than if the pregnancy were terminated, of in

jury to the physical or mental health of the pregnant woman or any existing children of her 
family; or 

(b) that the termination is necessary to prevent grave permanent injury to the physical or 

mental health of the pregnant woman; or 

(c) that the continuance of the pregnancy would involve risk to the life of the pregnant 
woman, greater than if the pregnancy were terminated; or 

(d) that there is a substantial risk that if the child were born it would suffer from such phys

ical or mental abnormalities as to be seriously handicapped. 

(2) In determining whether the continuance of a pregnancy would involve such risk of injury 

to health as is mentioned in paragraph (a) or (b) of subsection (1) of this section, account may be 

taken of the pregnant woman's actual or reasonably foreseeable environment. 

(3) Except as provided by subsection ( 4) of this section, any treatment for the termination of 

pregnancy must be carried out in a hospital vested in the Secretary of State for the purposes of his 

functions under the National Health Service Act 2006 or the National Health Service (Scotland) 

Act 1978 or in a hospital vested in a National Health Service trust or an NHS foundation trust or in 

a place approved for the purposes of this section by the Secretary of State. 

(3A) The power under subsection (3) of this section to approve a place includes power, in re

lation to treatment consisting primarily in the use of such medicines as may be specified in the 

approval and carried out in such manner as may be so specified, to approve a class of places. 

(4) Subsection (3) of this section, and so much of subsection (1) as relates to the opinion of two 
registered medical practitioners, shall not apply to the termination of a pregnancy by a registered 
medical practitioner in a case where he is of the opinion, formed in good faith, that the termination 
is immediately necessary to save the life or to prevent grave permanent injury to the physical or 

mental health of the pregnant woman. 

2 Notification 
(1) The Secretary of State in respect of England and Wales, and the Secretary of State in re

spect of Scotland, shall by statutory instrument make regulations to provide -
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(a) for requiring any such opinion as is referred to in section 1 of this Act to be certified by 

the practitioners or practitioners concerned in such form and at such time as may be 

prescribed by the regulations, and for requiring the preservation and disposal of cer

tificates made for the purposes of the regulations; 
(b) for requiring any registered medical practitioner who terminates a pregnancy to give 

notice of the termination and such other information relating to the termination as may 

be so prescribed; 

(c) for prohibiting the disclosure, except to such persons or for such purposes as may be so 

prescribed, of notices given or information furnished pursuant to the regulations. 

(2) The information furnished in pursuance of regulations made by virtue of paragraph (b) of 

subsection (1) of this section shall be notified solely to the Chief Medical Officer of the Department 

of Health, or of the Welsh Office, or of the Scottish Administration. 

(3) Any person who wilfully contravenes or wilfully fails to comply with the requirements of 

regulations under subsection (1) of this section shall be liable on summary conviction to a fine not 
exceeding level 5 on the standard scale. 

4 Conscientious objection to participation in treatment 
(1) Subject to subsection (2) of this section, no person shall be under any duty, whether by 

contract or by any statutory or other legal requirement, to participate in any treatment authorised 

by this Act to which he has a conscientious objection: 

Provided that in any legal proceedings the burden of proof of conscientious objection shall rest on 

the person claiming to rely on it. 

(2) Nothing in subsection (1) of this section shall affect any duty to participate in treatment 

which is necessary to save the life or to prevent grave permanent injury to the physical or mental 

health of a pregnant woman. 

5 Supplementary provisions 
(1) No offence under the Infant Life (Preservation) Act 1929 shall be committed by a reg

istered medical practitioner who terminates a pregnancy in accordance with the provisions of 

this Act. 

(2) For the purposes of the law relating to abortion, anything done with intent to procure a 

woman's miscarriage (or, in the case of a woman carrying more than one foetus, her miscarriage of 
any foetus) is unlawfully done unless authorised by section 1 of this Act and, in the case of a woman 

carrying more than one foetus, anything done with intent to procure her miscarriage of any foetus 

is authorised by that section if-

(a) the ground for termination of the pregnancy specified in subsection (1) (d) of that sec

tion applies in relation to any foetus and the thing is done for the purpose of procuring 

the miscarriage of that foetus, or 

(b) any of the other grounds for termination of the pregnancy specified in that section 

applies. 

6 Interpretation 
In this Act, the following expressions have meanings hereby assigned to them: -

'the law relating to abortion' means sections 58 and 59 of the Offences against the Person Act 
1861, and any rule of law relating to the procurement of abortion. 

Family Law Reform Act 1969 

(1969, c. 46) 

1 Reduction of age of majority from 21 to 18 
(1) As from the date on which this section comes into force a person shall attain full age on 

attaining the age of eighteen instead of on attaining the age of twenty-one; and a person shall 
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attain full age on that date if he has then already attained the age of eighteen but not the age of 

twenty-one. 

8 Consent by persons over 16 to surgical, medical and dental treatment 
(1) The consent of a minor who has attained the age of sixteen years to any surgical, medical or 

dental treatment which, in the absence of consent, would constitute a trespass to his person, shall 

be as effective as it would be if he were of full age; and where a minor has by virtue of this section 

given an effective consent to any treatment it shall not be necessary to obtain any consent for it 

from his parent or guardian. 

(3) In this section 'surgical, medical or dental treatment' includes any procedure undertaken 

for the purposes of diagnosis, and this section applies to any procedure (including, in particular, 

the administration of an anaesthetic) which is ancillary to any treatment as it applies to that 

treatment. 

(4) Nothing in this section shall be construed as making ineffective any consent which would 

have been effective if this section had not been enacted. 

Congenital Disabil ities (Civil Liability) Act 1976 

(1976, c. 28) 

1 Civil liability to child born disabled 
(1) If a child is born disabled as the result of such an occurrence before its birth as is men

tioned in subsection (2) below, and a person (other than the child's own mother) is under this sec

tion answerable to the child in respect of the occurrence, the child's disabilities are to be regarded 

as damage resulting from the wrongful act of that person and actionable accordingly at the suit 

of the child. 

(2) An occurrence to which this section applies is one which -

(a) affected either parent of the child in his or her ability to have a normal, healthy child; or 
(b) affected the mother during her pregnancy, or affected her or the child in the course of 

its birth, so that the child is born with disabilities which would not otherwise have been 

present. 

(3) Subject to the following subsections, a person (here referred to as 'the defendant') is an

swerable to the child if he was liable in tort to the parent or would, if sued in due time have been 

so; and it is no answer that there could not have been such liability because the parent suffered no 

actionable injury, if there was a breach of legal duty which, accompanied by injury, would have 

given rise to the liability. 

( 4) In the case of an occurrence preceding the time of conception, the defendant is not answer

able to the child if at that time either or both of the parents knew the risk of their child being born 

disabled (that is to say, the particular risk created by the occurrence); but should it be the child's 

father who is the defendant, this subsection does not apply if he knew of the risk and the mother 

did not. 

(4A) In the case of a child who has a parent by virtue of section 42 or 43 of the Human 
Fertilisation and Embryology Act 2008, the reference in subsection (4) to the child's father includes 
a reference to the woman who is a parent by virtue of that section. 

(S) The defendant is not answerable to the child, for anything he did or omitted to do when 

responsible in a professional capacity for treating or advising the parent, ifhe took reasonable care 

having due regard to then received professional opinion applicable to the particular class of case; 
but this does not mean that he is answerable only because he departed from received opinion. 

(6) Liability to the child under this section may be treated as having been excluded or limited 

by contract made with the parent affected, to the same extent and subject to the same restrictions as 
liability in the parent's own case; and a contract term which could have been set up by the defendant 
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in an action by the parent, so as to exclude or limit his liability to him or her, operates in the defend

ant's favour to the same, but no greater, extent in an action under this section by the child. 

(7) If in the child's action under this section it is shown that the parent affected shared the re

sponsibility for the child being born disabled, the damages are to be reduced to such extent as the 

court thinks just and equitable having regard to the extent of the parent's responsibility. 

lA Extension of section 1 to cover infertility treatments 
(1) In any case where -

(a) a child carried by a woman as the result of the placing in her of an embryo or of sperm 

and eggs or her artificial insemination is born disabled, 

(b) the disability results from an act or omission in the course of the selection, or the keep

ing or use outside the body, of the embryo carried by her or of the gametes used to bring 

about the creation of the embryo, and 

(c) a person is under this section answerable to the child in respect of the act or omission, 

the child's disabilities are to be regarded as damage resulting from the wrongful act of 

that person and actionable accordingly at the suit of the child. 
(2) Subject to subsection (3) below and the applied provisions of section 1 of this Act, a person 

(here referred to as 'the defendant') is answerable to the child ifhe was liable in tort to one or both 

of the parents (here referred to as 'the parent or parents concerned') or would, if sued in due time, 

have been so; and it is no answer that there could not have been such liability because the parent or 

parents concerned suffered no actionable injury, if there was a breach of legal duty which, accom

panied by injury, would have given rise to the liability. 

(3) The defendant is not under this section answerable to the child if at the time the embryo, 

or the sperm and eggs, are placed in the woman or the time of her insemination (as the case may 

be) either or both of the parents knew the risk of their child being born disabled (that is to say, the 
particular risk created by the act or omission). 

( 4) Subsections (S) to (7) of section 1 of this Act apply for the purposes of this section as they 

apply for the purposes of that but as if references to the parent or the parent affected were refer

ences to the parent or parents concerned. 

2 Liability of woman driving when pregnant 
A woman driving a motor vehicle when she knows (or ought reasonably to know) herself to be preg

nant is to be regarded as being under the same duty to take care for the safety of her unborn child 

as the law imposes on her with respect to the safety of other people; and if in consequence of her 

breach of that duty her child is born with disabilities which would not otherwise have been present, 

those disabilities are to be regarded as damage resulting from her wrongful act and actionable ac

cordingly at the suit of the child. 

4 Interpretation and other supplementary provisions 
(1) References in this Act to a child being born disabled or with disabilities are to its being born 

with any deformity, disease or abnormality, including predisposition (whether or not susceptible 

of immediate prognosis) to physical or mental defect in the future. 
(2) In this Act -

(a) 'born' means born alive (the moment of a child's birth being when it first has a life sep

arate from its mother), and 'birth' has a corresponding meaning; and 
(b) 'motor vehicle' means a mechanically propelled vehicle intended or adapted for use 

on roads, 
and reference to embryos shall be construed in accordance with section 1(1) of the Human 
Fertilisation and Embryology Act 1990 and any regulations under section 1(6) of that Act. 

(3) Liability to a child under section 1, lA or 2 of this Act is to be regarded -
(a) as respects all its incidents and any matters arising or to arise out of it; and 
(b) subject to any contrary context or intention, for the purpose of construing references in 

enactments and documents to personal or bodily injuries and cognate matters, 
as liability for personal injuries sustained by the child immediately after its birth. 
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(4) No damages shall be recoverable under any of those sections in respect of any loss of ex

pectation of life, nor shall any such loss be taken into account in the compensation payable in re

spect of a child under the Nuclear Installations Act 1965 as extended by section 3, unless (in either 

case) the child lives for at least 48 hours. 

( 4A) In any case where a child carried by a woman as the result of the placing in her of an em

bryo or of sperm and eggs or her artificial insemination is born disabled, any reference in section 

1 of this Act to a parent includes a reference to a person who would be a parent but for sections 

27 to 29 of the Human Fertilisation and Embryology Act 1990 or sections 33 to 47 of the Human 

Fertilisation and Embryology Act 2008. 
(5) This Act applies in respect of births after (but not before) its passing, and in respect of any 

such birth it replaces any law in force before its passing, whereby a person could be liable to a child in 

respect of disabilities with which it might be born; but in section 1(3) of this Act the expression 'liable 

in tort' does not include any reference to liability by virtue of this Act, or to liability by virtue of any 

such law. 

Vaccine Damage Payments Act 1979 

(1979, c. 17) 

1 Payments to persons severely disabled by vaccination 
(1) If, on consideration of a claim, the Secretary of State is satisfied -

(a) that a person is, or was immediately before his death, severely disabled as a result of 

vaccination against any of the diseases to which this Act applies; and 

(b) that the conditions of entitlement which are applicable in accordance with section 2 

below are fulfilled, 
he shall in accordance with this Act make a payment of the relevant statutory sum to or for the 

benefit of that person or to his personal representatives. 

(IA) In subsection (1) above 'statutory sum' means £120,000 or such other sum as is specified 

by the Secretary of State for the purposes of this Act by order made by statutory instrument with 

the consent of the Treasury; and the relevant statutory sum for the purposes of that subsection is 

the statutory sum at the time when a claim for payment is first made. 

(2) The diseases to which this Act applies are -

(a) diphtheria, 

(b) tetanus, 

(c) whooping cough, 

(d) poliomyelitis, 

(e) measles, 

(f) rubella, 
(g) tuberculosis, 

(h) smallpox, and 

(i) any other disease which is specified by the Secretary of State for the purpose of this Act 

by order made by statutory instrument. 
(3) Subject to section 2(3) below, this Act has effect with respect to a person who is severely 

disabled as a result of a vaccination given to his mother before he was born as if the vaccination 
had been given directly to him and, in such circumstances as may be prescribed by regulations 
under this Act, this Act has effect with respect to a person who is severely disabled as a result of 
contracting a disease through contact with a third person who was vaccinated against it as if the 

vaccination had been given to him and the disablement resulted from it. 
(4) For the purposes of this Act, a person is severely disabled if he suffers disablement to the 

extent of 60 per cent. or more, assessed as for the purposes of section 103 of the Social Security 
Contributions and Benefits Act 1992 . . .  
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2 Conditions of entitlement 
(3) In a case where this Act has effect by virtue of section 1(3) above, the reference in sub

section (l) (b) above to the person to whom a vaccination was given is a reference to the person to 

whom it was actually given and not to the disabled person. 

6 Payments to or for the benefit of disabled persons 
(4) The making of a claim for, or the receipt of, a payment under section 1(1) above does not 

prejudice the right of any person to institute or carry on proceedings in respect of disablement suf

fered as a result of vaccination against any disease to which this Act applies; but in any civil proceed
ings brought in respect of disablement resulting from vaccination against such a disease, the court 
shall treat a payment made to or in respect of the disabled person concerned under section 1(1) 

above as paid on account of any damages which the court awards in respect of such disablement. 

Mental Health Act 1983 

(1983, c. 20) 

PART I APPLICATION OF ACT 

1 Application of Act: 'mental disorder'. 

PART II COMPULSORY ADMISSION TO 
HOSPITAL AND GUARDIANSHIP 

Procedure for hospital admission 

2 Admission for assessment. 
3 Admission for treatment. 
4 Admission for assessment in cases of 

emergency. 

5 Application in respect of patient already in 
hospital. 

6 Effect of application for admission. 

Guardianship 
7 Application for guardianship. 

8 Effect of guardianship application, etc. 

10 Transfer of guardianship in case of death, 

incapacity, etc., of guardian. 

General provisions as to applications and 

recommendations 

11 General provisions as to applications. 
12 General provisions as to medical 

recommendations. 

12A Conflicts of interest 

13 Duty of approved mental health professionals 

to make applications for admission or 
guardianship. 

14 Social reports. 

15 Rectification of applications and 
recommendations. 

Position of patients subject to detention 

or guardianship 

17 Leave of absence from hospital. 
17A Community treatment orders 

17B Conditions 

17C Duration of community treatment order 
17D Effect of community treatment order 
17E Power to recall to hospital 
17F Powers in respect of recalled patients 

17G Effect of revoking community treatment order 

18 Return and readmission of patients absent 

without leave. 

Duration of authority and discharge 

20 Duration of authority. 

20A Community treatment period 

20B Effect of expiry of community treatment order 

21 Special provisions as to patients absent 

without leave. 

21A Patients who are taken into custody or return 

within 28 days. 

21B Patients who are taken into custody or return 

after more than 28 days. 
22 Special provisions as to patients sentenced to 

imprisonment, etc. 

23 Discharge of patients. 

24 Visiting and examination of patients. 

25 Restrictions on discharge by nearest relative. 

Functions of relatives of patients 

26 Definition of 'relative' and 'nearest relative'. 
27 Children and young persons in care. 
28 Nearest relative of minor under 

guardianship etc. 

29 Appointment by court of acting nearest 

relative. 

30 Discharge and variation of orders 

under s. 29. 

Supplemental 
33 Special provisions as to wards of court. 

34 Interpretation of Part II. 

PART III PATIENTS CONCERNED IN 
CRIMINAL PROCEEDINGS OR UNDER 

SENTENCE 

Remands to hospital 

35 Remand to hospital for report on accused's 
mental condition. 

36 Remand of accused person to hospital for 
treatment. 
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Hospital and guardianship orders 64H Certificates: supplementary provisions 
37 Powers of courts to order hospital admission 641 Liability for negligence 

or guardianship. 64J Factors to be considered in determining 
38 Interim hospital orders. whether patient objects to treatment 
40 Effect of hospital orders, guardianship orders 64K Interpretation of Part IVA 

and interim hospital orders. 

Restriction orders PART V MENTAL HEALTH REVIEW 

41 Power of higher courts to restrict discharge TRIBUNALS 

from hospital. Applications and references concerning 
42 Powers of Secretary of State in respect of Part II patients 

patients subject to restriction orders. 66 Applications to tribunals. 
43 Power of magistrates' courts to commit for 67 References to tribunals by Secretary of State 

restriction order. concerning Part II patients. 
44 Committal to hospital under s. 43. 68 Duty of managers of hospitals to refer cases to 
45 Appeals from magistrates' courts. tribunal. 

Transfer to hospital of prisoners, etc. 68A Power to reduce periods under section 68 

47 Removal to hospital of persons serving Applications and references concerning 
sentences of imprisonment, etc. Part III patients 

48 Removal to hospital of other prisoners. 69 Applications to tribunals concerning patients 
49 Restriction on discharge of prisoners removed subject to hospital and guardianship orders. 

to hospital. 70 Applications to tribunals concerning 
50 Further provisions as to prisoners under restricted patients. 

sentence. 71 References by Secretary of State concerning 
51 Further provisions as to detained persons. restricted patients. 
52 Further provisions as to persons remanded by 

Discharge of patients 
magistrates' courts. 

72 Powers of tribunals. 
53 Further provisions as to civil prisoners and 

73 Power to discharge restricted patients. 
persons detained under the Immigration 

Act 1971. 
74 Restricted patients subject to restriction 

directions. 
Supplemental 75 Applications and references concerning 

54 Requirements as to medical evidence. conditionally discharged restricted 
55 Interpretation of Part III. patients. 

PART IV CONSENT TO TREATMENT 
General 

76 Visiting and examination of patients. 
56 Patients to whom Part JV applies. 77 General provisions concerning tribunal 
57 Treatment requiring consent and a second applications. 

opinion. 79 Interpretation of Part V. 
58 Treatment requiring consent or a second opinion. 

SSA Electro-convulsive therapy, etc. PART VIII MISCELLANEOUS FUNCTIONS 
59 Plans of treatment. OF LOCAL AUTHORITIES AND 
60 Withdrawal of consent. THE SECRETARY OF STATE 
61 Review of treatment. 

Approved mental health professionals 
62 Urgent treatment. 

62A Treatment on recall of community patient or 
114 Approval by local social services authority. 

revocation of order 
115 Powers of entry and inspection. 

63 Treatment not requiring consent. Visiting patients 

64 Supplementary provisions for Part JV. 116 Welfare of certain hospital patients. 

After-care 
PART IVA TREATMENT OF COMMUNITY 117 After-care. 
PATIENTS NOT RECALLED TO HOSPITAL Functions of the Secretary of State 

64A Meaning of 'relevant treatment' 118 Code of practice. 

64B Adult community patients 119 Practitioners approved for Part IV and 

64C Section 64B: supplemental s. 1 18.  

640 Adult community patients lacking capacity 120 General protection of relevant patients. 

64E Child community patients 
64F Child community patients lacking competence PART IX OFFENCES 

64FA Withdrawal of consent 127 Ill-treatment of patients. 
64G Emergency treatment for patients lacking 

capacity or competence 



10 Mental Health Act 1983 

PART X MISCELLANEOUS AND 
SUPPLEMENTARY 

133 Duty of managers of hospitals to inform 

nearest relatives of discharge. 

134 Correspondence of patients. 
Miscellaneous provisions 

130A Independent mental health advocates 

130B Arrangements under section 130A 
130C Section 130A: supplemental 

135 Warrant to search for and remove patients. 

136 Removal etc. of mentally disordered persons 

without a warrant. 

136A Use of police stations as places of safety 
139 Protection for acts done in pursuance of 

this Act. 

130D Duty to give information about independent 

mental health advocates 
131 
131A 

132 

Informal admission of patients. 
Accommodation etc. for children 

Duty of managers of hospitals to give 

information to detained patients. 

140 

145 

Notification of hospitals having arrangements 

for special cases. 

Supplemental 

Interpretation. 

PART I APPLICATION OF ACT 

1 Application of Act: 'mental disorder' 
(1) The provisions of this Act shall have effect with respect to the reception, care and treat

ment of mentally disordered patients, the management of their property and other related matters. 

(2) In this Act -

'mental disorder' means any disorder or disability of the mind; and 'mentally disordered' shall 

be construed accordingly; 

and other expressions shall have the meanings assigned to them in section 145 below. 

(2A) But a person with learning disability shall not be considered by reason of that disability 

to be -

(a) suffering from mental disorder for the purposes of the provisions mentioned in subsec

tion (2B) below; or 
(b) requiring treatment in hospital for mental disorder for the purposes of sections 17E and 

50 to 53 below, unless that disability is associated with abnormally aggressive or ser

iously irresponsible conduct on his part. 

(2B) The provisions are -

(a) sections 3, 7, 17A, 20 and 20A below; 

(b) sections 35 to 38, 45A, 47, 48 and 51 below; and 

(c) section 72(1)(b) and (c) and (4) below. 

(3) Dependence on alcohol or drugs is not considered to be a disorder or disability of the mind 

for the purposes of subsection (2) above. 

(4) In subsection (2A) above, 'learning disability' means a state of arrested or incom

plete development of the mind which includes significant impairment of intelligence and social 
functioning. 

PART II  COMPULSORY ADMIS SION TO 

HOSPITAL AND GUARDIANSHIP 

Procedure for hospital admission 

2 Admission for assessment 
(1) A patient may be admitted to a hospital and detained there for the period allowed by sub

section (4) below in pursuance of an application (in this Act referred to as 'an application for admis

sion for assessment') made in accordance with subsections (2) and (3) below. 
(2) An application for admission for assessment may be made in respect of a patient on the 

grounds that -

(a) he is suffering from mental disorder of a nature or degree which warrants the detention 
of the patient in a hospital for assessment (or for assessment followed by medical treat

ment) for at least a limited period; and 
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(b) he ought to be so detained in the interests of his own health or safety or with a view to 

the protection of other persons. 

(3) An application for admission for assessment shall be founded on the written recommen

dations in the prescribed form of two registered medical practitioners, including in each case a 

statement that in the opinion of the practitioner the conditions set out in subsection (2) above are 

complied with. 

(4) Subject to the provisions of section 29(4) below, a patient admitted to hospital in pursu

ance of an application for admission for assessment may be detained for a period not exceeding 

28 days beginning with the day on which he is admitted, but shall not be detained after the expir

ation of that period unless before it has expired he has become liable to be detained by virtue of a 

subsequent application, order or direction under the following provisions of this Act. 

3 Admission for treatment 
(1) A patient may be admitted to a hospital and detained there for the period allowed by the 

following provisions of this Act in pursuance of an application (in this Act referred to as 'an appli

cation for admission for treatment') made in accordance with this section. 

(2) An application for admission for treatment may be made in respect of a patient on the 

grounds that -

(a) he is suffering from mental disorder of a nature or degree which makes it appropriate 

for him to receive medical treatment in a hospital; and 

(c) it is necessary for the health or safety of the patient or for the protection of other persons 

that he should receive such treatment and it cannot be provided unless he is detained 

under this section; and 

(d) appropriate medical treatment is available for him. 

(3) An application for admission for treatment shall be founded on the written recommen

dations in the prescribed form of two registered medical practitioners, including in each case a 

statement that in the opinion of the practitioner the conditions set out in subsection (2) above are 

complied with; and each such recommendation shall include -

(a) such particulars as may be prescribed of the grounds for that opinion so far as it relates 

to the conditions set out in paragraphs (a) and (d) of that subsection; and 

(b) a statement of the reasons for that opinion so far as it relates to the conditions set out in 

paragraph (c) of that subsection, specifying whether other methods of dealing with the 

patient are available and, if so, why they are not appropriate. 

(4) In this Act, references to appropriate medical treatment, in relation to a person suffer

ing from mental disorder, are references to medical treatment which is appropriate in his case, 

taking into account the nature and degree of the mental disorder and all other circumstances 

of his case. 

4 Admission for assessment in cases of emergency 
(1) In any case of urgent necessity, an application for admission for assessment may be made in 

respect of a patient in accordance with the following provisions of this section, and any application 

so made is in this Act referred to as 'an emergency application'. 

(2) An emergency application may be made either by an approved mental health professional 

or by the nearest relative of the patient; and every such application shall include a statement that 
it is of urgent necessity for the patient to be admitted and detained under section 2 above, and that 

compliance with the provisions of this Part of this Act relating to applications under that section 
would involve undesirable delay. 

(3) An emergency application shall be sufficient in the first instance if founded on one of the 
medical recommendations required by section 2 above, given, if practicable, by a practitioner who 

has previous acquaintance with the patient and otherwise complying with the requirements of sec
tion 12 below so far as applicable to a single recommendation, and verifying the statement referred 
to in subsection (2) above. 
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(4) An emergency application shall cease to have effect on the expiration of a period of 72 
hours from the time when the patient is admitted to the hospital unless -

(a) the second medical recommendation required by section 2 above is given and received 

by the managers within that period; and 

(b) that recommendation and the recommendation referred to in subsection (3) above to

gether comply with all the requirements of section 12 below (other than the require

ment as to the time of signature of the second recommendation). 

(S) In relation to an emergency application, section 11 below shall have effect as if in subsec

tion (S) of that section for the words 'the period of 14 days ending with the date of the application' 

there were substituted the words 'the previous 24 hours'. 

5 Application in respect of patient already in hospital 
(1) An application for the admission of a patient to a hospital may be made under this Part of 

this Act notwithstanding that the patient is already an in-patient in that hospital or, in the case of an 

application for admission for treatment that the patient is for the time being liable to be detained in 

the hospital in pursuance of an application for admission for assessment; and where an application 

is so made the patient shall be treated for the purposes of this Part of this Act as ifhe had been ad

mitted to the hospital at the time when that application was received by the managers. 

(2) If, in the case of a patient who is an in-patient in a hospital, it appears to the registered 
medical practitioner or approved clinician in charge of the treatment of the patient that an appli

cation ought to be made under this Part of this Act for the admission of the patient to hospital, he 

may furnish to the managers a report in writing to that effect; and in any such case the patient may 

be detained in the hospital for a period of 72 hours from the time when the report is so furnished. 

(3) The registered medical practitioner or approved clinician in charge of the treatment of a 

patient in a hospital may nominate one (but not more than one) other registered medical practi

tioner on the staff of that hospital to act for him under subsection (2) above in his absence. 

(3A) For the purposes of subsection (3) above -

(a) the registered medical practitioner may nominate another registered medical practi

tioner, or an approved clinician, on the staff of the hospital; and 
(b) the approved clinician may nominate another approved clinician, or a registered med

ical practitioner, on the staff of the hospital. 

(4) If, in the case of a patient who is receiving treatment for mental disorder as an in-patient in 

a hospital, it appears to a nurse of the prescribed class -

(a) that the patient is suffering from mental disorder to such a degree that it is necessary for 

his health or safety or for the protection of others for him to be immediately restrained 

from leaving the hospital; and 

(b) that it is not practicable to secure the immediate attendance of a practitioner or clin

ician for the purpose of furnishing a report under subsection (2) above, the nurse may 

record that fact in writing; and in that event the patient may be detained in the hospital 

for a period of six hours from the time when that fact is so recorded or until the earlier 

arrival at the place where the patient is detained of a practitioner or clinician having 

power to furnish a report under that subsection. 
(5) A record made under subsection (4) above shall be delivered by the nurse (or by a person 

authorised by the nurse in that behalf) to the managers of the hospital as soon as possible after it 

is made; and where a record is made under that subsection the period mentioned in subsection 

(2) above shall begin at the time when it is made. 
(6) The reference in subsection (1) above to an in-patient does not include an in-patient who is 

liable to be detained in pursuance of an application under this Part of this Act or a community pa
tient and the references in subsections (2) and (4) above do not include an in-patient who is liable 
to be detained in a hospital under this Part of this Act or a community patient. 

(7) In subsection (4) above 'prescribed' means prescribed by an order made by the Secretary 
of State. 
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(1) An application for the admission of a patient to a hospital under this Part of this Act, duly 

completed in accordance with the provisions of this Part of this Act, shall be sufficient authority for 

the applicant, or any person authorised by the applicant, to take the patient and convey him to the 
hospital at any time within the following period, that is to say -

(a) in the case of an application other than an emergency application, the period of 

14 days beginning with the date on which the patient was last examined by a regis

tered medical practitioner before giving a medical recommendation for the purposes 

of the application; 

(b) in the case of an emergency application, the period of 24 hours beginning at the time 

when the patient was examined by the practitioner giving the medical recommenda

tion which is referred to in section 4(3) above, or at the time when the application is 

made, whichever is the earlier. 

(2) Where a patient is admitted within the said period to the hospital specified in such an ap

plication as is mentioned in subsection (1) above, or, being within that hospital, is treated by virtue 

of section 5 above as ifhe had been so admitted, the application shall be sufficient authority for the 

managers to detain the patient in the hospital in accordance with the provisions of this Act. 

(3) Any application for the admission of a patient under this Part of this Act which appears to 

be duly made and to be founded on the necessary medical recommendations may be acted upon 

without further proof of the signature or qualification of the person by whom the application or 

any such medical recommendation is made or given or of any matter of fact or opinion stated in it. 

(4) Where a patient is admitted to a hospital in pursuance of an application for admission for 

treatment, any previous application under this Part of this Act by virtue of which he was liable to be 
detained in a hospital or subject to guardianship shall cease to have effect. 

Guardianship 

7 Application for guardianship 
(1) A patient who has attained the age of 16 years may be received into guardianship, for the 

period allowed by the following provisions of this Act, in pursuance of an application (in this Act 

referred to as 'a guardianship application') made in accordance with this section. 

(2) A guardianship application may be made in respect of a patient on the grounds that -

(a) he is suffering from mental disorder of a nature or degree which warrants his reception 

into guardianship under this section; and 

(b) it is necessary in the interests of the welfare of the patient or for the protection of other 

persons that the patient should be so received. 

(3) A guardianship application shall be founded on the written recommendations in the pre

scribed form of two registered medical practitioners, including in each case a statement that in the 

opinion of the practitioner the conditions set out in subsection (2) above are complied with; and 

each such recommendation shall include -

(a) such particulars as may be prescribed of the grounds for that opinion so far as it relates 

to the conditions set out in paragraph (a) of that subsection; and 

(b) a statement of the reasons for that opinion so far as it relates to the conditions set out in 

paragraph (b) of that subsection. 
(4) A guardianship application shall state the age of the patient or, if his exact age is not known 

to the applicant, shall state (if it be the fact) that the patient is believed to have attained the age of 

16 years. 

(5) The person named as guardian in a guardianship application may be either a local social 

services authority or any other person (including the applicant himself); but a guardianship appli
cation in which a person other than a local social services authority is named as guardian shall be 
of no effect unless it is accepted on behalf of that person by the local social services authority for the 
area in which he resides, and shall be accompanied by a statement in writing by that person that he 
is willing to act as guardian. 
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8 Effect of guardianship application, etc. 
(1) Where a guardianship application, duly made under the provisions of this Part of this 

Act and forwarded to the local social services authority within the period allowed by subsection 

(2) below is accepted by that authority, the application shall, subject to regulations made by the 
Secretary of State, confer on the authority or person named in the application as guardian, to the 

exclusion of any other person -

(a) the power to require the patient to reside at a place specified by the authority or person 

named as guardian; 

(b) the power to require the patient to attend at places and times so specified for the pur

pose of medical treatment, occupation, education or training; 

(c) the power to require access to the patient to be given, at any place where the patient is 
residing, to any registered medical practitioner, approved mental health professional 

or other person so specified. 
(2) The period within which a guardianship application is required for the purposes of this 

section to be forwarded to the local social services authority is the period of 14 days beginning with 

the date on which the patient was last examined by a registered medical practitioner before giving 

a medical recommendation for the purposes of the application. 

(3) A guardianship application which appears to be duly made and to be founded on the ne

cessary medical recommendations may be acted upon without further proof of the signature or 

qualification of the person by whom the application or any such medical recommendation is made 

or given, or of any matter of fact or opinion stated in the application. 
(4) If within the period of 14 days beginning with the day on which a guardianship application 

has been accepted by the local social services authority the application, or any medical recommen

dation given for the purposes of the application, is found to be in any respect incorrect or defective, 

the application or recommendation may, within that period and with the consent of that authority, 

be amended by the person by whom it was signed; and upon such amendment being made the ap

plication or recommendation shall have effect and shall be deemed to have had effect as if it had 
been originally made as so amended. 

(5) Where a patient is received into guardianship in pursuance of a guardianship application, 

any previous application under this Part of this Act by virtue of which he was subject to guardian

ship or liable to be detained in a hospital shall cease to have effect. 

10 Transfer of guardianship in case of death, incapacity, etc., of guardian 
(1) If any person (other than a local social services authority) who is the guardian of a patient 

received into guardianship under this Part of this Act -

(a) dies; or 
(b) gives notice in writing to the local social services authority that he desires to relinquish 

the functions of guardian, 

the guardianship of the patient shall thereupon vest in the local social services authority, but 

without prejudice to any power to transfer the patient into the guardianship of another person in 

pursuance of regulations under section 19 below. 
(2) If any such person, not having given notice under subsection (l) (b) above, is incapacitated 

by illness or any other cause from performing the functions of guardian of the patient, those func

tions may, during his incapacity, be performed on his behalf by the local social services authority 

or by any other person approved for the purposes by that authority. 

(3) If it appears to the county court, upon application made by an approved mental health 
professional acting on behalf of the local social services authority that any person other than a 
local social services authority having the guardianship of a patient received into guardianship 
under this Part of this Act has performed his functions negligently or in a manner contrary to the 
interests of the welfare of the patient, the court may order that the guardianship of the patient be 
transferred to the local social services authority or to any other person approved for the purpose 
by that authority. 
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(4) Where the guardianship of a patient is transferred to a local social services authority or 

other person by or under this section, subsection (2) (c) of section 19 below shall apply as if the 

patient had been transferred into the guardianship of that authority or person in pursuance of 

regulations under that section. 

(S) In this section 'the local social services authority', in relation to a person (other than a local 

social services authority) who is the guardian of a patient, means the local social services authority 

for the area in which that person resides (or resided immediately before his death). 

General provisions as to applications and recommendations 

11 General provisions as to applications 
(1) Subject to the provisions of this section, an application for admission for assessment, an 

application for admission for treatment and a guardianship application may be made either by the 

nearest relative of the patient or by an approved mental health professional; and every such appli
cation shall specify the qualification of the applicant to make the application. 

(lA) No application mentioned in subsection (1) above shall be made by an approved mental 

health professional if the circumstances are such that there would be a potential conflict of interest 
for the purposes of regulations under section 12A below. 

(2) Every application for admission shall be addressed to the managers of the hospital to 

which admission is sought and every guardianship application shall be forwarded to the local so

cial services authority named in the application as guardian, or, as the case may be, to the local 

social services authority for the area in which the person so named resides. 

(3) Before or within a reasonable time after an application for the admission of a patient for 
assessment is made by an approved mental health professional, that professional shall take such 

steps as are practicable to inform the person (if any) appearing to be the nearest relative of the pa

tient that the application is to be or has been made and of the power of the nearest relative under 

section 23(2) (a) below. 

(4) An approved mental health professional may not make an application for admission for 

treatment or a guardianship application in respect of a patient in either of the following cases -

(a) the nearest relative of the patient has notified that professional, or the local social ser

vices authority on whose behalf the professional is acting, that he objects to the applica

tion being made; or 
(b) that professional has not consulted the person (if any) appearing to be the nearest 

relative of the patient, but the requirement to consult that person does not apply if it 

appears to the professional that in the circumstances such consultation is not reason

ably practicable or would involve unreasonable delay. 

(S) None of the applications mentioned in subsection (1) above shall be made by any person in 

respect of a patient unless that person has personally seen the patient within the period of 14 days 

ending with the date of the application. 

(7) Each of the applications mentioned in subsection (1) above shall be sufficient if the recom

mendations on which it is founded are given either as separate recommendations, each signed by 

a registered medical practitioner, or as a joint recommendation signed by two such practitioners. 

12 General provisions as to medical recommendations 
(1) The recommendations required for the purposes of an application for the admission of a 

patient under this Part of this Act or a guardianship application (in this Act referred to as 'medical 

recommendations') shall be signed on or before the date of the application, and shall be given by 

practitioners who have personally examined the patient either together or separately, but where 
they have examined the patient separately not more than five days must have elapsed between the 
days on which the separate examination took place. 

(2) Of the medical recommendations given for the purposes of any such application, one shall 
be given by a practitioner approved for the purposes of this section by the Secretary of State as 
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having special experience in the diagnosis or treatment of mental disorder; and unless that practi

tioner has previous acquaintance with the patient, the other such recommendation shall, if practic

able, be given by a registered medical practitioner who has such previous acquaintance. 

(2A) A registered medical practitioner who is an approved clinician shall be treated as also 
approved for the purposes of this section under subsection (2) above as having special experience 

as mentioned there. 

(3) No medical recommendation shall be given for the purposes of an application mentioned 

in subsection (1) above if the circumstances are such that there would be a potential conflict of 

interest for the purposes of regulations under section 12A below. 

12A Conflicts of interest 
(1) The appropriate national authority may make regulations as to the circumstances in which 

there would be a potential conflict of interest such that -

(a) an approved mental health professional shall not make an application mentioned in 

section 11(1) above; 

(b) a registered medical practitioner shall not give a recommendation for the purposes of 

an application mentioned in section 12(1) above. 

13 Duty of approved mental health professionals to make applications 
for admission or guardianship 

(1) If a local social services authority have reason to think that an application for admission 
to hospital or a guardianship application may need to be made in respect of a patient within their 

area, they shall make arrangements for an approved mental health professional to consider the 

patient's case on their behalf. 

(lA) If that professional is -

(a) satisfied that such an application ought to be made in respect of the patient; and 

(b) of the opinion, having regard to any wishes expressed by relatives of the patient or any 

other relevant circumstances, that it is necessary or proper for the application to be 

made by him, 

he shall make the application. 

(lB) Subsection (lC) below applies where -
(a) a local social services authority makes arrangements under subsection (1) above in re

spect of a patient; 
(b) an application for admission for assessment is made under subsection (lA) above in re

spect of the patient; 

(c) while the patient is liable to be detained in pursuance of that application, the authority 

have reason to think that an application for admission for treatment may need to be 

made in respect of the patient; and 

(d) the patient is not within the area of the authority. 
(lC) Where this subsection applies, subsection (1) above shall be construed as requiring the 

authority to make arrangements under that subsection in place of the authority mentioned there. 

(2) Before making an application for the admission of a patient to hospital an approved mental 
health professional shall interview the patient in a suitable manner and satisfy himself that deten
tion in a hospital is in all the circumstances of the case the most appropriate way of providing the 

care and medical treatment of which the patient stands in need. 

(3) An application under subsection (lA) above may be made outside the area of the local so

cial services authority on whose behalf the approved mental health professional is considering the 
patient's case. 

(4) It shall be the duty of a local social services authority, if so required by the nearest rela
tive of a patient residing in their area, to make arrangements under subsection (1) above for an 
approved mental health professional to consider the patient's case with a view to making an appli
cation for his admission to hospital; and if in any such case that professional decides not to make an 
application he shall inform the nearest relative of his reasons in writing. 
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(5) Nothing in this section shall be construed as authorising or requiring an application to be 

made by an approved mental health professional in contravention of the provisions of section 11(4) 

above or of regulations under section 12A above, or as restricting the power of a local social ser

vices authority to make arrangements with an approved mental health professional to consider a 
patient's case or of an approved mental health professional to make any application under this Act. 

14 Social reports 
Where a patient is admitted to a hospital in pursuance of an application (other than an emergency 

application) made under this Part of this Act by his nearest relative, the managers of the hospital 

shall as soon as practicable give notice of that fact to the local social services authority for the area 
in which the patient resided immediately before his admission; and that authority shall as soon as 

practicable arrange for an approved mental health professional to interview the patient and pro

vide the managers with a report of his social circumstances. 

15 Rectification of applications and recommendations 
(1) If within the period of 14 days beginning with the day on which a patient has been ad

mitted to a hospital in pursuance of an application for admission for assessment or for treatment 

the application, or any medical recommendation given for the purpose of the application, is found 

to be in any respect incorrect or defective, the application or recommendation may, within that 

period and with the consent of the managers of the hospital, be amended by the person by whom 

it was signed; and upon such amendment being made the application or recommendation shall 

have effect and shall be deemed to have had effect as if it had been originally made as so amended. 

(2) Without prejudice to subsection (1) above, if within the period mentioned in that subsec

tion it appears to the managers of the hospital that one of the two medical recommendations on 
which an application for the admission of a patient is founded is insufficient to warrant the de

tention of the patient in pursuance of the application, they may, within that period, give notice 

in writing to that effect to the applicant; and where any such notice is given in respect of a med

ical recommendation, that recommendation shall be disregarded, but the application shall be, and 

shall be deemed always to have been, sufficient if-

(a) a fresh medical recommendation complying with the relevant provisions of this Part 

of this Act (other than the provisions relating to the time of signature and the interval 

between examinations) is furnished to the managers within that period; and 

(b) that recommendation, and the other recommendation on which the application is 

founded, together comply with those provisions. 

(3) Where the medical recommendations upon which an application for admission is 

founded are, taken together, insufficient to warrant the detention of the patient in pursuance of 
the application, a notice under subsection (2) above may be given in respect of either of those 

recommendations. 

(4) Nothing in this section shall be construed as authorising the giving of notice in respect of 

an application made as an emergency application, or the detention of a patient admitted in pursu

ance of such an application, after the period of72 hours referred to in section 4(4) above, unless the 

conditions set out in paragraphs (a) and (b) of that section are complied with or would be complied 
with apart from any error or defect to which this section applies. 

Position of patients subject to detention or guardianship 

17 Leave of absence from hospital 
(1) The responsible clinician may grant to any patient who is for the time being liable to be 

detained in a hospital under this Part of this Act leave to be absent from the hospital subject to such 

conditions (if any) as that clinician considers necessary in the interests of the patient or for the 
protection of other persons. 

(2) Leave of absence may be granted to a patient under this section either indefinitely or on 
specified occasions or for any specified period; and where leave is so granted for a specified period, 
that period may be extended by further leave granted in the absence of the patient. 
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(2A) But longer-term leave may not be granted to a patient unless the responsible clinician 
first considers whether the patient should be dealt with under section 17A instead. 

(2B) For these purposes, longer-term leave is granted to a patient if-
(a) leave of absence is granted to him under this section either indefinitely or for a specified 

period of more than seven consecutive days; or 

(b) a specified period is extended under this section such that the total period for which 

leave of absence will have been granted to him under this section exceeds seven 

consecutive days. 

(3) Where it appears to the responsible clinician that it is necessary so to do in the interests of 

the patient or for the protection of other persons, he may, upon granting leave of absence under this 

section, direct that the patient remain in custody during his absence; and where leave of absence is 

so granted the patient may be kept in the custody of any officer on the staff of the hospital, or of any 

other person authorised in writing by the managers of the hospital or, if the patient is required in 

accordance with conditions imposed on the grant ofleave of absence to reside in another hospital, 

of any officer on the staff of that other hospital. 

(4) In any case where a patient is absent from a hospital in pursuance of leave of absence 

granted under this section, and it appears to the responsible clinician that it is necessary so to do 

in the interests of the patient's health or safety or for the protection of other persons, that clinician 

may, subject to subsection (5) below, by notice in writing given to the patient or to the person for the 

time being in charge of the patient, revoke the leave of absence and recall the patient to the hospital. 

(5) A patient to whom leave of absence is granted under this section shall not be recalled under 

subsection (4) above after he has ceased to be liable to be detained under this Part of this Act. 

17A Community treatment orders 
(1) The responsible clinician may by order in writing discharge a detained patient from hos

pital subject to his being liable to recall in accordance with section 17E below. 

(2) A detained patient is a patient who is liable to be detained in a hospital in pursuance of an 

application for admission for treatment. 

(3) An order under subsection (1) above is referred to in this Act as a 'community treatment 

order'. 

(4) The responsible clinician may not make a community treatment order unless 

(a) in his opinion, the relevant criteria are met; and 

(b) an approved mental health professional states in writing 
(i) that he agrees with that opinion; and 

(ii) that it is appropriate to make the order. 

(5) The relevant criteria are -

(a) the patient is suffering from mental disorder of a nature or degree which makes it ap

propriate for him to receive medical treatment; 

(b) it is necessary for his health or safety or for the protection of other persons that he 

should receive such treatment; 
(c) subject to his being liable to be recalled as mentioned in paragraph (d) below, such 

treatment can be provided without his continuing to be detained in a hospital; 
(d) it is necessary that the responsible clinician should be able to exercise the power under 

section 17E(l) below to recall the patient to hospital; and 

(e) appropriate medical treatment is available for him. 
(6) In determining whether the criterion in subsection (5)(d) above is met, the responsible 

clinician shall, in particular, consider, having regard to the patient's history of mental disorder and 

any other relevant factors, what risk there would be of a deterioration of the patient's condition if 
he were not detained in a hospital (as a result, for example, of his refusing or neglecting to receive 
the medical treatment he requires for his mental disorder). 

(7) In this Act -
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'community patient' means a patient in respect of whom a community treatment order is in force; 

'the community treatment order', in relation to such a patient, means the community treatment 

order in force in respect of him; and 

'the responsible hospital', in relation to such a patient, means the hospital in which he was liable 

to be detained immediately before the community treatment order was made, subject to section 

19A below. 

17B Conditions 
(1) A community treatment order shall specify conditions to which the patient is to be subject 

while the order remains in force. 

(2) But, subject to subsection (3) below, the order may specify conditions only if the respon

sible clinician, with the agreement of the approved mental health professional mentioned in 

section 17A(4) (b) above, thinks them necessary or appropriate for one or more of the following 

purposes -

(a) ensuring that the patient receives medical treatment; 

(b) preventing risk of harm to the patient's health or safety; 

(c) protecting other persons. 
(3) The order shall specify -

(a) a condition that the patient make himself available for examination under section 20A 
below; and 

(b) a condition that, if it is proposed to give a certificate under Part 4A of this Act that falls 
within section 64C(4) below in his case, he make himself available for examination so 

as to enable the certificate to be given. 

(4) The responsible clinician may from time to time by order in writing vary the conditions 

specified in a community treatment order. 

(5) He may also suspend any conditions specified in a community treatment order. 

(6) If a community patient fails to comply with a condition specified in the community treat
ment order by virtue of subsection (2) above, that fact may be taken into account for the purposes 

of exercising the power of recall under section 17E(l) below. 

(7) But nothing in this section restricts the exercise of that power to cases where there is such 

a failure. 

17C Duration of community treatment order 
A community treatment order shall remain in force until -

(a) the period mentioned in section 20A(l) below (as extended under any provision of this 

Act) expires, but this is subject to sections 21 and 22 below; 

(b) the patient is discharged in pursuance of an order under section 23 below or a direction 

under section 72 below; 

(c) the application for admission for treatment in respect of the patient otherwise ceases to 

have effect; or 

(d) the order is revoked under section 17F below, whichever occurs first. 

17D Effect of community treatment order 
(1) The application for admission for treatment in respect of a patient shall not cease to have 

effect by virtue of his becoming a community patient. 
(2) But while he remains a community patient -

(a) the authority of the managers to detain him under section 6(2) above in pursuance of 
that application shall be suspended; and 

(b) reference (however expressed) in this or any other Act, or in any subordinate legislation 

(within the meaning of the Interpretation Act 1978), to patients liable to be detained, or 

detained, under this Act shall not include him. 

(3) And section 20 below shall not apply to him while he remains a community patient. 
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(4) Accordingly, authority for his detention shall not expire during any period in which that 

authority is suspended by virtue of subsection (2) (a) above. 

17E Power to recall to hospital 
(1) The responsible clinician may recall a community patient to hospital if in his opinion -

(a) the patient requires medical treatment in hospital for his mental disorder; and 

(b) there would be a risk of harm to the health or safety of the patient or to other persons if 

the patient were not recalled to hospital for that purpose. 

(2) The responsible clinician may also recall a community patient to hospital if the patient 

fails to comply with a condition specified under section 17B(3) above. 

(3) The hospital to which a patient is recalled need not be the responsible hospital. 

(4) Nothing in this section prevents a patient from being recalled to a hospital even though he 

is already in the hospital at the time when the power of recall is exercised; references to recalling 

him shall be construed accordingly. 

(S) The power of recall under subsections (1) and (2) above shall be exercisable by notice in 

writing to the patient. 

(6) A notice under this section recalling a patient to hospital shall be sufficient authority for the 

managers of that hospital to detain the patient there in accordance with the provisions of this Act. 

17F Powers in respect of recalled patients 
(1) This section applies to a community patient who is detained in a hospital by virtue of a no

tice recalling him there under section 17E above. 

(2) The patient may be transferred to another hospital in such circumstances and subject 

to such conditions as may be prescribed in regulations made by the Secretary of State (if the 

hospital in which the patient is detained is in England) or the Welsh Ministers (if that hospital 

is in Wales). 

(3) If he is so transferred to another hospital, he shall be treated for the purposes of this sec
tion (and section l 7E above) as if the notice under that section were a notice recalling him to that 

other hospital and as if he had been detained there from the time when his detention in hospital by 

virtue of the notice first began. 

(4) The responsible clinician may by order in writing revoke the community treatment 

order i f-

(a) in  his opinion, the conditions mentioned in  section 3(2) above are satisfied in  respect of 

the patient; and 

(b) an approved mental health professional states in writing 

(i) that he agrees with that opinion; and 

(ii) that it is appropriate to revoke the order. 

(5) The responsible clinician may at any time release the patient under this section, but not 

after the community treatment order has been revoked. 

(6) If the patient has not been released, nor the community treatment order revoked, by the 

end of the period of 72 hours, he shall then be released. 

(7) But a patient who is released under this section remains subject to the community 
treatment order. 

(8) In this section -
(a) 'the period of 72 hours' means the period of 72 hours beginning with the time when 

the patient's detention in hospital by virtue of the notice under section 17E above 
begins; and 

(b) references to being released shall be construed as references to being released from 

that detention (and accordingly from being recalled to hospital) . 

17G Effect of revoking community treatment order 
(1) This section applies if a community treatment order is revoked under section l 7F above in 

respect of a patient. 
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(2) Section 6(2) above shall have effect as if the patient had never been discharged from hos

pital by virtue of the community treatment order. 

(3) The provisions of this or any other Act relating to patients liable to be detained (or detained) 

in pursuance of an application for admission for treatment shall apply to the patient as they did be

fore the community treatment order was made, unless otherwise provided. 

(4) If, when the order is revoked, the patient is being detained in a hospital other than the 

responsible hospital, the provisions of this Part of this Act shall have effect as if-

(a) the application for admission for treatment in respect of him were an application for 

admission to that other hospital; and 

(b) he had been admitted to that other hospital at the time when he was originally admitted 

in pursuance of the application. 

(S) But, in any case, section 20 below shall have effect as if the patient had been admitted to 

hospital in pursuance of the application for admission for treatment on the day on which the order 

is revoked. 

18 Return and readmission of patients absent without leave 
(1) Where a patient who is for the time being liable to be detained under this Part of this Act 

in a hospital -
(a) absents himself from the hospital without leave granted under section 17 above; or 

(b) fails to return to the hospital on any occasion on which, or at the expiration of any 

period for which, leave of absence was granted to him under that section, or upon being 

recalled under that section; or 

(c) absents himself without permission from any place where he is required to reside in 

accordance with conditions imposed on the grant ofleave of absence under that section, 

he may, subject to the provisions of this section, be taken into custody and returned to 

the hospital or place by any approved mental health professional, by any officer on the 

staff of the hospital, by any constable, or by any person authorised in writing by the 
managers of the hospital. 

(2) Where the place referred to in paragraph (c) of subsection (1) above is a hospital other 

than the one in which the patient is for the time being liable to be detained, the references in that 
subsection to an officer on the staff of the hospital and the managers of the hospital shall respect

ively include references to an officer on the staff of the first-mentioned hospital and the managers 

of that hospital. 

(2A) Where a community patient is at any time absent from a hospital to which he is recalled 

under section l ?E above, he may, subject to the provisions of this section, be taken into custody and 

returned to the hospital by any approved mental health professional, by any officer on the staff of 

the hospital, by any constable, or by any person authorised in writing by the responsible clinician 
or the managers of the hospital. 

(3) Where a patient who is for the time being subject to guardianship under this Part 
of this Act absents himself without the leave of the guardian from the place at which he is 

required by the guardian to reside, he may, subject to the provisions of this section, be taken 

into custody and returned to that place by any officer on the staff of a local social services 

authority, by any constable, or by any person authorised in writing by the guardian or a local 

social services authority. 
(4) A patient shall not be taken into custody under this section after the later of-

(a) the end of the period of six months beginning with the first day of his absence without 
leave; and 

(b) the end of the period for which (apart from section 21 below) he is liable to be detained 
or subject to guardianship or, in the case of a community patient, the community treat
ment order is in force. 

(4A) In determining for the purposes of subsection (4) (b) above or any other provision of this 
Act whether a person who is or has been absent without leave is at any time liable to be detained or 
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subject to guardianship, a report furnished under section 20 or 21B below before the first day of his 

absence without leave shall not be taken to have renewed the authority for his detention or guard

ianship unless the period of renewal began before that day. 

(4B) Similarly, in determining for those purposes whether a community treatment order is 

at any time in force in respect of a person who is or has been absent without leave, a report fur

nished under section 20A or 21B below before the first day of his absence without leave shall not 

be taken to have extended the community treatment period unless the extension began before 

that day. 
(S) A patient shall not be taken into custody under this section if the period for which he is 

liable to be detained is that specified in section 2(4), 4(4) or 5(2) or (4) above and that period has 
expired. 

(6) In this Act 'absent without leave' means absent from any hospital or other place and liable 

to be taken into custody and returned under this section, and related expressions shall be con

strued accordingly. 

Duration of authority and discharge 

20 Duration of authority 
(1) Subject to the following provisions of this Part of this Act, a patient admitted to hospital in 

pursuance of an application for admission for treatment, and a patient placed under guardianship 

in pursuance of a guardianship application, may be detained in a hospital or kept under guardian

ship for a period not exceeding six months beginning with the day on which he was so admitted, or 

the day on which the guardianship application was accepted, as the case may be, but shall not be 

so detained or kept for any longer period unless the authority for his detention or guardianship is 

renewed under this section. 

(2) Authority for the detention or guardianship of a patient may, unless the patient has previ

ously been discharged under section 23 below, be renewed -

(a) from the expiration of the period referred to in subsection (1) above, for a further 

period of six months; 

(b) from the expiration of any period of renewal under paragraph (a) above, for a further 

period of one year, 

and so on for periods of one year at a time. 

(3) Within the period of two months ending on the day on which a patient who is liable to be 

detained in pursuance of an application for admission for treatment would cease under this section 

to be so liable in default of the renewal of the authority for his detention, it shall be the duty of the 

responsible clinician -

(a) to examine the patient; and 
(b) if it appears to him that the conditions set out in subsection (4) below are satisfied, 

to furnish to the managers of the hospital where the patient is detained a report to 

that effect in the prescribed form; and where such a report is furnished in respect of a 

patient the managers shall, unless they discharge the patient under section 23 below, 

cause him to be informed. 

( 4) The conditions referred to in subsection (3) above are that -
(a) the patient is suffering from mental disorder of a nature or degree which makes it ap

propriate for him to receive medical treatment in a hospital; and 
(c) it is necessary for the health or safety of the patient or for the protection of other persons 

that he should receive such treatment and that it cannot be provided unless he contin
ues to be detained; and 

(d) appropriate medical treatment is available for him. 
(S) Before furnishing a report under subsection (3) above the responsible clinician shall con

sult one or more other persons who have been professionally concerned with the patient's medical 

treatment. 



Mental H ea lth Act 1983 23 

(SA) But the responsible clinician may not furnish a report under subsection (3) above unless 

a person -

(a) who has been professionally concerned with the patient's medical treatment; but 

(b) who belongs to a profession other than that to which the responsible clinician belongs, 
states in writing that he agrees that the conditions set out in subsection (4) above are 

satisfied. 

(6) Within the period of two months ending with the day on which a patient who is subject 

to guardianship under this Part of this Act would cease under this section to be so liable in de

fault of the renewal of the authority for his guardianship, it shall be the duty of the appropriate 

practitioner -

(a) to examine the patient; and 

(b) if it appears to him that the conditions set out in subsection (7) below are satisfied, 

to furnish to the guardian and, where the guardian is a person other than a local so

cial services authority, to the responsible local social services authority a report to that 

effect in the prescribed form; 

and where such a report is furnished in respect of a patient, the local social services authority shall, 

unless they discharge the patient under section 23 below, cause him to be informed. 

(7) The conditions referred to in subsection (6) above are that -

(a) the patient is suffering from mental disorder of a nature or degree which warrants his 
reception into guardianship; and 

(b) it is necessary in the interests of the welfare of the patient or for the protection of other 

persons that the patient should remain under guardianship. 

(8) Where a report is duly furnished under subsection (3) or (6) above, the authority for the 

detention or guardianship of the patient shall be thereby renewed for the period prescribed in that 

case by subsection (2) above. 

20A Community treatment period 
(1) Subject to the provisions of this Part of this Act, a community treatment order shall cease 

to be in force on expiry of the period of six months beginning with the day on which it was made. 

(2) That period is referred to in this Act as 'the community treatment period'. 
(3) The community treatment period may, unless the order has previously ceased to be in 

force, be extended -

(a) from its expiration for a period of six months; 

(b) from the expiration of any period of extension under paragraph (a) above for a further 

period of one year, and so on for periods of one year at a time. 

(4) Within the period of two months ending on the day on which the order would cease to 

be in force in default of an extension under this section, it shall be the duty of the responsible 

clinician -

(a) to examine the patient; and 

(b) if it appears to him that the conditions set out in subsection (6) below are satisfied and 
if a statement under subsection (8) below is made, to furnish to the managers of the re

sponsible hospital a report to that effect in the prescribed form. 

(5) Where such a report is furnished in respect of the patient, the managers shall, unless they 

discharge him under section 23 below, cause him to be informed. 
(6) The conditions referred to in subsection (4) above are that -

(a) the patient is suffering from mental disorder of a nature or degree which makes it ap
propriate for him to receive medical treatment; 

(b) it is necessary for his health or safety or for the protection of other persons that he 
should receive such treatment; 

(c) subject to his continuing to be liable to be recalled as mentioned in paragraph (d) below, 
such treatment can be provided without his being detained in a hospital; 

(d) it is necessary that the responsible clinician should continue to be able to exercise the 
power under section 17E(l) above to recall the patient to hospital; and 
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(e) appropriate medical treatment is available for him. 
(7) In determining whether the criterion in subsection (6)(d) above is met, the responsible 

clinician shall, in particular, consider, having regard to the patient's history of mental disorder and 

any other relevant factors, what risk there would be of a deterioration of the patient's condition 

if he were to continue not to be detained in a hospital (as a result, for example, of his refusing or 

neglecting to receive the medical treatment he requires for his mental disorder) .  

(8) The statement referred to  in  subsection ( 4) above i s  a statement in  writing by  an  approved 

mental health professional -
(a) that it appears to him that the conditions set out in subsection (6) above are 

satisfied; and 

(b) that it is appropriate to extend the community treatment period. 

(9) Before furnishing a report under subsection (4) above the responsible clinician shall con

sult one or more other persons who have been professionally concerned with the patient's medical 

treatment. 

(10) Where a report is duly furnished under subsection (4) above, the community treat

ment period shall be thereby extended for the period prescribed in that case by subsection 

(3) above. 

20B Effect of expiry of community treatment order 
(1) A community patient shall be deemed to be discharged absolutely from liability to re

call under this Part of this Act, and the application for admission for treatment cease to have 

effect, on expiry of the community treatment order, if the order has not previously ceased to 

be in force. 

(2) For the purposes of subsection (1) above, a community treatment order expires on expiry 

of the community treatment period as extended under this Part of this Act, but this is subject to 

sections 21 and 22 below. 

21 Special provisions as to patients absent without leave 
(1) Where a patient is absent without leave -

(a) on the day on which (apart from this section) he would cease to be liable to be detained 

or subject to guardianship under this Part of this Act or, in the case of a community pa

tient, the community treatment order would cease to be in force; or 

(b) within the period of one week ending with that day, 

he shall not cease to be so liable or subject, or the order shall not cease to be in force, until the 

relevant time. 

(2) For the purposes of subsection (1) above the relevant time -

(a) where the patient is taken into custody under section 18 above, is the end of the period 
of one week beginning with the day on which he is returned to the hospital or place 

where he ought to be; 

(b) where the patient returns himself to the hospital or place where he ought to be 

within the period during which he can be taken into custody under section 18 above, 

is the end of the period of one week beginning with the day on which he so returns 

himself; and 

(c) otherwise, is the end of the period during which he can be taken into custody under 
section 18 above. 

(3) Where a patient is absent without leave on the day on which (apart from this section) the 
managers would be required under section 68 below to refer the patient's case to the appropriate 
tribunal, that requirement shall not apply unless and until -

(a) the patient is taken into custody under section 18 above and returned to the hospital 

where he ought to be; or 
(b) the patient returns himself to the hospital where he ought to be within the period dur

ing which he can be taken into custody under section 18 above. 
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(4) Where a community patient is absent without leave on the day on which (apart from this 

section) the 72-hour period mentioned in section 17F above would expire, that period shall not 

expire until the end of the period of 72 hours beginning with the time when -

(a) the patient is taken into custody under section 18 above and returned to the hospital 
where he ought to be; or 

(b) the patient returns himself to the hospital where he ought to be within the period dur

ing which he can be taken into custody under section 18 above. 

(5) Any reference in this section, or in sections 21A to 22 below, to the time when a community 

treatment order would cease, or would have ceased, to be in force shall be construed as a reference 

to the time when it would cease, or would have ceased, to be in force by reason only of the passage 

of time. 

21A Patients who are taken into custody or return within 28 days 
(1) This section applies where a patient who is absent without leave is taken into custody 

under section 18 above, or returns himself to the hospital or place where he ought to be, not 

later than the end of the period of 28 days beginning with the, first day of his absence without 

leave. 

(2) Where the period for which the patient is liable to be detained or subject to guardianship 

is extended by section 21 above, any examination and report to be made and furnished in respect 

of the patient under section 20(3) or (6) above may be made and furnished within the period as so 

extended. 
(3) Where the authority for the detention or guardianship of the patient is renewed by virtue 

of subsection (2) above after the day on which (apart from section 21 above) that authority would 

have expired, the renewal shall take effect as from that day. 

( 4) In the case of a community patient, where the period for which the community treatment 

order is in force is extended by section 21 above, any examination and report to be made and fur

nished in respect of the patient under section 20A( 4) above may be made and furnished within the 

period as so extended. 

(S) Where the community treatment period is extended by virtue of subsection (4) above after 

the day on which (apart from section 21 above) the order would have ceased to be in force, the ex
tension shall take effect as from that day. 

21B Patients who are taken into custody or return after more than 28 days 
(1) This section applies where a patient who is absent without leave is taken into custody 

under section 18 above, or returns himself to the hospital or place where he ought to be, later than 

the end of the period of 28 days beginning with the first day of his absence without leave. 

(2) It shall be the duty of the appropriate practitioner, within the period of one week begin

ning with the day on which the patient is returned or returns himself to the hospital or place where 

he ought to be (his 'return day') -
(a) to examine the patient; and 

(b) if it appears to him that the relevant conditions are satisfied, to furnish to the appro

priate body a report to that effect in the prescribed form; 

and where such a report is furnished in respect of the patient the appropriate body shall cause him 

to be informed. 
(3) Where the patient is liable to be detained or is a community patient (as opposed to subject 

to guardianship), the appropriate practitioner shall, before furnishing a report under subsection 

(2) above, consult -

(a) one or more other persons who have been professionally concerned with the patient's 

medical treatment; and 
(b) an approved mental health professional. 

(4) Where -
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(a) the patient would (apart from any renewal of the authority for his detention or guard

ianship on or after his return day) be liable to be detained or subject to guardianship 

after the end of the period of one week beginning with that day; or 
(b) in the case of a community patient, the community treatment order would (apart from 

any extension of the community treatment period on or after that day) be in force after 

the end of that period, he shall cease to be so liable or subject, or the community treat

ment period shall be deemed to expire, at the end of that period unless a report is duly 

furnished in respect of him under subsection (2) above. 

(4A) If, in the case of a community patient, the community treatment order is revoked under 

section 17F above during the period of one week beginning with his return day -

(a) subsections (2) and (4) above shall not apply; and 
(b) any report already furnished in respect of him under subsection (2) above shall be of no 

effect. 

(5) Where the patient would (apart from section 21 above) have ceased to be liable to be 

detained or subject to guardianship on or before the day on which a report is duly furnished in re

spect of him under subsection (2) above, the report shall renew the authority for his detention or 

guardianship for the period prescribed in that case by section 20(2) above. 

(6) Where the authority for the detention or guardianship of the patient is renewed by virtue 

of subsection (5) above -

(a) the renewal shall take effect as from the day on which (apart from section 21 above and 

that subsection) the authority would have expired; and 

(b) if (apart from this paragraph) the renewed authority would expire on or before the 
day on which the report is furnished, the report shall further renew the authority, as 

from the day on which it would expire, for the period prescribed in that case by section 

20(2) above. 

(6A) In the case of a community patient, where the community treatment order would (apart 

from section 21 above) have ceased to be in force on or before the day on which a report is duly 
furnished in respect of him under subsection (2) above, the report shall extend the community 

treatment period for the period prescribed in that case by section 20A(3) above. 

(6B) Where the community treatment period is extended by virtue of subsection (6A) above 

(a) the extension shall take effect as from the day on which (apart from section 21 above 

and that subsection) the order would have ceased to be in force; and 

(b) if (apart from this paragraph) the period as so extended would expire on or before the 

day on which the report is furnished, the report shall further extend that period, as 

from the day on which it would expire, for the period prescribed in that case by section 

20A(3) above. 

(7) Where the authority for the detention or guardianship of the patient would expire within 

the period of two months beginning with the day on which a report is duly furnished in respect 

of him under subsection (2) above, the report shall, if it so provides, have effect also as a report 

duly furnished under section 20(3) or (6) above; and the reference in this subsection to authority 

includes any authority renewed under subsection (5) above by the report. 
(?A) In the case of a community patient, where the community treatment order would (tak

ing account of any extension under subsection (6A) above) cease to be in force within the period 

of two months beginning with the day on which a report is duly furnished in respect of him under 

subsection (2) above, the report shall, if it so provides, have effect also as a report duly furnished 

under section 20A(4) above. 

(10) In this section -
'the appropriate body' means -

(a) in relation to a patient who is liable to be detained in a hospital, the managers of the 
hospital; 
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(b) in relation to a patient who is subject to guardianship, the responsible local social ser

vices authority; 

(c) in relation to a community patient, the managers of the responsible hospital; and 
the relevant conditions' means -

(a) in relation to a patient who is liable to be detained in a hospital, the conditions set out in 

subsection (4) of section 20 above; and 

(b) in relation to a patient who is subject to guardianship, the conditions set out in subsec

tion (7) of that section. 

(c) in relation to a community patient, the conditions set out in section 20A(6) above. 

22 Special provisions as to patients sentenced to imprisonment, etc. 
(1) If-

(a) a qualifying patient is detained in custody in pursuance of any sentence or order passed 

or made by a court in the United Kingdom (including an order committing or remand

ing him in custody); and 

(b) he is so detained for a period exceeding, or for successive periods exceeding in the ag

gregate, six months, 

the relevant application shall cease to have effect on expiry of that period. 

(2) A patient is a qualifying patient for the purposes of this section if-

(a) he is liable to be detained by virtue of an application for admission for treatment; 

(b) he is subject to guardianship by virtue of a guardianship application; or 

(c) he is a community patient. 
(3) 'The relevant application', in relation to a qualifying patient, means -

(a) in the case of a patient who is subject to guardianship, the guardianship application in 

respect of him; 

(b) in any other case, the application for admission for treatment in respect of him. 

(4) The remaining subsections of this section shall apply if a qualifying patient is detained in 

custody as mentioned in subsection (l) (a) above but for a period not exceeding, or for successive 

periods not exceeding in the aggregate, six months. 

(5) If apart from this subsection -

(a) the patient would have ceased to be liable to be detained or subject to guardianship by 

virtue of the relevant application on or before the day on which he is discharged from 
custody; or 

(b) in the case of a community patient, the community treatment order would have ceased 
to be in force on or before that day, 

he shall not cease and shall be deemed not to have ceased to be so liable or subject, or the order shall 

not cease and shall be deemed not to have ceased to be in force, until the end of that day. 

(6) In any case (except as provided in subsection (8) below), sections 18, 21 and 21A above 

shall apply in relation to the patient as ifhe had absented himself without leave on that day. 

(7) In its application by virtue of subsection (6) above section 18 above shall have effect as if
(a) in subsection (4) for the words from 'later of' to the end there were substituted 'end of 

the period of 28 days beginning with the first day of his absence without leave'; and 

(b) subsections (4A) and (4B) were omitted. 
(8) In relation to a community patient who was not recalled to hospital under section 17E 

above at the time when his detention in custody began -
(a) section 18 above shall not apply; but 

(b) sections 21 and 21A above shall apply as if he had absented himself without leave on 

the day on which he is discharged from custody and had returned himself as provided 

in those sections on the last day of the period of 28 days beginning with that day. 
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23 Discharge of patients 
(1) Subject to the provisions of this section and section 25 below, a patient who is for the time 

being liable to be detained or subject to guardianship under this Part of this Act shall cease to be so 

liable or subject if an order in writing discharging him absolutely from detention or guardianship 
is made in accordance with this section. 

(lA) Subject to the provisions of this section and section 25 below, a community patient shall 

cease to be liable to recall under this Part of this Act, and the application for admission for treat

ment cease to have effect, if an order in writing discharging him from such liability is made in 

accordance with this section. 

(lB) An order under subsection (1) or (lA) above shall be referred to in this Act as 'an order 

for discharge'. 

(2) An order for discharge may be made in respect of a patient -

(a) where the patient is liable to be detained in a hospital in pursuance of an application for 

admission for assessment or for treatment by the responsible clinician, by the managers 

or by the nearest relative of the patient; 
(b) where the patient is subject to guardianship, by the responsible clinician, by the respon

sible local social services authority or by the nearest relative of the patient; 

(c) where the patient is a community patient, by the responsible clinician, by the managers 

of the responsible hospital or by the nearest relative of the patient. 

(6) The powers conferred by this section on any NHS foundation trust may be exercised by any 
three or more persons authorised by the board of the trust in that behalf, each of whom is neither 

an executive director of the board nor an employee of the trust. 

24 Visiting and examination of patients 
(1) For the purpose of advising as to the exercise by the nearest relative of a patient who is 

liable to be detained or subject to guardianship under this Part of this Act, or who is a community 

patient, of any power to order his discharge, any registered medical practitioner or approved clin

ician authorised by or on behalf of the nearest relative of the patient may, at any reasonable time, 

visit the patient and examine him in private. 

(2) Any registered medical practitioner or approved clinician authorised for the purposes of 

subsection (1) above to visit and examine a patient may require the production of and inspect any 

records relating to the detention or treatment of the patient in any hospital or to any after-care 
services provided for the patient under section 117 below. 

25 Restrictions on discharge by nearest relative 
(1) An order for the discharge of a patient who is liable to be detained in a hospital shall not 

be made under section 23 above by his nearest relative except after giving not less than 72 hours' 

notice in writing to the managers of the hospital; and if, within 72 hours after such notice has been 

given, the responsible clinician furnishes to the managers a report certifying that in the opinion 
of that clinician the patient, if discharged, would be likely to act in a manner dangerous to other 

persons or to himself-

(a) any order for the discharge of the patient made by that relative in pursuance of the no
tice shall be of no effect; and 

(b) no further order for the discharge of the patient shall be made by that relative during 

the period of six months beginning with the date of the report. 

(lA) Subsection (1) above shall apply to an order for the discharge of a community patient 

as it applies to an order for the discharge of a patient who is liable to be detained in a hospital, but 

with the reference to the managers of the hospital being read as a reference to the managers of the 
responsible hospital. 

(2) In any case where a report under subsection (1) above is furnished in respect of a pa
tient who is liable to be detained in pursuance of an application for admission for treatment, or 
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in respect of a community patient, the managers shall cause the nearest relative of the patient 

to be informed. 

Functions of relatives of patients 

26 Definition of 'relative' and 'nearest relative' 
(1) In this Part of this Act 'relative' means any of the following persons: -

(a) husband or wife or civil partner; 

(b) son or daughter; 

(c) father or mother; 

(d) brother or sister; 

(e) grandparent; 

(f) grandchild; 

(g) uncle or aunt; 

(h) nephew or niece. 

(2) In deducing relationships for the purposes of this section, any relationship of the half-blood 

shall be treated as a relationship of the whole blood, and an illegitimate person shall be treated as 

the legitimate child of 

(a) his mother, and 

(b) if his father has parental responsibility for him within the meaning of section 3 of 

Children Act 1989, his father 

(3) In this Part of this Act, subject to the provisions of this section and to the following provi

sions of this Part of this Act, the 'nearest relative' means the person first described in subsection 

(1) above who is for the time being surviving, relatives of the whole blood being preferred to relatives 
of the same description of the half-blood and the elder or eldest of two or more relatives described in 

any paragraph of that subsection being preferred to the other or others of those relatives, regardless 

of sex. 

(4) Subject to the provisions of this section and to the following provisions of this Part of this 

Act, where the patient ordinarily resides with or is cared for by one or more of his relatives (or, if he 

is for the time being an in-patient in a hospital, he last ordinarily resided with or was cared for by 

one or more of his relatives) his nearest relative shall be determined -

(a) by giving preference to that relative or those relatives over the other or others; and 

(b) as between two or more such relatives, in accordance with subsection (3) above. 
(5) Where the person who, under subsection (3) or (4) above, would be the nearest relative of 

a patient -

(a) in the case of a patient ordinarily resident in the United Kingdom, the Channel Islands 
or the Isle of Man, is not so resident; or 

(b) is the husband or wife or civil partner of the patient, but is permanently separated from 

the patient, either by agreement or under an order of a court, or has deserted or has 

been deserted by the patient for a period which has not come to an end; or 

(c) is a person other than the husband, wife, civil partner, father or mother of the patient, 

and is for the time being under 18 years of age; 

the nearest relative of the patient shall be ascertained as if that person were dead. 

(6) In this section 'husband', 'wife' and 'civil partner' include a person who is living with the 
patient as the patient's husband or wife or as if they were civil partners, as the case may be (or, if 
the patient is for the time being an in-patient in a hospital, was so living until the patient was ad

mitted), and has been or had been so living for a period of not less than six months; but a person 

shall not be treated by virtue of this subsection as the nearest relative of a married patient or a pa

tient in a civil partnership unless the husband, wife or civil partner of the patient is disregarded by 
virtue of paragraph (b) of subsection (5) above. 

(7) A person, other than a relative, with whom the patient ordinarily resides (or, if the patient 
is for the time being an in-patient in a hospital, last ordinarily resided before he was admitted), and 
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with whom he has or had been ordinarily residing for a period of not less than five years, shall be 

treated for the purposes of this Part of this Act as if he were a relative but -

(a) shall be treated for the purposes of subsection (3) above as if mentioned last in subsec
tion (1) above; and 

(b) shall not be treated by virtue of this subsection as the nearest relative of a married 

patient or a patient in a civil partnership unless the husband, wife or civil partner of 
the patient is disregarded by virtue of paragraph (b) of subsection (S) above. 

27 Children and young persons in care 
Where -

(a) a patient who is a child or young person is in the care of a local authority by virtue of a 

care order within the meaning of the Children Act 1989; or 
(b) the rights and powers of a parent of a patient who is a child or young person are vested 

in a local authority by virtue of section 16 of the Social Work (Scotland) Act 1968, the 

authority shall be deemed to be the nearest relative of the patient in preference to any 

person except the patient's husband, wife or civil partner (if any). 

28 Nearest relative of minor under guardianship etc. 
(1) Where -

(a) a guardian has been appointed for a person who has not attained the age of eighteen 

years; or 

(b) a person is named in a child arrangements order (as defined by section 8 of the Children 

Act 1989) as a person with whom a person who has not attained the age of eighteen 

years is to live, 

the guardian (or guardians, where there is more than one) or the person so named (or the persons 

so named, where there is more than one) shall, to the exclusion of any other person, be deemed to 

be his nearest relative. 

(2) Subsection (S) of section 26 above shall apply in relation to a person who is, or who is 

one of the persons, deemed to be the nearest relative of a patient by virtue of this section as it 
applies in relation to a person who would be the nearest relative under subsection (3) of that 

section. 
(3) In this section 'guardian' includes a special guardian (within the meaning of the Children 

Act 1989), but does not include a guardian under this Part of this Act. 

29 Appointment by court of acting nearest relative 
(1) The county court may, upon application made in accordance with the provisions of this 

section in respect of a patient, by order direct that the functions of the nearest relative of the pa

tient under this Part of this Act and sections 66 and 69 below shall, during the continuance in force 

of the order, be exercisable by the person specified in the order. 

(lA) If the court decides to make an order on an application under subsection (1) above, the 

following rules have effect for the purposes of specifying a person in the order -

(a) if a person is nominated in the application to act as the patient's nearest relative and 
that person is, in the opinion of the court, a suitable person to act as such and is willing 

to do so, the court shall specify that person (or, if there are two or more such persons, 
such one of them as the court thinks fit); 

(b) otherwise, the court shall specify such person as is, in its opinion, a suitable person to 

act as the patient's nearest relative and is willing to do so. 

(2) An order under this section may be made on the application of
(za) the patient; 
(a) any relative of the patient; 
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(b) any other person with whom the patient is residing (or, if the patient is then an in-patient 

in a hospital, was last residing before he was admitted); or 

(c) an approved mental health professional. 

(3) An application for an order under this section may be made upon any of the following 

grounds, that is to say -

(a) that the patient has no nearest relative within the meaning of this Act, or that it is 

not reasonably practicable to ascertain whether he has such a relative, or who that 
relative is; 

(b) that the nearest relative of the patient is incapable of acting as such by reason of mental 

disorder or other illness; 

(c) that the nearest relative of the patient unreasonably objects to the making of an applica

tion for admission for treatment or a guardianship application in respect of the patient; 

(d) that the nearest relative of the patient has exercised without due regard to the welfare 

of the patient or the interests of the public his power to discharge the patient under this 

Part of this Act, or is likely to do so; or 

(e) that the nearest relative of the patient is otherwise not a suitable person to act as such. 

(4) If, immediately before the expiration of the period for which a patient is liable to be 

detained by virtue of an application for admission for assessment, an application under this sec

tion, which is an application made on the ground specified in subsection (3)(c) or (d) above, is 

pending in respect of the patient, that period shall be extended -

(a) in any case, until the application under this section has been finally disposed of; and 

(b) if an order is made in pursuance of the application under this section, for a further 

period of seven days; 
and for the purposes of this subsection an application under this section shall be deemed to have 

been finally disposed of at the expiration of the time allowed for appealing from the decision of the 

court or, if notice of appeal has been given within that time, when the appeal has been heard or 

withdrawn, and 'pending' shall be construed accordingly. 

(5) An order made on the ground specified in subsection (3) (a), (b) or (e) above may specify 

a period for which it is to continue in force unless previously discharged under section 30 below. 

(6) While an order made under this section is in force, the provisions of this Part of this Act 

(other than this section and section 30 below) and sections 66, 69, 132(4) and 133 below shall 

apply in relation to the patient as if for any reference to the nearest relative of the patient there were 

substituted a reference to the person having the functions of that relative and (without prejudice 
to section 30 below) shall so apply notwithstanding that the person who was the patient's nearest 

relative when the order was made is no longer his nearest relative; but this subsection shall not 

apply to section 66 below in the case mentioned in paragraph (h) of subsection (1) of that section. 

30 Discharge and variation of orders under s. 29 
(1) An order made under section 29 above in respect of a patient may be discharged by the 

county court upon application made -

(a) in any case, by the patient or the person having the functions of the nearest relative of 

the patient by virtue of the order; 

(b) where the order was made on the ground specified in paragraph (a), (b) or (e) of section 

29(3) above, or where the person who was the nearest relative of the patient when the 
order was made has ceased to be his nearest relatlive, on the application of the nearest 
relative of the patient. 

(lA) But, in the case of an order made on the ground specified in paragraph (e) of sec
tion 29(3) above, an application may not be made under subsection (l) (b) above by the person 

who was the nearest relative of the patient when the order was made except with leave of the 

county court. 
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(2) An order made under section 29 above in respect of a patient may be varied by the county 

court, on the application of the person having the functions of the nearest relative by virtue of the 

order or on the application of the patient or of an approved mental health professional, by substi
tuting another person for the person having those functions. 

(2A) If the court decides to vary an order on an application under subsection (2) above, the 

following rules have effect for the purposes of substituting another person -

(a) if a person is nominated in the application to act as the patient's nearest relative and 

that person is, in the opinion of the court, a suitable person to act as such and is willing 

to do so, the court shall specify that person (or, if there are two or more such persons, 

such one of them as the court thinks fit); 

(b) otherwise, the court shall specify such person as is, in its opinion, a suitable person to 

act as the patient's nearest relative and is willing to do so. 

(3) If the person having the functions of the nearest relative of a patient by virtue of an order 

under section 29 above dies -

(a) subsections (1) and (2) above shall apply as if for any reference to that person there 

were substituted a reference to any relative of the patient, and 

(b) until the order is discharged or varied under those provisions the functions of the near

est relative under this Part of this Act and sections 66 and 69 below shall not be exercis

able by any person. 

(4) An order made on the ground specified in paragraph (c) or (d) of section 29(3) above shall, 

unless previously discharged under subsection (1) above, cease to have effect as follows -

(a) if-

(i) on the date of the order the patient was liable to be detained or subject to guardian

ship by virtue of a relevant application, order or direction; or 

(ii) he becomes so liable or subject within the period of three months beginning with 

that date; or 

(iii) he was a community patient on the date of the order, 

it shall cease to have effect when he is discharged under section 23 above or 72 below or the rele

vant application, order or direction otherwise ceases to have effect (except as a result of his being 

transferred in pursuance of regulations under section 19 above); 

(b) otherwise, it shall cease to have effect at the end of the period of three months begin
ning with the date of the order. 

(4A) In subsection (4) above, reference to a relevant application, order or direction is to any 

of the following -

(a) an application for admission for treatment; 

(b) a guardianship application; 

(c) an order or direction under Part 3 of this Act (other than under section 35, 36 or 38). 

(4B) An order made on the ground specified in paragraph (a), (b) or (e) of section 29(3) above 

shall -

(a) if a period was specified under section 29(5) above, cease to have effect on expiry of 

that period, unless previously discharged under subsection (1) above; 
(b) if no such period was specified, remain in force until it is discharged under subsection 

(1) above. 

Supplemental 

33 Special provisions as to wards of court 
(1) An application for the admission to hospital of a minor who is a ward of court may be made 

under this Part of this Act with the leave of the court; and section 11(4) above shall not apply in 

relation to an application so made. 
(2) Where a minor who is a ward of court is liable to be detained in a hospital by virtue of an ap

plication for admission under this Part of this Act, or is a community patient any power exercisable 
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under this Part of this Act or under section 66 below in relation to the patient by his nearest relative 

shall be exercisable by or with the leave of the court. 

(3) Nothing in this Part of this Act shall be construed as authorising the making of a guard

ianship application in respect of a minor who is a ward of court, or the transfer into guardianship 

of any such minor. 

(4) Where a community treatment order has been made in respect of a minor who is a ward of 

court, the provisions of this Part of this Act relating to community treatment orders and commu

nity patients have effect in relation to the minor subject to any order which the court makes in the 

exercise of its wardship jurisdiction; but this does not apply as regards any period when the minor 
is recalled to hospital under section 17E above. 

34 Interpretation of Part II 
(1) In this Part of this Act -

'the appropriate practitioner' means -

(a) in the case of a patient who is subject to the guardianship of a person other than a local 

social services authority, the nominated medical attendant of the patient; and 

(b) in any other case, the responsible clinician; 

'the responsible clinician' means -
(a) in relation to a patient liable to be detained by virtue of an application for admission for 

assessment or an application for admission for treatment, or a community patient, the 

approved clinician with overall responsibility for the patient's case; 

(b) in relation to a patient subject to guardianship, the approved clinician authorised by the 

responsible local social services authority to act (either generally or in any particular 

case or for any particular purpose) as the responsible clinician . . .  

PART I I I  PATIENTS CONCERNED IN CRIMINAL 
PROCE EDINGS OR UNDER SENTENCE 

Remands to hospital 

35 Remand to hospital for report on accused's mental condition 
(1) Subject to the provisions of this section, the Crown Court or a magistrates court may re

mand an accused person to a hospital specified by the court for a report on his mental condition. 

(2) For the purposes of this section an accused person is -

(a) in relation to the Crown Court, any person who is awaiting trial before the court for an 

offence punishable with imprisonment or who has been arraigned before the court for 

such an offence and has not yet been sentenced or otherwise dealt with for the offence 

on which he has been arraigned; 
(b) in relation to a magistrates' court, any person who has been convicted by the court of an 

offence punishable on summary conviction with imprisonment and any person charged 

with such an offence if the court is satisfied that he did the act or made the omission 

charged or he has consented to the exercise by the court of the powers conferred by this 

section. 

(3) Subject to subsection ( 4) below, the powers conferred by this section may be exercised if
(a) the court is satisfied, on the written or oral evidence of a registered medical practi

tioner, that there is reason to suspect that the accused person is suffering from mental 

disorder; and 

(b) the court is of the opinion that it would be impracticable for a report on his mental con
dition to be made if he were remanded on bail; but those powers shall not be exercised 
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by the Crown Court in respect of a person who has been convicted before the court if the 

sentence for the offence of which he has been convicted is fixed by law. 
(4) The court shall not remand an accused person to a hospital under this section unless satis

fied, on the written or oral evidence of the approved clinician who would be responsible for making 

the report or of some other person representing the managers of the hospital, that arrangements 

have been made for his admission to that hospital and for his admission to it within the period of 

seven days beginning with the date of the remand; and if the court is so satisfied it may, pending his 

admission, give directions for his conveyance to and detention in a place of safety. 

(S) Where a court has remanded an accused person under this section it may further remand 

him if it appears to the court, on the written or oral evidence of the approved clinician responsible 

for making the report, that a further remand is necessary for completing the assessment of the 

accused person's mental condition. 

(6) The power of further remanding an accused person under this section may be exercised 
by the court without his being brought before the court if he is represented by counsel or a solicitor 

and his counsel or solicitor is given an opportunity of being heard. 
(7) An accused person shall not be remanded or further remanded under this section for more 

than 28 days at a time or for more than 12 weeks in all; and the court may at any time terminate the 

remand if it appears to the court that it is appropriate to do so. 

(8) An accused person remanded to hospital under this section shall be entitled to obtain at his 

own expense an independent report on his mental condition from a registered medical practitioner 

or approved clinician chosen by him and to apply to the court on the basis of it for his remand to be 

terminated under subsection (7) above. 

(9) Where an accused person is remanded under this section -

(a) a constable or any other person directed to do so by the court shall convey the accused 

person to the hospital specified by the court within the period mentioned in subsection 

(4) above; and 
(b) the managers of the hospital shall admit him within that period and thereafter detain 

him in accordance with the provisions of this section. 

(10) If an accused person absconds from a hospital to which he has been remanded under 

this section, or while being conveyed to or from that hospital, he may be arrested without war

rant by any constable and shall, after being arrested, be brought as soon as practicable before 

the court that remanded him; and the court may thereupon terminate the remand and deal 
with him in any way in which it could have dealt with him if he had not been remanded under 

this section. 

36 Remand of accused person to hospital for treatment 
(1) Subject to the provisions of this section, the Crown Court may, instead of remanding an 

accused person in custody, remand him to a hospital specified by the court if satisfied, on the writ

ten or oral evidence of two registered medical practitioners, that 

(a) he is suffering from mental disorder of a nature or degree which makes it appropriate 

for him to be detained in a hospital for medical treatment; and 
(b) appropriate medical treatment is available for him. 

(2) For the purposes of this section an accused person is any person who is in custody awaiting 

trial before the Crown Court for an offence punishable with imprisonment (other than an offence 

the sentence for which is fixed by law) or who at anytime before sentence is in custody in the course 
of a trial before that court for such an offence. 

(3) The court shall not remand an accused person under this section to a hospital unless it 
is satisfied, on the written or oral evidence of the approved clinician who would have overall re

sponsibility for his case or of some other person representing the managers of the hospital, that 
arrangements have been made for his admission to that hospital and for his admission to it within 
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the period of seven days beginning with the date of the remand; and if the court is so satisfied it 

may, pending his admission, give directions for his conveyance to and detention in a place of safety. 

(4) Where a court has remanded an accused person under this section it may further remand 

him if it appears to the court, on the written or oral evidence of the responsible clinician, that a 

further remand is warranted. 

(5) The power of further remanding an accused person under this section may be exercised by 

the court without his being brought before the court if he is represented by an authorised person 
who is given an opportunity of being heard. 

(6) An accused person shall not be remanded or further remanded under this section for more 

than 28 days at a time or for more than 12 weeks in all; and the court may at any time terminate the 

remand if it appears to the court that it is appropriate to do so. 

(7) An accused person remanded to hospital under this section shall be entitled to obtain at 

his own expense an independent report on his mental condition from a registered medical practi

tioner or approved clinician chosen by him and to apply to the court on the basis of it for his remand 

to be terminated under subsection (6) above. 

(8) Subsections (9) and (10) of section 35 above shall have effect in relation to a remand under 
this section as they have effect in relation to a remand under that section. 

Hospital and guardianship orders 

37 Powers of courts to order hospital admission or guardianship 
(1) Where a person is convicted before the Crown Court of an offence punishable with impris

onment other than an offence the sentence for which is fixed by law, or is convicted by a magistrates' 

court of an offence punishable on summary conviction with imprisonment, and the conditions 

mentioned in subsection (2) below are satisfied, the court may by order authorise his admission 

to and detention in such hospital as may be specified in the order or, as the case may be, place him 

under the guardianship of a local social services authority or of such other person approved by a 

local social services authority as may be so specified. 

(2) The conditions referred to in subsection (1) above are that -
(a) the court is satisfied, on the written or oral evidence of two registered medical practi

tioners, that the offender is suffering from mental disorder and that either -

(i) the mental disorder from which the offender is suffering is of a nature or degree 

which makes it appropriate for him to be detained in a hospital for medical treat

ment and appropriate medical treatment is available for him; or 

(ii) in the case of an offender who has attained the age of 16 years, the mental disorder 

is of a nature or degree which warrants his reception into guardianship under this 

Act; and 

(b) the court is of the opinion, having regard to all the circumstances including that nature 
of the offence and the character and antecedents of the offender, and to the other avail

able methods of dealing with him, that the most suitable method of disposing of the 

case is by means of an order under this section. 

(3) Where a person is charged before a magistrates' court with any act or omission as an 

offence and the court would have power, on convicting him of that offence, to make an order under 

subsection (1) above in his case, then, if the court is satisfied that the accused did the act or made 

the omission charged, the court may, if it thinks fit, make such an order without convicting him. 
(4) An order for the admission of an offender to a hospita� (in this Act referred to as 'a hospital 

order') shall not be made under this section unless the court is satisfied on the written or oral evi

dence of the approved clinician who would have overall responsibility for his case or of some other 
person representing the managers of the hospital that arrangements have been made for his admis

sion to that hospital, and for his admission to it within the period of 28 days beginning with the date 

of the making of such an order; and the court may, pending his admission within that period, give 

such directions as it thinks fit for his conveyance to and detention in a place of safety. 
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(S) If within the said period of 28 days it appears to the Secretary of State that by reason of 

an emergency or other special circumstances it is not practicable for the patient to be received into 

the hospital specified in the order, he may give directions for the admission of the patient to such 

other hospital as appears to be appropriate instead of the hospital so specified; and where such 

directions are given -

(a) the Secretary of State shall cause the person having the custody of the patient to be 

informed, and 
(b) the hospital order shall have effect as if the hospital specified in the directions were 

substituted for the hospital specified in the order. 

(6) An order placing an offender under the guardianship of a local social services authority or 

of any other person (in this Act referred to as 'a guardianship order') shall not be made under this 

section unless the court is satisfied that that authority or person is willing to receive the offender 

into guardianship. 

(8) Where an order is made under this section, the court shall not 

(a) pass sentence of imprisonment or impose a fine or make a community order (within the 

meaning of Part 12 of the Criminal Justice Act 2003) in respect of the offence; 
(b) if the order under this section is a hospital order, make a referral order (within the 

meaning of the Powers of Criminal Courts (Sentencing) Act 2000 in respect of the 

offence; or 

(c) make in respect of the offender a supervision order (within the meaning of that Act) or 

an order under section 150 of that Act (binding over of parent or guardian), 

but the court may make any other order which it has power to make apart from this section; and 

for the purposes of this subsection 'sentence of imprisonment' includes any sentence or order for 

detention. 

38 Interim hospital orders 
(1) Where a person is convicted before the Crown Court of an offence punishable with impris

onment (other than an offence the sentence for which is fixed by law) or is convicted by a magis

trates' court of an offence punishable on summary conviction with imprisonment and the court 

before or by which he is convicted is satisfied, on the written or oral evidence of two registered 

medical practitioners -

(a) that the offender is suffering from mental disorder; and 

(b) that there is reason to suppose that the mental disorder from which the offender is suf

fering is such that it may be appropriate for a hospital order to made in his case, the court 

may, before making a hospital order or dealing with him in some other way, make an order 

(in this Act referred to as 'an interim hospital order') authorising his admission to such 

hospital as may be specified in the order and his detention there in accordance with this 

section. 
(2) In the case of an offender who is subject to an interim hospital order the court may make a 

hospital order without his being brought before the court ifhe is represented an authorised person 

who is given an opportunity of being heard. 

(3) At least one of the registered medical practitioners whose evidence is taken into account 
under subsection (1) above shall be employed at the hospital which is to be specified in the order. 

(4) An interim hospital order shall not be made for the admission of an offender to a hospital 
unless the court is satisfied, on the written or oral evidence of the approved clinician who would 
have overall responsibility for his case or of some other person representing the managers of the 

hospital, that arrangements have been made for his admission to that hospital and for his admis

sion to it within the period of 28 days beginning with the date of the order; and if the court is so 

satisfied the court may, pending his admission, give directions for his conveyance to and detention 

in a place of safety. 
(S) An interim hospital order -
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(a) shall be in force for such period, not exceeding 12 weeks, as the court may specify when 

making the order; but 

(b) may be renewed for further periods of not more than 28 days at a time if it appears to the 

court, on the written or oral evidence of the responsible clinician, that the continuation 

of the order is warranted; 

but no such order shall continue in force for more than six months in all and the court shall ter

minate the order if it makes a hospital order in respect of the offender or decides after consider

ing the written or oral evidence of the responsible clinician to deal with the offender in some 

other way. 

(6) The power of renewing an interim hospital order may be exercised without the offender 
being brought before the court if he is represented by counsel or a solicitor and his counsel or so

licitor is given an opportunity of being heard. 

(7) If an offender absconds from a hospital in which he is detained in pursuance of an interim 

hospital order, or while being conveyed to or from such a hospital, he may be arrested without 

warrant by a constable and shall, after being arrested, be brought as soon as practicable before the 

court that made the order; and the court may thereupon terminate the order and deal with him in 

any way in which it could have dealt with him if no such order had been made. 

40 Effect of hospital orders, guardianship orders and interim 
hospital orders 

(1) A hospital order shall be sufficient authority-

(a) for a constable, an approved mental health professional or any other person directed to 

do so by the court to convey the patient to the hospital specified in the order within a 

period of 28 days; and 

(b) for the managers of the hospital to admit him at any time within that period and there

after detain him in accordance with the provisions of this Act. 

(2) A guardianship order shall conferon the authority or person named in the order as guardian 

the same powers as a guardianship application made and accepted under Part II  of this Act. 

(3) Where an interim hospital order is made in respect of an offender -

(a) a constable or any other person directed to do so by the court shall convey the offender 

to the hospital specified in the order within the period mentioned in section 38(4) 

above; and 

(b) the managers of the hospital shall admit him within that period and thereafter detain 

him in accordance with the provisions of section 38 above. 

(4) A patient who is admitted to a hospital in pursuance of a hospital order, or placed under 

guardianship by a guardianship order, shall, subject to the provisions of this subsection, be treated 

for the purposes of the provisions of this Act mentioned in Part I of Schedule 1 to this Act as ifhe had 
been so admitted or placed on the date of the order in pursuance of an application for admission for 

treatment or a guardianship application, as the case may be, duly made under Part II of this Act, but 

subject to any modifications of those provisions specified in that Part of that Schedule. 

(5) Where a patient is admitted to a hospital in pursuance of a hospital order, or placed under 
guardianship by a guardianship order, any previous application, hospital order or guardianship 

order by virtue of which he was liable to be detained in a hospital or subject to guardianship shall 

cease to have effect; but if the first-mentioned order, or the conviction on which it was made, is 

quashed on appeal, this subjection shall not apply and section 22 above shall have effect as if dur
ing any period for which the patient was liable to be detained or subject to guardianship under the 

order, he had been detained in custody as mentioned in that section. 
(6) Where -

(a) a patient admitted to a hospital in pursuance of a hospital order is absent without leave; 
(b) a warrant to arrest him has been issued under section 72 of the Criminal Justice Act 

1967; and 
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(3) The Crown Court shall have the same power to make orders under sections 35, 36 and 38 

above in the case of a person committed to the court under this section as the Crown Court has 

under those sections in the case of an accused person within the meaning of section 35 or 36 above 

or of a person convicted before that court as mentioned in section 38 above. 

(4) The powers of a magistrates' court under section 3 or 3B of the Powers of Criminal Courts 

(Sentencing) Act 2000 (which enable suc.h a court to commit an offender to the Crown Court 

where the court is of the opinion or it appears to the court, as mentioned in the section in question) 

shall also be exercisable by a magistrates' court where it is of that opinion (or it so appears to it) 

unless a hospital order is made in the offender's case with a restriction order. 

(5) The power of the Crown Court to make a hospital order, with or without a restriction 

order, in the case of a person convicted before that court of an offence may, in the same circum

stances and subject to the same conditions, be exercised by such a court in the case of a person 

committed to the court under section 5 of the Vagrancy Act 1824 (which provides for the commit

tal to the Crown Court of persons who are incorrigible rogues within the meaning of that section). 

44 Committal to hospital under s. 43 
(1) Where an offender is committed under section 43(1) above and the magistrates' court by 

which he is committed is satisfied on written or oral evidence that arrangements have been made 

for the admission of the offender to a hospital in the event of an order being made under this sec

tion, the court may, instead of committing him in custody, by order direct him to be admitted to 

that hospital, specifying it, and to be detained there until the case is disposed of by the Crown 

Court, and may give such directions as it thinks fit for his production from the hospital to attend 

the Crown Court by which his case is to be dealt with. 

(2) The evidence required by subsection (1) above shall be given by the approved clinician 

who would have overall responsibility for the offender's case or by some other person representing 

the managers of the hospital in question. 

(3) The power to give directions under section 37(4) above, section 37(5) above and section 

40(1) above shall apply in relation to an order under this section as they apply in relation to a 

hospital order, but as if references to the period of 28 days mentioned in section 40(1) above 

were omitted; and subject as aforesaid an order under this section shall, until the offender's 

case is disposed of by the Crown Court, have the same effect as a hospital order together with 

a restriction order. 

45 Appeals from magistrates' courts 
(1) Where on the trial of an information charging a person with an offence a magistrates' court 

makes a hospital order or guardianship order in respect of him without convicting him, he shall 

have the same right of appeal against the order as if it had been made on his conviction; and on any 

such appeal the Crown Court shall have the same powers as if the appeal had been against both 

conviction and sentence. 

(2) An appeal by a child or young person with respect to whom any such order has been made, 

whether the appeal is against the order or against the finding upon which the order was made, may 

be brought by him or by his parent or guardian on his behalf. 

Transfer to hospital of prisoners, etc. 

47 Removal to hospital of persons serving sentences of imprisonment, etc. 
(1) If in the case of a person serving a sentence of imprisonment the Secretary of State is satis

fied, by reports from at least two registered medical practitioners -

(a) that the said person is suffering from mental disorder; and 

(b) that the mental disorder from which that person is suffering is of a nature or degree which 
makes it appropriate for him to be detained in a hospital for medical treatment; and 

(c) that appropriate medical treatment is available for him; 
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the Secretary of State may, if he is of the opinion having regard to the public interest and all the 

circumstances that it is expedient so to do, by warrant direct that that person be removed to and 

detained in such hospital (not being a mental nursing home) as may be specified in the direction; 
and a direction under this section shall be known as 'a transfer direction'. 

(2) A transfer direction shall cease to have effect at the expiration of the period of 14 days 

beginning with the date on which it is given unless within that period the person with respect to 

whom it was given has been received into the hospital specified in the direction. 

(3) A transfer direction with respect to any person shall have the same effect as a hospital 

order made in his case. 

(5) References in this Part of this Act to a person serving a sentence of imprisonment include 

references -

(a) to a person detained in pursuance of any sentence or order for detention made by a 

court in criminal proceedings (other than an order made in consequence of a finding of 

insanity or unfitness to stand trial); 

(b) to a person committed to custody under section 115(3) of the Magistrates' Courts Act 

1980 (which relates to persons who fail to comply with an order to enter into recogni

sances to keep the peace or be of good behaviour); and 

(c) to a person committed by a court to a prison or other institution to which the Prison Act 

1952 applies in default of payment of any sum adjudged to be paid on his conviction. 

48 Removal to hospital of other prisoners 
(1) If in the case of a person to whom this section applies the Secretary of State is satisfied by 

the same reports as are required for the purposes of section 47 above that -

(a) that person is suffering from mental disorder of a nature or degree which makes it ap

propriate for him to be detained in a hospital for medical treatment; 

(b) he is in urgent need of such treatment; and 

(c) appropriate medical treatment is available for him; 

the Secretary of State shall have the same power of giving a transfer direction in respect of him 

under that section as if he were serving a sentence of imprisonment. 

(2) This section applies to the following persons, that is to say -

(a) persons detained in a prison or remand centre, not being persons serving a sentence of 

imprisonment or persons falling within the following paragraphs of this subsection; 
(b) persons remanded in custody by a magistrates' court; 

(c) civil prisoners, that is to say, persons committed by a court to prison for a limited term, 

who are not persons falling to be dealt with under section 4 7 above; 

(d) persons detained under the Immigration Act 1971 or under section 62 of the Nationality, 

Immigration and Asylum Act 2002 (detention by the Secretary of State) . 

(3) Subsections (2) and (3) of section 47 above shall apply for the purposes of this section and 
of any transfer direction given by virtue of this section as they apply for the purposes of that section 

and of any transfer direction under that section. 

49 Restriction on discharge of prisoners removed to hospital 
(1) Where a transfer direction is given in respect of any person, the Secretary of State, if he 

thinks fit, may by warrant further direct that that person shall be subject to the special restrictions 

set out in section 41 above; and where the Secretary of State gives a transfer direction in respect of 
any such person as is described in paragraph (a) or (b) of section 48(2) above, he shall also give a 

direction under this section applying those restrictions to him. 

(2) A direction under this section shall have the same effect as a restriction order made under 
section 41 above and shall be known as 'a restriction direction'. 

(3) While a person is subject to a restriction direction the responsible clinician shall at such 

intervals (not exceeding one year) as the Secretary of State may direct examine and report to the 
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Secretary of State on that person; and every report shall contain such particulars as the Secretary 
of State may require. 

50 Further provisions as to prisoners under sentence 
(1) Where a transfer direction and a restriction direction have been given in respect of a 

person serving a sentence of imprisonment and before his release date the Secretary of State is 

notified by the responsible clinician, any other approved clinician or the appropriate tribunal that 

that person no longer requires treatment in hospital for mental disorder or that no effective treat

ment for his disorder can be given in the hospital to which he has been removed, the Secretary of 

State may -

(a) by warrant direct that he be remitted to any prison or other institution in which he 

might have been detained if he had not been removed to hospital, there to be dealt with 

as ifhe had not been so removed; or 

(b) exercise any power of releasing him on licence or discharging him under supervision 

which would have been exercisable if he had been remitted to such a prison or institu

tion as aforesaid, 

and on his arrival in the prison or other institution or, as the case may be, his release or discharge as 

aforesaid, the transfer direction and the restriction direction shall cease to have effect. 

(2) A restriction direction in the case of a person serving a sentence of imprisonment shall 

cease to have effect, if it has not already done so, on his release date. 

(3) In this section, references to a person's release date are to the day (if any) on which he 

would be entitled to be released (whether unconditionally or on licence) from any prison or other 

institution in which he might have been detained if the transfer direction had not been given; and 

in determining that day there shall be disregarded -

(a) any powers that would be exercisable by the Parole Board if he were detained in such a 

prison or other institution; and 
(b) any practice of the Secretary of State in relation to the early release under discretionary 

powers of persons detained in such a prison or other institution. 
(4) For the purposes of section 49(2) of the Prison Act 1952 (which provides for discount

ing from the sentences of certain prisoners periods while they are unlawfully at large) a patient 

who, having been transferred in pursuance of a transfer direction from any such institution as is 

referred to in that section, is at large in circumstances in which he is liable to be taken into cus

tody under any provision of this Act, shall be treated as unlawfully at large and absent from that 

institution. 

51 Further provisions as to detained persons 
(1) This section has effect where a transfer direction has been given in respect of any such 

person as is described in paragraph (a) of section 48(2) above and that person is in this section re

ferred to as 'the detainee'. 

(2) The transfer direction shall cease to have effect when the detainee's case is disposed of by 
the court having jurisdiction to try or otherwise deal with him, but without prejudice to any power 

of that court to make a hospital order or other order under this Part of this Act in his case. 
(3) If the Secretary of State is notified by the responsible clinician, any other approved clin

ician or the appropriate tribunal at any time before the detainee's case is disposed of by that court 
(a) that the detainee no longer requires treatment in hospital for mental disorder; or 

(b) that no effective treatment for his disorder can be given at the hospital to which he has 
been removed, 

the Secretary of State may by warrant direct that he be remitted to any place where he might have 
been detained if he had not been removed to hospital, there to be dealt with as if he had not been so 
removed, and on his arrival at the place to which he is so remitted the transfer direction shall cease 

to have effect. 
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(4) If (no direction having been given under subsection (3) above) the court having jurisdic

tion to try or otherwise deal with the detainee is satisfied on the written or oral evidence of the 

responsible clinician -

(a) that the detainee no longer requires treatment in hospital for mental disorder; or 

(b) that no effective treatment for his disorder can be given at the hospital to which he has 

been removed, 

the court may order him to be remitted to any such place as is mentioned in subsection (3) above 

or, subject to section 25 of the Criminal Justice and Public Order Act 1994, released on bail and on 

his arrival at that place or, as the case may be, his release on bail the transfer direction shall cease 

to have effect. 

(5) If (no direction or order having been given or made under subsection (3) or (4) above) it 

appears to the court having jurisdiction to try or otherwise deal with the detainee -

(a) that it is impracticable or inappropriate to bring the detainee before the court; and 
(b) that the conditions set out in subsection (6) below are satisfied, 

the court may make a hospital order (with or without a restriction order) in his case in his absence 

and, in the case of a person awaiting trial, without convicting him. 

(6) A hospital order may be made in respect of a person under subsection (5) above if the 
court -

(a) is satisfied, on the written or oral evidence of at least two registered medical 

practitioners, that 

(i) the detainee is suffering from mental disorder of a nature or degree which makes 

it appropriate for the patient to be detained in a hospital for medical treatment; 

and 
(ii) appropriate medical treatment is available for him; and 

(b) is of the opinion, after considering any depositions or other documents required to be 

sent to the proper officer of the court, that it is proper to make such an order. 

(7) Where a person committed to the Crown Court to be dealt with under section 43 above 

is admitted to a hospital in pursuance of an order under section 44 above, subsections (5) and 

(6) above shall apply as if he were a person subject to a transfer direction. 

52 Further provisions as to persons remanded by magistrates' courts 
(1) This section has effect where a transfer direction has been given in respect of any such 

person as is described in paragraph (b) of section 48(2) above; and that person is in this section 

referred to as 'the accused'. 

(2) Subject to subsection (5) below, the transfer direction shall cease to have effect on the ex

piration of the period of remand unless the accused is sent in custody to the Crown Court for trial 

or to be otherwise dealt with. 

(3) Subject to subsection ( 4) below, the power of further remanding the accused under section 

128 of the Magistrates' Courts Act 1980 may be exercised by the court without his being brought 
before the court; and if the court further remands the accused in custody (whether or not he is 

brought before the court) the period of remand shall, for the purposes of this section, be deemed 

not to have expired. 

(4) The court shall not under subsection (3) above further remand the accused in his absence 
unless he has appeared before the court within the previous six months. 

(5) If the magistrates' court is satisfied, on the written ororal evidence of the responsible clinician
(a) that the accused no longer requires treatment in hospital for mental disorder; or 

(b) that no effective treatment for his disorder can be given in the hospital to which he has 
been removed, 

the court may direct that the transfer direction shall cease to have effect notwithstanding that the 
period of remand has not expired or that the accused is sent to the Crown Court as mentioned in 
subsection (2) above. 
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(6) If the accused is sent to the Crown Court as mentioned in subsection (2) above and the 

transfer direction has not ceased to have effect under subsection (5) above, section 51 above shall 
apply as if the transfer direction given in his case were a direction given in resp!'!ct of a person fall

ing within that section. 

(7) The magistrates' court may, in the absence of the accused, send him to the Crown Court for 

trial under section 51 or 51A of the Crime and Disorder Act 1998 if-

(a) the court is satisfied, on the written or oral evidence of the responsible clinician, that 

the accused is unfit to take part in the proceedings; and 

(b) the accused is represented by an authorised person. 

53 Further provisions as to civil prisoners and persons detained under 
the Immigration Act 1971 

(1) Subject to subsection (2) below, a transfer direction given in respect of any such person as 

is described in paragraph (c) or (d) of section 48(2) above shall cease to have effect on the expir

ation of the period during which he would, but for his removal to hospital, be liable to be detained 

in the place from which he was removed. 

(2) Where a transfer direction and a restriction direction have been given in respect of any 

such person as is mentioned in subsection (1) above, then, if the Secretary of State is notified by 

the responsible clinician, any approved clinician or the appropriate tribunal at any time before the 

expiration of the period there mentioned -

(a) that that person no longer requires treatment in hospital for mental disorder; or 

(b) that no effective treatment for his disorder can be given in the hospital to which he has 
been removed, 

the Secretary of State may be warrant direct that he be remitted to any place where he might have 

been detained ifhe had not been removed to hospital, and on his arrival at the place to which he is so 

remitted the transfer direction and the restriction direction shall cease to have effect. 

Supplemental 

54 Requirements as to medical evidence 
(1) The registered medical practitioner whose evidence is taken into account under section 

35(3)(a) above and at least one of the registered medical practitioners whose evidence is taken 

into account under sections 36(1), 37(2) (a), 38(1), 45A(2) and 51(6) (a) above and whose reports 

are taken into account under sections 47(1) and 48(1) above shall be a practitioner approved for 

the purposes of section 12 above by the Secretary of State or by another person by virtue of section 

12ZA or 12ZB above, as having special experience in the diagnosis or treatment of mental disorder. 

(2) For the purposes of any provision of this Part of this Act under which a court may act on 

the written evidence of any person, a report in writing purporting to be signed by that person may, 

subject to the provisions of this section, be received in evidence without proof of the following -

(a) the signature of the person; or 

(b) his having the requisite qualifications or approval or authority or being of the requisite 

description to give the report. 
(2A) But the court may require the signatory of any such report to be called to give oral 

evidence. 

(3) Where, in pursuance of a direction of the court, any such report is tendered in evidence 

otherwise than by or on behalf of the person who is the subject of the report, then -
(a) if that person is represented by an authorised person, a copy of the report shall be given 

to his counsel or solicitor; 
(b) if that person is not so represented, the substance of the report shall be disclosed to him 

or, where he is a child or young person, to his parent or guardian if present in court; and 
(c) except where the report relates only to arrangements for his admission to a hospital, 

that person may require the signatory of the report to be called to give oral evidence, 
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and evidence to rebut the evidence contained in the report may be called by or on behalf 

of that person. 

55 Interpretation of Part III 
(1) In this Part of this Act -

'child' and 'young person' have the same meaning as in the Children and Young Persons Act 1933; 
'civil prisoner' has the meaning given to it by section 48(2) (c) above; 

'guardian', in relation to a child or young person, has the same meaning as in the Children and 
Young Persons Act 1933; 

'place of safety', in relation to a person who is not a child or young person, means any police 

station, prison or remand centre, or any hospital the managers of which are willing temporarily 

to receive him, and in relation to a child or young person has the same meaning as in the Children 

and Young Persons Act 1933; 

'responsible clinician', in relation to a person liable to be detained in a hospital within the 

meaning of Part 2 of this Act, means the approved clinician with overall responsibility for the 

patient's case. 

PART IV CONSENT TO TREATMENT 

56 Patients to whom Part IV applies 
(1) Section 57 and, so far as relevant to that section, sections 59 to 62 below apply to any 

patient. 
(2) Subject to that and to subsection (5) below, this Part of this Act applies to a patient only if 

he falls within subsection (3) or (4) below. 

(3) A patient falls within this subsection if he is liable to be detained under this Act but not if

(a) he is so liable by virtue of an emergency application and the second medical recommen

dation referred to in section 4(4)(a) above has not been given and received; 

(b) he is so liable by virtue of section 5(2) or (4) or 35 above or section 135 or 136 below 

or by virtue of a direction for his detention in a place of safety under section 37(4) or 

45A(S) above; or 

(c) he has been conditionally discharged under section 42(2) above or section 73 or 74 

below and he is not recalled to hospital. 

(4) A patient falls within this subsection if-

(a) he is a community patient; and 

(b) he is recalled to hospital under section 17E above. 

(S) Section SSA and, so far as relevant to that section, sections 59 to 62 below also apply to 

any patient who -

(a) does not fall within subsection (3) above; 

(b) is not a community patient; and 

(c) has not attained the age of 18 years. 

57 Treatment requiring consent and a second opinion 
(1) This section applies to the following forms of medical treatment for mental disorder -

(a) any surgical operation for destroying brain tissue or for destroying the functioning of 
brain tissue; and 

(b) such other forms of treatment as may be specified for the purposes of this section by 
regulations made by the Secretary of State. 

(2) Subject to section 62 below, a patient shall not be given any form of treatment to which this 

section applies unless he has consented to it and -

(a) a registered medical practitioner appointed for the purposes of this Part of this Act 
by the regulatory authority (not being the responsible clinician (if there is one) or 

the person in charge of the treatment in question) and two other persons appointed 
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for the purposes of this paragraph by the regulatory authority (not being registered 

medical practitioners) have certified in writing that the patient is capable of under

standing the nature, purpose and likely effects of the treatment in question and has 

consented to it; and 

(b) the registered medical practitioner referred to in paragraph (a) above has certified in 

writing that it is appropriate for the treatment to be given. 

(3) Before giving a certificate under subsection (2) (b) above the registered medical practi

tioner concerned shall consult two other persons who have been professionally concerned with the 

patient's medical treatment, but of those persons -

(a) one shall be a nurse and the other shall be neither a nurse nor a registered medical 

practitioner; and 
(b) neither shall be the responsible clinician (if there is one) or the person in charge of the 

treatment in question. 
( 4) Before making any regulations for the purpose of this section the Secretary of State shall 

consult such bodies as appear to him to be concerned. 

58 Treatment requiring consent or a second opinion 
(1) This section applies to the following forms of medical treatment for mental disorder -

(a) such forms of treatment as may be specified for the purposes of this section by regula

tions made by the Secretary of State; 

(b) the administration of medicine to a patient by any means (not being a form of treatment 
specified under paragraph (a) above or section 57 above or section 58A(l) (b) below) at 

any time during a period for which he is liable to be detained as a patient to whom this 

Part of this Act applies if three months or more have elapsed since the first occasion 

in that period when medicine was administered to him by any means for his mental 

disorder. 

(2) The Secretary of State may by order vary the length of the period mentioned in subsection 

(l) (b) above. 

(3) Subject to section 62 below, a patient shall not be given any form of treatment to which this 

section applies unless -

(a) he has consented to that treatment and either the approved clinician in charge of it or a 
registered medical practitioner appointed for the purposes of this Part of this Act by the 

regulatory authority has certified in writing that the patient is capable of understand

ing its nature, purpose and likely effects and has consented to it; or 

(b) a registered medical practitioner appointed as aforesaid (not being the responsible 

clinician or the approved clinician in charge of the treatment in question) has certi

fied in writing that the patient is not capable of understanding the nature, purpose and 

likely effects of that treatment or being so capable has not consented to it but that it is 

appropriate for the treatment to be given. 

(4) Before giving a certificate under subsection (3) (b) above the registered medical practi

tioner concerned shall consult two other persons who have been professionally concerned with the 
patient's medical treatment, but of those persons -

(a) one shall be a nurse and the other shall be neither a nurse nor a registered medical 

practitioner; and 

(b) neither shall be the responsible clinician (if there is one) or the person in charge of the 
treatment in question. 

(5) Before making any regulations for the purposes of this section the Secretary of State shall 

consult such bodies as appear to him to be concerned. 

SSA Electro-convulsive therapy, etc. 
(1) This section applies to the following forms of medical treatment for mental disorder -

(a) electro-convulsive therapy; and 
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(b) such other forms of treatment as may be specified for the purposes of this section by 

regulations made by the appropriate national authority. 

(2) Subject to section 62 below, a patient shall not be given any form of treatment to which this 

section applies unless he falls within subsection (3), (4) or (5) below. 

(3) A patient falls within this subsection if

(a) he has attained the age of 18 years; 

(b) he has consented to the treatment in question; and 

(c) either the approved clinician in charge of it or a registered medical practitioner 

appointed as mentioned in section 58(3) above has certified in writing that the patient 

is capable of understanding the nature, purpose and likely effects of the treatment and 

has consented to it. 

(4) A patient falls within this subsection if-

(a) he has not attained the age of 18 years; but 

(b) he has consented to the treatment in question; and 

(c) a registered medical practitioner appointed as aforesaid (not being the approved clin
ician in charge of the treatment) has certified in writing -

(i) that the patient is capable of understanding the nature, purpose and likely effects 
of the treatment and has consented to it; and 

(ii) that it is appropriate for the treatment to be given. 

(5) A patient falls within this subsection if a registered medical practitioner appointed as 

aforesaid (not being the responsible clinician, if there is one, or the approved clinician in charge of 

the treatment in question) has certified in writing-

(a) that the patient is not capable of understanding the nature, purpose and likely effects of 

the treatment; but 

(b) that it is appropriate for the treatment to be given; and 

(c) that giving him the treatment would not conflict with -
(i) an advance decision which the registered medical practitioner concerned is satis

fied is valid and applicable; or 

(ii) a decision made by a do nee or deputy or by the Court of Protection. 

(6) Before giving a certificate under subsection (5) above the registered medical practitioner 

concerned shall consult two other persons who have been professionally concerned with the 

patient's medical treatment but, of those persons -

(a) one shall be a nurse and the other shall be neither a nurse nor a registered medical 
practitioner; and 

(b) neither shall be the responsible clinician (if there is one) or the approved clinician in 

charge of the treatment in question. 

(7) This section shall not by itself confer sufficient authority for a patient who falls within sec

tion 56(5) above to be given a form of treatment to which this section applies if he is not capable 

of understanding the nature, purpose and likely effects of the treatment (and cannot therefore 

consent to it) . 

(8) Before making any regulations for the purposes of this section, the appropriate national 

authority shall consult such bodies as appear to it to be concerned. 

(9) In this section -
(a) a reference to an advance decision is to an advance decision (within the meaning of the 

Mental Capacity Act 2005) made by the patient; 

(b) 'valid and applicable', in relation to such a decision, means valid and applicable to the 

treatment in question in accordance with section 25 of that Act; 
(c) a reference to a do nee is to a donee of a lasting power of attorney (within the meaning of 

section 9 of that Act) created by the patient, where the donee is acting within the scope 

of his authority and in accordance with that Act; and 
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(d) a reference to a deputy is to a deputy appointed for the patient by the Court of Protection 

under section I6 of that Act, where the deputy is acting within the scope of his authority 

and in accordance with that Act. 

(10) In this section, 'the appropriate national authority' means -

(a) in a case where the treatment in question would, if given, be given in England, the 

Secretary of State; 

(b) in a case where the treatment in question would, if given, be given in Wales, the Welsh 

Ministers. 

59 Plans of treatment 
Any consent or certificate under section S7, SS or SSA above may relate to a plan of treatment under 

which the patient is to be given (whether within a specified period or otherwise) one or more of the 

forms of treatment to which that section applies. 

60 Withdrawal of consent 
(I) Where the consent of a patient to any treatment has been given for the purposes of section 

S7, SS or SSA above, the patient may, subject to section 62 below, at any time before the completion 

of the treatment withdraw his consent, and those sections shall then apply as if the remainder of 

the treatment were a separate form of treatment. 

(IA) Subsection (lB) below applies where -

(a) the consent of a patient to any treatment has been given for the purposes of section S7, 

SS or SSA above; but 

(b) before the completion of the treatment, the patient ceases to be capable of understand

ing its nature, purpose and likely effects. 
(IB) The patient shall, subject to section 62 below, be treated as having withdrawn his con

sent, and those sections shall then apply as if the remainder of the treatment were a separate form 

of treatment. 

(IC) Subsection (lD) below applies where -

(a) a certificate has been given under section SS or SSA above that a patient is not capable 

of understanding the nature, purpose and likely effects of the treatment to which the 

certificate applies; but 

(b) before the completion of the treatment, the patient becomes capable of understanding 

its nature, purpose and likely effects. 
(ID) The certificate shall, subject to section 62 below, cease to apply to the treatment and those 

sections shall then apply as if the remainder of the treatment were a separate form of treatment. 
(2) Without prejudice to the application of subsections (I) to (ID) above to any treatment 

given under the plan of treatment to which a patient has consented, a patient who has consented to 
such a plan may, subject to section 62 below, at any time withdraw his consent to further treatment, 

or to further treatment of any description, under the plan. 

61 Review of treatment 
(1) Where a patient is given treatment in accordance with section S7(2), SS(3) (b) or SSA(4) 

or (S) above or by virtue of section 62A below in accordance with a Part 4A certificate (within the 
meaning of that section) that falls within section 64C(4) below, a report on the treatment and the 
patient's condition shall be given by the approved clinician in charge of the treatment to the regu

latory authority -

(a) on the next occasion on which the responsible clinician furnishes a report in respect of 

the patient under section 20(3), 20A(4) or 21B(2) above in respect of the patient; and 

(b) at any other time if so required by the regulatory authority. 
(2) In relation to a patient who is subject to a restriction order, limitation direction or re

striction direction subsection (I) above shall have effect as if paragraph (a) required the report to 
be made -

(a) in the case of treatment in the period of six months beginning with the date of the order 
or direction, at the end of that period; 
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(b) in the case of treatment at any subsequent time, on the next occasion on which the 

responsible clinician makes a report in respect of the patient under section 41(6) or 
49(3) above. 

(3) The regulatory authority may at any time give notice directing that, subject to section 62 

below, a certificate given in respect of a patient under section S7(2), SS(3) (b) or SSA(4) or (S) above 

shall not apply to treatment given to him (whether in England or Wales) after a date specified in the 

notice and sections S7, SS and SSA above shall then apply to any such treatment as if that certificate 

had not been given. 
(3A) The notice under subsection (3) above shall be given to the approved clinician in charge 

of the treatment. 

62 Urgent treatment 
(1) Sections S7 and SS above shall not apply to any treatment 

(a) which is immediately necessary to save the patient's life; or 

(b) which (not being irreversible) is immediately necessary to prevent a serious deterior

ation of his condition; or 

(c) which (not being irreversible or hazardous) is immediately necessary to alleviate ser

ious suffering by the patient; or 

(d) which (not being irreversible or hazardous) is immediately necessary and represents 

the minimum interference necessary to prevent the patient from behaving violently or 

being a danger to himself or to others. 

(lA) Section SSA above, in so far as it relates to electro-convulsive therapy by virtue of sub
section (l)(a) of that section, shall not apply to any treatment which falls within paragraph (a) or 

(b) of subsection (1) above. 

(lB) Section SSA above, in so far as it relates to a form of treatment specified by virtue of 
subsection (1) (b) of that section, shall not apply to any treatment which falls within such of para

graphs (a) to (d) of subsection (1) above as may be specified in regulations under that section. 

(lC) For the purposes of subsection (lB) above, the regulations -

(a) may make different provision for different cases (and may, in particular, make different 

provision for different forms of treatment); 
(b) may make provision which applies subject to specified exceptions; and 

(c) may include transitional, consequential, incidental or supplemental provision. 

(2) Sections 60 and 61(3) above shall not preclude the continuation of any treatment or of 

treatment under any plan pending compliance with section S7, SS or SBA above if the approved 

clinician in charge of the treatment considers that the discontinuance of the treatment or of treat

ment under the plan would cause serious suffering to the patient. 

(3) For the purposes of this section treatment is irreversible if it has unfavourable irreversible 
physical or psychological consequences and hazardous if it entails significant physical hazard. 

62A Treatment on recall of community patient or revocation of order 
(1) This section applies where -

(a) a community patient is recalled to hospital under section 17E above; or 

(b) a patient is liable to be detained under this Act following the revocation of a community 

treatment order under section l 7F above in respect of him. 
(2) For the purposes of section SS(l)(b) above, the patient is to be treated as if he had remained 

liable to be detained since the making of the community treatment order. 
(3) But section SB above does not apply to treatment given to the patient if-

(a) the certificate requirement is met for the purposes of section 64C or 64E below; or 
(b) as a result of section 64B(4) or 64E(4) below, the certificate requirement would not 

apply (were the patient a community patient not recalled to hospital under section 17E 
above) . 
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(4) Section SSA above does not apply to treatment given to the patient if there is authority 

to give the treatment, and the certificate requirement is met, for the purposes of section 64C or 

64E below. 

(S) In a case where this section applies and the Part 4A certificate falls within section 64C(4) 

below, the certificate requirement is met only in so far as -
(a) the Part 4A certificate expressly provides that it is appropriate for one or more specified 

forms of treatment to be given to the patient in that case (subject to such conditions as 

may be specified); or 

(b) a notice having been given under subsection (S) of section 64H below, treatment is 

authorised by virtue of subsection (8) of that section. 

(6) Subsection (S)(a) above shall not preclude the continuation of any treatment, or of treat

ment under any plan, pending compliance with section S8 or S8A above or 64B or 64E below if the 

approved clinician in charge of the treatment considers that the discontinuance of the treatment, 

or of the treatment under the plan, would cause serious suffering to the patient. 

(6A) In a case where this section applies and the certificate requirement is no longer met 

for the purposes of section 64C(4A) below, the continuation of any treatment, or of treatment 
under any plan, pending compliance with section S8 or S8A above or 64B or 64E below shall 

not be precluded if the approved clinician in charge of the treatment considers that the discon

tinuance of the treatment, or of treatment under the plan, would cause serious suffering to the 

patient. 

(7) In a case where subsection (l) (b) above applies, subsection (3) above only applies pending 

compliance with section S8 above. 

(S) In subsection (S) above -

'Part 4A certificate' has the meaning given in section 64H below; and 

'specified', in relation to a Part 4A certificate, means specified in the certificate. 

63 Treatment not requiring consent 
The consent of a patient shall not be required for any medical treatment given to him for the mental 

disorder from which he is suffering, not being a form of treatment to which section S7, SS or SSA 
above applies, if the treatment is given by or under the direction of the approved clinician in charge 

of the treatment. 

64 Supplementary provisions for Part IV 
(1) In this Part of this Act 'the responsible clinician' means the approved clinician with 

overall responsibility for the case of the patient in question and 'hospital' includes a registered 

establishment. 

(lA) References in this Part of this Act to the approved clinician in charge of a patient's treat

ment shall, where the treatment in question is a form of treatment to which section S7 above 

applies, be construed as references to the person in charge of the treatment. 

(lB) References in this Part of this Act to the approved clinician in charge of a patient's treat

ment shall, where the treatment in question is a form of treatment to which section SSA above 

applies and the patient falls within section S6(S) above, be construed as references to the person 
in charge of the treatment. 

(lC) Regulations made by virtue of section 32(2) (d) above apply for the purposes of this Part 

as they apply for the purposes of Part 2 of this Act. 

(2) Any certificate for the purposes of this Part of this Act shall be in such form as may be pre
scribed by regulations made by the Secretary of State. 

(3) For the purposes of this Part of this Act, it is appropriate for treatment to be given to a pa
tient if the treatment is appropriate in his case, taking into account the nature and degree of the 

mental disorder from which he is suffering and all other circumstances of his case. 
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PART IVA TREATMENT OF COMMUNITY PATIENTS 

NOT RECALLED TO HOSPITAL 

64A Meaning of 'relevant treatment' 
In this Part of this Act 'relevant treatment', in relation to a patient, means medical treatment which 

(a) is for the mental disorder from which the patient is suffering; and 

(b) is not a form of treatment to which section S7 above applies .  

64B Adult community patients 
(1) This section applies to the giving of relevant treatment to a community patient who -

(a) is not recalled to hospital under section 17E above; and 

(b) has attained the age of 16 years. 

(2) The treatment may not be given to the patient unless -
(a) there is authority to give it to him; and 

(b) if it is section SS type treatment or section SSA type treatment, the certificate require

ment is met. 

(3) But the certificate requirement does not apply if-

(a) giving the treatment to the patient is authorised in accordance with section 64G 

below; or 
(b) the treatment is immediately necessary and -

(i) the patient has capacity to consent to it and does consent to it; or 

(ii) a donee or deputy or the Court of Protection consents to the treatment on the 

patient's behalf. 
(4) Nor does the certificate requirement apply in so far as the administration of medicine to 

the patient at any time during the period of one month beginning with the day on which the com

munity treatment order is made is section SS type treatment. 

(S) The reference in subsection (4) above to the administration of medicine does not include 

any form of treatment specified under section SS(l) (a) above. 

64C Section 64B: supplemental 
(1) This section has effect for the purposes of section 64B above. 

(2) There is authority to give treatment to a patient if-

(a) he has capacity to consent to it and does consent to it; 

(b) a donee or deputy or the Court of Protection consents to it on his behalf; or 

(c) giving it to him is authorised in accordance with section 64D or 64G below. 

(3) Relevant treatment is section SS type treatment or section SBA type treatment if, at the 

time when it is given to the patient, section SS or SSA above (respectively) would have applied 

to it, had the patient remained liable to be detained at that time (rather than being a community 

patient) . 

(4) The certificate requirement is met in respect of treatment to be given to a patient if-

(a) a registered medical practitioner appointed for the purposes of Part 4 of this Act (not 
being the responsible clinician or the person in charge of the treatment) has certified 
in writing that it is appropriate for the treatment to be given or for the treatment to be 

given subject to such conditions as may be specified in the certificate; and 
(b) if conditions are so specified, the conditions are satisfied. 

(4A) Where there is authority to give treatment by virtue of subsection (2) (a), the certificate 

requirement is also met in respect of the treatment if the approved clinician in charge of the treat

ment has certified in writing that the patient has capacity to consent to the treatment and has 
consented to it. 

(4B) But, if the patient has not attained the age of 18, subsection (4A) does not apply to section 
SBA type treatment. 
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(S) In a case where the treatment is section SB type treatment, treatment is immediately 

necessary if -

(a) it is immediately necessary to save the patient's life; or 

(b) it is immediately necessary to prevent a serious deterioration of the patient's condition 

and is not irreversible; or 

(c) it is immediately necessary to alleviate serious suffering by the patient and is not irre

versible or hazardous; or 
(d) it is immediately necessary, represents the minimum interference necessary to prevent 

the patient from behaving violently or being a danger to himself or others and is not ir

reversible or hazardous. 

(6) In a case where the treatment is section SBA type treatment by virtue of subsection (1) (a) 

of that section, treatment is immediately necessary if it falls within paragraph (a) or (b) of subsec

tion (S) above. 

(7) In a case where the treatment is section SBA type treatment by virtue of subsection (1) (b) 

of that section, treatment is immediately necessary if it falls within such of paragraphs (a) to (d) of 

subsection (S) above as may be specified in regulations under that section. 

(9) Subsection (3) of section 62 above applies for the purposes of this section as it applies for 
the purposes of that section. 

64D Adult community patients lacking capacity 
(1) A person is authorised to give relevant treatment to a patient as mentioned in section 

64C(2)(c) above if the conditions in subsections (2) to (6) below are met. 

(2) The first condition is that, before giving the treatment, the person takes reasonable steps 

to establish whether the patient lacks capacity to consent to the treatment. 

(3) The second condition is that, when giving the treatment, he reasonably believes that the 

patient lacks capacity to consent to it. 

(4) The third condition is that -
(a) he has no reason to believe that the patient objects to being given the treatment; or 

(b) he does have reason to believe that the patient so objects, but it is not necessary to use 

force against the patient in order to give the treatment. 

(S) The fourth condition is that -

(a) he is the person in charge of the treatment and an approved clinician; or 

(b) the treatment is given under the direction of that clinician. 

(6) The fifth condition is that giving the treatment does not conflict with 

(a) an advance decision which he is satisfied is valid and applicable; or 

(b) a decision made by a donee or deputy or the Court of Protection. 

(7) In this section -
(a) reference to an advance decision is to an advance decision (within the meaning of the 

Mental Capacity Act 200S) made by the patient; and 
(b) 'valid and applicable', in relation to such a decision, means valid and applicable to the 

treatment in question in accordance with section 25 of that Act. 

64E Child community patients 
(1) This section applies to the giving of relevant treatment to a community patient who -

(a) is not recalled to hospital under section 17E above; and 

(b) has not attained the age of 16 years. 
(2) The treatment may not be given to the patient unless -

(a) there is authority to give it to him; and 
(b) if it is section SB type treatment or section SBA type treatment, the certificate require

ment is met. 
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(a) giving the treatment to the patient is authorised in accordance with section 64G below; or 

(b) in a case where the patient is competent to consent to the treatment and does consent to 
it, the treatment is immediately necessary. 

(4) Nor does the certificate requirement apply in so far as the administration of medicine to 

the patient at any time during the period of one month beginning with the day on which the com
munity treatment order is made is section 58 type treatment. 

(5) The reference in subsection (4) above to the administration of medicine does not include 

any form of treatment specified under section 58(1)(a) above. 
(6) For the purposes of subsection (2) (a) above, there is authority to give treatment to a 

patient if-
(a) he is competent to consent to it and he does consent to it; or 

(b) giving it to him is authorised in accordance with section 64F or 64G below. 

(7) Subsections (3) to ( 4A) and (5) to (9) of section 64C above have effect for the purposes of 

this section as they have effect for the purposes of section 64B above; and for the purpose of this 

subsection, subsection (4A) of section 64C above has effect as if-

(a) the references to treatment were references only to section 58 type treatment, 

(b) the reference to subsection (2) (a) of section 64C were a reference to subsection (6) (a) of 

this section, and 

(c) the reference to capacity to consent were a reference to competence to consent. 

(8) Regulations made by virtue of section 32(2) (d) above apply for the purposes of this section 

as they apply for the purposes of Part 2 of this Act. 

64F Child community patients lacking competence 
(1) A person is authorised to give relevant treatment to a patient as mentioned in section 

64E(6)(b) above if the conditions in subsections (2) to (5) below are met. 

(2) The first condition is that, before giving the treatment, the person takes reasonable steps 

to establish whether the patient is competent to consent to the treatment. 

(3) The second condition is that, when giving the treatment, he reasonably believes that the 
patient is not competent to consent to it. 

(4) The third condition is that -

(a) he has no reason to believe that the patient objects to being given the treatment; or 
(b) he does have reason to believe that the patient so objects, but it is not necessary to use 

force against the patient in order to give the treatment. 

(5) The fourth condition is that -

(a) he is the person in charge of the treatment and an approved clinician; or 
(b) the treatment is given under the direction of that clinician. 

64FA Withdrawal of consent 
(1) Where the consent of a patient to any treatment has been given as mentioned in section 

64C(2) (a) above for the purposes of section 64B or 64E above, the patient may at any time before 

the completion of the treatment withdraw his consent, and those sections shall then apply as if the 
remainder of the treatment were a separate form of treatment. 

(2) Subsection (3) below applies where -
(a) the consent of a patient to any treatment has been given as mentioned in section 64C(2)(a) 

above for the purposes of section 64B or 64E above; but 

(b) before the completion of the treatment, the patient loses capacity or (as the case may 

be) competence to consent to the treatment. 

(3) The patient shall be treated as having withdrawn his consent and section 64B or (as the 
case may be) section 64E above shall then apply as if the remainder of the treatment were a sep
arate form of treatment. 
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(4) Without prejudice to the application of subsections (1) to (3) above to any treatment given 

under the plan of treatment to which a patient has consented, a patient who has consented to such 
a plan may at any time withdraw his consent to further treatment, or to further treatment of any 

description, under the plan. 

(S) This section shall not preclude the continuation of any treatment, or of treatment under 

any plan, pending compliance with section SS, SSA, 64B or 64E above if the approved clinician in 

charge of the treatment considers that the discontinuance of the treatment, or of treatment under 

the plan, would cause serious suffering to the patient. 

64G Emergency treatment for patients lacking capacity or competence 
(1) A person is also authorised to give relevant treatment to a patient as mentioned in section 

64C(2)(c) or 64E(6)(b) above if the conditions in subsections (2) to (4) below are met. 

(2) The first condition is that, when giving the treatment, the person reasonably believes 

that the patient lacks capacity to consent to it or, as the case may be, is not competent to 

consent to it. 

(3) The second condition is that the treatment is immediately necessary. 

(4) The third condition is that if it is necessary to use force against the patient in order to give 

the treatment -

(a) the treatment needs to be given in order to prevent harm to the patient; and 

(b) the use of such force is a proportionate response to the likelihood of the patient's suffer

ing harm, and to the seriousness of that harm. 

(S) Subject to subsections (6) to (S) below, treatment is immediately necessary if

(a) it is immediately necessary to save the patient's life; or 

(b) it is immediately necessary to prevent a serious deterioration of the patient's condition 

and is not irreversible; or 

(c) it is immediately necessary to alleviate serious suffering by the patient and is not irre

versible or hazardous; or 
(d) it is immediately necessary, represents the minimum interference necessary to prevent 

the patient from behaving violently or being a danger to himself or others and is not ir

reversible or hazardous. 

(6) Where the treatment is section SSA type treatment by virtue of subsection (l) (a) of that 

section, treatment is immediately necessary if it falls within paragraph (a) or (b) of subsection 

(S) above. 

(7) Where the treatment is section SSA type treatment by virtue of subsection (l) (b) of that 

section, treatment is immediately necessary if it falls within such of paragraphs (a) to (d) of sub

section (S) above as may be specified in regulations under section SSA above. 
(9) Subsection (3) of section 62 above applies for the purposes of this section as it applies for 

the purposes of that section. 

64H Certificates: supplementary provisions 
(1) A certificate under section 64B(2) (b) or 64E(2) (b) above (a 'Part 4A certificate') may relate 

to a plan of treatment under which the patient is to be given (whether within a specified period or 
otherwise) one or more forms of section SS type treatment or section SSA type treatment. 

(2) A Part 4A certificate shall be in such form as may be prescribed by regulations made by the 

appropriate national authority; and the regulations may make different provision for the different 

descriptions of Part 4A certificate. 

(3) Before giving a Part 4A certificate that falls within section 64C(4) above, the registered 
medical practitioner concerned shall consult two other persons who have been professionally con

cerned with the patient's medical treatment but, of those persons -
(a) at least one shall be a person who is not a registered medical practitioner; and 
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(b) neither shall be the patient's responsible clinician or the person in charge of the treat

ment in question. 

( 4) Where a patient is given treatment in accordance with a Part 4A certificate that falls within 

section 64C(4) above, a report on the treatment and the patient's condition shall be given by the 
person in charge of the treatment to the appropriate national authority if required by that authority. 

(S) The appropriate national authority may at any time give notice directing that a Part 4A cer

tificate that falls within section 64C(4) above shall not apply to treatment given to a patient after 

a date specified in the notice, and the relevant section shall then apply to any such treatment as if 
that certificate had not been given. 

(6) The relevant section is -

(a) if the patient is not recalled to hospital in accordance with section 17E above, section 

648 or 64E above; 

(b) if the patient is so recalled or is liable to be detained under this Act following revocation 

of the community treatment order under section 17F above -
(i) section SS above, in the case of section SS type treatment; 

(ii) section SSA above, in the case of section SSA type treatment; (subject to section 

62A(2) above). 

(7) The notice under subsection (S) above shall be given to the person in charge of the treat

ment in question. 

(S) Subsection (S) above shall not preclude the continuation of any treatment or of treatment 

under any plan pending compliance with the relevant section if the person in charge of the treat

ment considers that the discontinuance of the treatment or of treatment under the plan would 

cause serious suffering to the patient. 

64I Liability for negligence 
Nothing in section 64D, 64F or 64G above excludes a person's civil liability for loss or damage, or his 

criminal liability, resulting from his negligence in doing anything authorised to be done by that section. 

64J Factors to be considered in determining whether patient objects 
to treatment 

(1) In assessing for the purposes of this Part whether he has reason to believe that a patient 

objects to treatment, a person shall consider all the circumstances so far as they are reasonably as

certainable, including the patient's behaviour, wishes, feelings, views, beliefs and values. 

(2) But circumstances from the past shall be considered only so far as it is still appropriate to 
consider them. 

64K Interpretation of Part IVA 
(1) This Part of this Act is to be construed as follows. 

(2) References to a patient who lacks capacity are to a patient who lacks capacity within the 

meaning of the Mental Capacity Act 200S. 

(3) References to a patient who has capacity are to be read accordingly. 

(4) References to a donee are to a donee of a lasting power of attorney (within the meaning of 

section 9 of the Mental Capacity Act 200S) created by the patient, where the donee is acting within 

the scope of his authority and in accordance with that Act. 
(S) References to a deputy are to a deputy appointed for the patient by the Court of Protection 

under section 16 of the Mental Capacity Act 200S, where the deputy is acting within the scope of 
his authority and in accordance with that Act. 

(6) Reference to the responsible clinician shall be construed as a reference to the responsible 

clinician within the meaning of Part 2 of this Act. 

(7) References to a hospital include a registered establishment. 

(S) Section 64(3) above applies for the purposes of this Part of this Act as it applies for the 
purposes of Part 4 of this Act. 
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PART V M ENTAL HEALTH REVIEW TRIBUNALS 

Applications and references concerning Part II patients 

66 Applications to tribunals 
(1) Where -

(a) a patient is admitted to a hospital in pursuance of an application for admission for 

assessment; or 

(b) a patient is admitted to a hospital in pursuance of an application for admission for 

treatment; or 

(c) a patient is received into guardianship in pursuance of a guardianship application; or 

(ca) a community treatment order is made in respect of a patient; or 

(cb) a community treatment order is revoked under section 17F above in respect of a 
patient; or 

(e) a patient is transferred from guardianship to a hospital in pursuance of regulations 

made under section 19 above; or 
(f) a report is furnished under section 20 above in respect of a patient and the patient is 

not discharged under section 23 above; or 

(fza) a report is furnished under section 20A above in respect of a patient and the patient is 

not discharged under section 23 above; or 

(fa) a report is furnished under subsection (2) of section 21B above in respect of a patient 

and subsection (S) of the section applies (or subsections (S) and (6) (b) of that section 

apply) in the case of the report; or 

(faa) a report is furnished under subsection (2) of section 21B above in respect of a commu

nity patient and subsection (6A) of that section applies (or subsections (6A) and (6B) 
(b) of that section apply) in the case of the report; or 

(g) a report is furnished under section 25 above in respect of a patient who is detained in 

pursuance of an application for admission for treatment or a community patient; or 

(h) an order is made under section 29 above on the ground specified in paragraph (c) or 

(d) of subsection (3) of that section in respect of a patient who is or subsequently 

becomes liable to be detained or subject to guardianship under Part II of this Act or 

who is a community patient, 
an application may be made to the appropriate tribunal within the relevant period -

(i) by the patient (except in the cases mentioned in paragraphs (g) and (h) above); 

(ii) in the cases mentioned in paragraphs (g) and (h) above, by his nearest relative. 

(2) In subsection (1) above 'the relevant period' means -

(a) in the cases mentioned in paragraph (a) of that subsection, 14 days beginning with 

the day on which the patient is admitted as so mentioned; 

(b) in the case mentioned in paragraph (b) of that subsection, six months beginning with 

the day on which the patient is admitted as so mentioned; 

(c) in the case mentioned in paragraphs (c) of that subsection, six months beginning 

with the day on which the application is accepted; 
(ca) in the case mentioned in paragraph (ca) of that subsection, six months beginning 

with the day on which the community treatment order is made; 

(cb) in the case mentioned in paragraph (cb) of that subsection, six months beginning 

with the day on which the community treatment order is revoked; 
(d) in the case mentioned in paragraph (g) of that subsection, 28 days beginning with the 

day on which the applicant is informed that the report has been furnished; 
(e) in the case mentioned in paragraph (e) of that subsection, six months beginning with 

the day on which the patient is transferred; 
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(f) in the case mentioned in paragraph (f) or (fa) of that subsection, the period or periods 

for which authority for the patient's detention or guardianship is renewed by virtue of 

the report; 

(fza) in the cases mentioned in paragraphs (fza) and (faa) of that subsection, the period 

or periods for which the community treatment period is extended by virtue of the 

report; 

(g) in the case mentioned in paragraph (h) of that subsection, 12 months beginning with 

the date of the order, and in any subsequent period of 12 months during which the 

order continues in force. 

(2A) Nothing in subsection (l) (b) above entitles a community patient to make an application 

by virtue of that provision even if he is admitted to a hospital on being recalled there under section 

17E above. 

(3) Section 32 above shall apply for the purposes of this section as it applies for the purposes 

of Part II of this Act. 

(4) In this Act 'the appropriate tribunal' means the First-tier Tribunal or the Mental Health 
Review Tribunal for Wales. 

67 References to tribunals by Secretary of State concerning Part II patients 
(1) The Secretary of State may, if he thinks fit, at any time refer to the appropriate tribunal the 

case of any patient who is liable to be detained or subject to guardianship under Part II of this Act 

or of any community patient. 

(2) For the purpose of furnishing information for the purposes of a reference under sub

section (1) above any registered medical practitioner or approved clinician authorised by or on 

behalf of the patient may, at any reasonable time, visit the patient and examine him in private 

and require the production of and inspect any records relating to the detention or treatment of 

the patient in any hospital or to any aftercare services provided for the patient under section 117 
below. 

(3) Section 32 above shall apply for the purposes of this section as it applies for the purposes 

of Part II  of this Act. 

68 Duty of managers of hospitals to refer cases to tribunal 
(1) This section applies in respect of the following patients -

(a) a patient who is admitted to a hospital in pursuance of an application for admission for 

assessment; 

(b) a patient who is admitted to a hospital in pursuance of an application for admission for 
treatment; 

(c) a community patient; 

(d) a patient whose community treatment order is revoked under section 17F above; 

(e) a patient who is transferred from guardianship to a hospital in pursuance of regulations 

made under section 19 above. 

(2) On expiry of the period of six months beginning with the applicable day, the managers of 

the hospital shall refer the patient's case to the appropriate tribunal. 

(3) But they shall not do so if during that period -

(a) any right has been exercised by or in respect of the patient by virtue of any of para
graphs (b), (ca), (cb), (e), (g) and (h) of section 66(1) above; 

(b) a reference has been made in respect of the patient under section 67(1) above, not 
being a reference made while the patient is or was liable to be detained in pursuance of 

an application for admission for assessment; or 

(c) a reference has been made in respect of the patient under subsection (7) below. 
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(4) A person who applies to a tribunal but subsequently withdraws his application shall be 

treated for these purposes as not having exercised his right to apply, and if he withdraws his appli

cation on a date after expiry of the period mentioned in subsection (2) above, the managers shall 

refer the patient's case as soon as possible after that date. 

(S) In subsection (2) above, 'the applicable day' means -

(a) in the case of a patient who is admitted to a hospital in pursuance of an application for 

admission for assessment, the day on which the patient was so admitted; 

(b) in the case of a patient who is admitted to a hospital in pursuance of an application for 

admission for treatment -

(i) the day on which the patient was so admitted; or 

(ii) if, when he was so admitted, he was already liable to be detained in pursuance of 

an application for admission for assessment, the day on which he was originally 

admitted in pursuance of the application for admission for assessment; 
(c) in the case of a community patient or a patient whose community treatment order is 

revoked under section 17F above, the day mentioned in sub-paragraph (i) or (ii), as the 
case may be, of paragraph (b) above; 

(d) in the case of a patient who is transferred from guardianship to a hospital, the day on 

which he was so transferred. 

(6) The managers of the hospital shall also refer the patient's case to the appropriate tribunal 

if a period of more than three years (or, if the patient has not attained the age of 18 years, one year) 

has elapsed since his case was last considered by such a tribunal, whether on his own application or 

otherwise. 
(7) If, in the case of a community patient, the community treatment order is revoked under 

section l 7F above, the managers of the hospital shall also refer the patient's case to the appropriate 

tribunal as soon as possible after the order is revoked. 
(8) For the purposes of furnishing information for the purposes of a reference under this 

section, a registered medical practitioner or approved clinician authorised by or on behalf of the 

patient may at any reasonable time -

(a) visit and examine the patient in private; and 

(b) require the production of and inspect any records relating to the detention or treatment 

of the patient in any hospital or any after-care services provided for him under section 

117 below. 

(9) Reference in this section to the managers of the hospital -
(a) in relation to a community patient, is to the managers of the responsible hospital; 

(b) in relation to any other patient, is to the managers of the hospital in which he is liable to 

be detained. 

68A Power to reduce periods under section 68 
(1) The appropriate national authority may from time to time by order amend subsection 

(2) or (6) of section 68 above so as to substitute for a period mentioned there such shorter period 

as is specified in the order. 

Applications and references concerning Part III patients 

69 Applications to tribunals concerning patients subject to hospital 
and guardianship orders 

(1) Without prejudice to any provision of section 66(1) above as applied by section 40(4) 

above, an application to the appropriate tribunal may also be made -
(a) in respect of a patient liable to be detained in pursuance of a hospital order or a com

munity patient who was so liable before he became a community patient, by the nearest 

relative of the patient in any period in which an application may be made by the patient 
under any such provision as so applied; 
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(b) in respect of a patient placed under guardianship by a guardianship order -

(i) by the patient, within the period of six months beginning with the date of the 

order; 
(ii) by the nearest relative of the patient, within the period of 12 months beginning 

with the date of the order and in any subsequent period of 12 months. 

(2) Where a person detained in a hospital -

(a) is treated as subject to a hospital order, hospital direction or transfer direction by virtue 

of section 41(5) above or section 80B(2), 82(2) or 85(2) below; or 

(b) is subject to a direction having the same effect as a hospital order by virtue of section 
47(3) or 48(3) above, 

then, without prejudice to any provision of Part II of this Act as applied by section 40 above, that 

person may make an application to the appropriate tribunal in the period of six months beginning 

with the date of the order or direction mentioned in paragraph (a) above or, as the case may be, the 

date of the direction mentioned in paragraph (b) above. 

(3) The provisions of section 66 above as applied by section 40(4) above are subject to subsec

tion (4) below. 

( 4) If the initial detention period has not elapsed when the relevant application period begins, 

the right of a hospital order patient to make an application by virtue of paragraph (ca) or (cb) of 

section 66(1) above shall be exercisable only during whatever remains of the relevant application 
period after the initial detention period has elapsed. 

(5) In subsection (4) above -

(a) 'hospital order patient' means a patient who is subject to a hospital order, excluding a 

patient of a kind mentioned in paragraph (a) or (b) of subsection (2) above; 

(b) 'the initial detention period', in relation to a hospital order patient, means the period of 

six months beginning with the date of the hospital order; and 
(c) 'the relevant application period' means the relevant period mentioned in paragraph 

(ca) or (cb), as the case may be, of section 66(2) above. 

70 Applications to tribunals concerning restricted patients 
A patient who is a restricted patient within the meaning of section 79 below and is detained in a 

hospital may apply to the appropriate tribunal -

(a) in the period between the expiration of six months and the expiration of 12 months 

beginning with the date of the relevant hospital order, hospital direction or transfer 

direction; and 
(b) in any subsequent period of 12 months. 

71 References by Secretary of State concerning restricted patients 
(1) The Secretary of State may at any time refer the case of a restricted patient to the appro

priate tribunal. 

(2) The Secretary of State shall refer to the appropriate tribunal the case of any restricted pa

tient detained in a hospital whose case has not been considered by such a tribunal, whether on his 
own application or otherwise, within the last three years. 

(3) The Secretary of State may by order vary the length of the period mentioned in subsection 

(2) above. 

Discharge of patients 

72 Powers of tribunals 
(1) Where application is made to the appropriate tribunal by or in respect of a patient who is 

liable to be detained under this Act or is a community patient, the tribunal may in any case direct 

that the patient be discharged, and -
(a) the tribunal shall direct the discharge of a patient liable to be detained under section 2 

above if it is not satisfied -
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(i) that he is then suffering from mental disorder or from mental disorder of a nature 

or degree which warrants his detention in a hospital for assessment (or for assess

ment followed by medical treatment) for at least a limited period; or 

(ii) that his detention as aforesaid is justified in the interests of his own health or 

safety or with a view to the protection of other persons; 

(b) the tribunal shall direct the discharge of a patient liable to be detained otherwise than 

under section 2 above if it is not satisfied -
(i) that he is then suffering from mental disorder or from mental disorder of a nature 

or degree which makes it appropriate for him to be liable to be detained in a hos
pital for medical treatment; or 

(ii) that it is necessary for the health of safety of the patient or for the protection of 

other persons that he should receive such treatment; or 

(iia) that appropriate medical treatment is available for him; or 

(iii) in the case of an application by virtue of paragraph (g) of section 66(1) above, that 

the patient, if released, would be likely to act in a manner dangerous to other per

sons or to himself. 

(c) the tribunal shall direct the discharge of a community patient if it is not satisfied -
(i) that he is then suffering from mental disorder or mental disorder of a nature or 

degree which makes it appropriate for him to receive medical treatment; or 

(ii) that it is necessary for his health or safety or for the protection of other persons 

that he should receive such treatment; or 

(iii) that it is necessary that the responsible clinician should be able to exercise the 

power under section 17E(l) above to recall the patient to hospital; or 

(iv) that appropriate medical treatment is available for him; or 
(v) in the case of an application by virtue of paragraph (g) of section 66(1) above, that 

the patient, if discharged, would be likely to act in a manner dangerous to other 
persons or to himself. 

(lA) In determining whether the criterion in subsection (l) (c)(iii) above is met, the tribunal 

shall, in particular, consider, having regard to the patient's history of mental disorder and any 

other relevant factors, what risk there would be of a deterioration of the patient's condition if he 

were to continue not to be detained in a hospital (as a result, for example, of his refusing or neglect

ing to receive the medical treatment he requires for his mental disorder) .  
(3) A tribunal may under subsection (1) above direct the discharge of  a patient on  a future date 

specified in the direction; and where a tribunal does not direct the discharge of a patient under that 

subsection the tribunal may -

(a) with a view to facilitating his discharge on a future date, recommend that he be granted 

leave of absence or transferred to another hospital or into guardianship; and 
(b) further consider his case in the event of any such recommendation not being complied with. 

(3A) Subsection (1) above does not require a tribunal to direct the discharge of a patient just 

because it thinks it might be appropriate for the patient to be discharged (subject to the possibility 

of recall) under a community treatment order; and a tribunal -
(a) may recommend that the responsible clinician consider whether to make a community 

treatment order; and 
(b) may (but need not) further consider the patient's case if the responsible clinician does 

not make an order. 

(4) Where application is made to the appropriate tribunal by or in respect of a patient who 
is subject to guardianship under this Act, the tribunal may in any case direct that the patient be 

discharged, and shall so direct if it is satisfied -

(a) that he is not then suffering from mental disorder; or 
(b) that it is not necessary in the interests of the welfare of the patient, or for the protection 

of other persons, that the patient should remain under such guardianship. 
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(6) Subsections (1) to (4) above apply in relation to references to the appropriate tribunal as 

they apply in relation to applications made to such a tribunal by or in respect of a patient. 

(7) Subsection (1) above shall not apply in the case of a restricted patient except as provided 

in section 73 and 74 below. 

73 Power to discharge restricted patients 
(1) Where an application to the appropriate tribunal is made by a restricted patient who is sub

ject to a restriction order, or where the case of such a patient is referred to the appropriate tribunal, 

the tribunal shall direct the absolute discharge of the patient if-

(a) the tribunal is not satisfied as to the matters mentioned in paragraph (b)(i), (ii) or (iia) 

of section 72(1) above; and 

(b) the tribunal is satisfied that it is not appropriate for the patient to remain liable to be 
recalled to hospital for further treatment. 

(2) Where in the case of any such patient as is mentioned in subsection (1) above -

(a) paragraph (a) of that subsection applies; but 

(b) paragraph (b) of that subsection does not apply, the tribunal shall direct the conditional 

discharge of the patient. 

(3) Where a patient is absolutely discharged under this section he shall thereupon cease to be 

liable to be detained by virtue .of the relevant hospital order, and the restriction order shall cease 
to have effect accordingly. 

(4) Where a patient is conditionally discharged under this section -

(a) he may be recalled by the Secretary of State under subsection (3) of section 42 above as 
if he had been conditionally discharged under subsection (2) of that section; and 

(b) the patient shall comply with such conditions (if any) as may be imposed at the time of 

discharge by the tribunal or at any subsequent time by the Secretary of State. 

(5) The Secretary of State may from time to time vary any condition imposed (whether by the 

tribunal or by him) under subsection (4) above. 

(6) Where a restriction order in respect of a patient ceases to have effect after he has been 

conditionally discharged under his section the patient shall, unless previously recalled, be deemed 

to be absolutely discharged on the date when the order ceases to have effect and shall cease to be 

liable to be detained by virtue of the relevant hospital order. 
(7) A tribunal may defer a direction for the conditional discharge of a patient until such 

arrangements as appear to the tribunal to be necessary for that purpose have been made to its sat

isfaction; and where by virtue of any such deferment no direction has been given on an application 

or reference before the time when the patient's case comes before the tribunal on a subsequent 

application or reference, the previous application or reference shall be treated as one on which no 

direction under this section can be given. 

(8) This section is without prejudice to section 42 above. 

74 Restricted patients subject to restriction directions 
(1) Where an application to the appropriate tribunal is made by a restricted patient who is 

subject to a restriction direction, or where the case of such a patient is referred to the appropriate 

tribunal, the tribunal -

(a) shall notify the Secretary of State whether, in its opinion, the patient would, if subject to 

a limitation direction or a restriction order, be entitled to be absolutely or conditionally 
discharged under section 73 above; and 

(b) if the tribunal notifies him that the patient would be entitled to be conditionally dis

charged, may recommend that in the event of his not being discharged under his sec

tion he should continue to be detained in hospital. 
(2) If in the case of a patient not falling within subsection (4) below -

(a) the tribunal notifies the Secretary of State that the patient would be entitled to be abso
lutely or conditionally discharged; and 
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(b) within the period of 90 days beginning with the date of that notification the Secretary 

of State gives notice to the tribunal that the patient may be so discharged, 
the tribunal shall direct the absolute or, as the case may be, the conditional discharge of the 

patient. 

(3) Where a patient continues to be liable to be detained in a hospital at the end of the period 

referred to in subsection (2) (b) above because the Secretary of State has not given the notice there 

mentioned, the managers of the hospital shall, unless the tribunal has made a recommendation 

under subsection (l)(b) above, transfer the patient to a prison or other institution in which he 

might have been detained if he had not been removed to hospital, there to be dealt with as ifhe had 

not been so removed. 

(4) If, in the case of a patient who is subject to a transfer direction under section 48 above, the 

tribunal notify the Secretary of State that the patient would be entitled to be absolutely or condi

tionally discharged, the Secretary of State shall, unless the tribunal have made a recommendation 

under subsection (l)(b) above, by warrant direct that the patient be remitted to a prison or other 

institution in which he might have been detained if he had not been removed to hospital, there to 

be dealt with as if he had not been so removed. 

(S) Where a patient is transferred or remitted under subsection (3) or (4) above the relevant 
hospital direction and the limitation direction or, as the case may be, the relevant transfer dir

ection and the restriction direction shall cease to have effect on his arrival in the prison or other 
institution. 

(SA) Where the tribunal has made a recommendation under subsection (l)(b) above in the 

case of a patient who is subject to a restriction direction or a limitation direction -

(a) the fact that the restriction direction or limitation direction remains in force does not 

prevent the making of any application or reference to the Parole Board by or in respect 

of him or the exercise by him of any power to require the Secretary of State to refer his 

case to the Parole Board; and 
(b) if the Parole Board make a direction or recommendation by virtue of which the patient 

would become entitled to be released (whether unconditionally or on licence) from any 

prison or other institution in which he might have been detained if he had not been 

removed to hospital, the restriction direction or limitation direction shall cease to have 

effect at the time when he would become entitled to be so released. 

(6) Subsections (3) to (8) of section 73 above shall have effect in relation to this section as they 

have effect in relation to that section, taking references to the relevant hospital order and the re

striction order as references to the transfer direction and the restriction direction. 

(7) This section is without prejudice to sections SO to S3 above in their application to patients 
who are not discharged under this section. 

75 Applications and references concerning conditionally discharged 
restricted patients 

(1) Where a restricted patient has been conditionally discharged under section 42(2), 73 or 74 

above and is subsequently recalled to hospital -

(a) the Secretary of State shall, within one month of the day on which the patient returns 
or is returned to hospital, refer his case to the appropriate tribunal; and 

(b) section 70 above shall apply to the patient as if the relevant hospital order, hospital dir

ection or transfer direction had been made on that day. 
(2) Where a restricted patient has been conditionally discharged as aforesaid but has not been 

recalled to hospital he may apply to the appropriate tribunal -
(a) in the period between the expiration of 12 months and the expiration of two years be

ginning with the date on which he was conditionally discharged; and 

(b) in any subsequent period of two years. 
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(3) Sections 73 and 74 above shall not apply to an application under subsection (2) above but 

on any such application the tribunal may -

(a) vary any condition to which the patient is subject in connection with his discharge 
or impose any condition which might have been imposed in connection therewith; 

or 

(b) direct that the restriction order, limitation direction or restriction direction to which he 

is subject shall cease to have effect; 

and if the tribunal give a direction under paragraph (b) above the patient shall cease to be liable to 

be detained by virtue of the relevant hospital order, hospital direction or transfer direction. 

General 

76 Visiting and examination of patients 
(1) For the purpose of advising whether an application to the appropriate tribunal should be 

made by or in respect of a patient who is liable to be detained or subject to guardianship under Part 

II of this Act or a community patient or of furnishing information as to the condition of a patient 

for the purposes of such an application, any registered medical practitioner or approved clinician 

authorised by or on behalf of the patient or other person who is entitled to make or has made the 

application -

(a) may at any reasonable time visit the patient and examine him in private, and 

(b) may require the production of and inspect any records relating to the detention or treat

ment of the patient in any hospital or to any after-care services provided for the patient 
under section 117 below. 

(2) Section 32 above shall apply for the purposes of this section as it applies for the purposes 

of Part II of this Act. 

77 General provisions concerning tribunal applications 
(1) No application shall be made to the appropriate tribunal by or in respect of a patient except 

in such cases and at such times as are expressly provided by this Act. 

(3) Subject to subsection (4) below an application to a tribunal authorised to be made by or in 

respect of a patient under this Act shall be made by notice in writing addressed -

(a) in the case of a patient who is liable to be detained in a hospital, to the First-tier Tribunal 
where that hospital is in England and to the Mental Health Review Tribunal for Wales 

where that hospital is in Wales; 

(b) in the case of a community patient, to the First-tier Tribunal where the responsible hos

pital is in England and to the Mental Health Review Tribunal for Wales where that hos

pital is in Wales; 

(c) in the case of a patient subject to guardianship, to the First-tier Tribunal where the pa

tient resides in England and to the Mental Health Review Tribunal for Wales where the 

patient resides in Wales. 

79 Interpretation of Part V 
(1) In this Part of this Act 'restricted patient' means a patient who is subject to a restriction 

order, limitation direction or restriction direction and this Part of this Act shall, subject to the 

provisions of this section, have effect in relation to any person who -
(a) is treated by virtue of any enactment as subject to a hospital order and a restriction order; 

or 

(c) is treated as subject to a hospital order and a restriction order or to a hospital direction 

order and a limitation direction or to transfer direction and a restriction direction by 
virtue of any provision of Part 6 of this Act (except sections 80D(3), 82A(2) or 85A(2) 
below), 

as it has effect in relation to a restricted patient. 
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PART VIII  MIS CELLANEOUS FUNCTIONS OF L O CAL 
AUTHORITIE S AND THE SECRETARY OF STATE 

Approved mental health professionals 

114 Approval by local social services authority 
(1) A local social services authority may approve a person to act as an approved mental health 

professional for the purposes of this Act. 

(2) But a local social services authority may not approve a registered medical practitioner to 

act as an approved mental health professional. 

(3) Before approving a person under subsection (1) above, a local social services authority 

shall be satisfied that he has appropriate competence in dealing with persons who are suffering 

from mental disorder. 

115 Powers of entry and inspection 
(1) An approved mental health professional may at all reasonable times enter and inspect any 

premises (other than a hospital) in which a mentally disordered patient is living, if he has reason

able cause to believe that the patient is not under proper care. 

(2) The power under subsection (1) above shall be exercisable only after the professional has 

produced, if asked to do so, some duly authenticated document showing that he is an approved 
mental health professional. 

Visiting patients 

116 Welfare of certain hospital patients 
(1) Where a patient to whom this section applies is admitted to a hospital, independent hos

pital or care home in England and Wales (whether for treatment for mental disorder or for any 

other reason) then, without prejudice to their duties in relation to the patient apart from the provi

sions of this section, the authority shall arrange for visits to be made to him on behalf of the au

thority, and shall take such other steps in relation to the patient while in the hospital, independent 

hospital or care home as would be expected to be taken by his parents. 

(2) This section applies to -
(a) a child or young person -

(i) who is in the care of a local authority by virtue of a care order within the meaning 

of the Children Act 1989, or 

(ii) in respect of whom the rights and powers of a parent are vested in a local authority 

by virtue of section 16 of the Social Work (Scotland) Act 1968; 

(b) a person who is subject to the guardianship of a local social services authority under the 

provisions of this Act; or 

(c) a person the functions of whose nearest relative under this Act are for the time being 

transferred to a local social services authority. 

After-care 

117 After-care 
(1) This section applies to persons who are detained under section 3 above, or admitted to a 

hospital in pursuance of a hospital order made under section 37 above, or transferred to a hospital 

in pursuance of a hospital direction made under section 4SA above or a transfer direction made 
under section 47 or 48 above, and then cease to be detained and (whether or not immediately after 
so ceasing) leave hospital. 

(2) It shall be the duty of the clinical commissioning group or Local Health Board and of the 
local social services authority to provide or arrange for provision of, in co-operation with relevant 
voluntary agencies, after-care services for any person to whom this section applies until such time 
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as the clinical commissioning group or Local Health Board and the local social services authority 

are satisfied that the person concerned is no longer in need of such services; but they shall not be so 

satisfied in the case of a community patient while he remains such a patient. 

(2B) Section 32 above shall apply for the purposes of this section as it applies for the purposes 

of Part II  of this Act. 

(3) In this section 'the clinical commissioning group or Local Health Board' means the clinical 

commissioning group or Local Health Board, and 'the local social services authority' means the 

local social services authority 

(a) if, immediately before being detained, the person concerned was ordinarily resident in 

England, for the area in England in which he was ordinarily resident; 

(b) if, immediately before being detained, the person concerned was ordinarily resident in 

Wales, for the area in Wales in which he was ordinarily resident; or 

(c) in any other case, for the area in which the person concerned is resident or to which he 

is sent on discharge by the hospital in which he was detained. 

Functions of the Secretary of State 

118 Code of practice 
(1) The Secretary of State shall prepare, and from time to time revise, a code of practice -

(a) for the guidance of registered medical practitioners, approved clinicians, managers 

and staff of hospitals, independent hospitals and care homes and approved mental 

health professionals in relation to the admission of patients to hospitals and registered 

establishments under this Act and to guardianship and community patients under this 

Act; and 

(b) for the guidance of registered medical practitioners and members of other professions 

in relation to the medical treatment of patients suffering from mental disorder. 

(2) The code shall, in particular, specify forms of medical treatment in addition to any 

specified by regulations made for the purposes of section 57 above which in the opinion of 

the Secretary of State give rise to special concern and which should accordingly not be given 

by a registered medical practitioner unless the patient has consented to the treatment (or to a 

plan of treatment including that treatment) and a certificate in writing as to the matters men

tioned in subsection (2) (a) and(b) of that section has been given by another registered medical 

practitioner, being a practitioner appointed for the purposes of this section by the regulatory 

authority. 

(2A) The code shall include a statement of the principles which the Secretary of State thinks 

should inform decisions under this Act. 

(2B) In preparing the statement of principles the Secretary of State shall, in particular, ensure 

that each of the following matters is addressed -

(a) respect for patients' past and present wishes and feelings, 

(b) respect for diversity generally including, in particular, diversity of religion, culture and 

sexual orientation (within the meaning of section 35 of the Equality Act 2006), 

(c) minimising restrictions on liberty, 

(d) involvement of patients in planning, developing and delivering care and treatment ap-
propriate to them, 

(e) avoidance of unlawful discrimination, 
(f) effectiveness of treatment, 

(g) views of carers and other interested parties, 

(h) patient well-being and safety, and 
(i) public safety. 

(2C) The Secretary of State shall also have regard to the desirability of ensuring 
(a) the efficient use of resources, and 

(b) the equitable distribution of services. 
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(2D) In performing functions under this Act persons mentioned in subsection (l) (a) or 

(b) shall have regard to the code. 

(3) Before preparing the code or making any alteration in it the Secretary of State shall consult 

such bodies as appear to him to be concerned. 

119 Practitioners approved for Part IV and s. 118 
(2) A registered medical practitioner or other person appointed for the purposes of the provi

sions mentioned in subsection (1) above may, for the purpose of exercising his functions under 

those provisions or under Part 4A of this Act, at any reasonable time -

(a) visit and interview and, in the case of a registered medical practitioner, examine in private 

any patient detained in a hospital or registered establishment or any community patient in 

a hospital or establishment of any description or (if access is granted) other place; and 
(b) require the production of and inspect any records relating to the treatment of the 

patient there. 

(3) In this section, 'establishment of any description' shall be construed in accordance with 

section 4(8) of the Care Standards Act 2000. 

120 General protection of relevant patients 
(1) The regulatory authority must keep under review and, where appropriate, investigate the 

exercise of the powers and the discharge of the duties conferred or imposed by this Act so far as 

relating to the detention of patients or their reception into guardianship or to relevant patients. 

(2) Relevant patients are -

(a) patients liable to be detained under this Act, 

(b) community patients, and 

(c) patients subject to guardianship. 

(3) The regulatory authority must make arrangements for persons authorised by it to visit and 
interview relevant patients in private -

(a) in the case of relevant patients detained under this Act, in the place where they are 

detained, and 

(b) in the case of other relevant patients, in hospitals and regulated establishments and, if 

access is granted, other places. 

(4) The regulatory authority must also make arrangements for persons authorised by it to in

vestigate any complaint as to the exercise of the powers or the discharge of the duties conferred or 

imposed by this Act in respect of a patient who is or has been detained under this Act or who is or 

has been a relevant patient. 
(7) For the purposes of a review or investigation under subsection (1) or the exercise of func

tions under arrangements made under this section, a person authorised by the regulatory authority 

may at any reasonable time -

(a) visit and interview in private any patient in a hospital or regulated establishment, 

(b) if the authorised person is a registered medical practitioner or approved clinician, 

examine the patient in private there, and 

(c) require the production of and inspect any records relating to the detention or treatment 
of any person who is or has been detained under this Act or who is or has been a com
munity patient or a patient subject to guardianship. 

PART IX OFFENC E S  

127 Ill-treatment of patients 
(1) It shall be an offence for any person who is an officer on the staff of or otherwise employed 

in, or who is one of the managers of, a hospital, independent hospital or care home -
(a) to ill-treat or wilfully to neglect a patient for the time being receiving treatment for 

mental disorder as an in-patient in that hospital or home; or 
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(b) to ill-treat or wilfully to neglect, on the premises of which the hospital or home forms 

part, a patient for the time being receiving such treatment there as an outpatient. 

(2) It shall be an offence for any individual to ill-treat or wilfully to neglect a mentally disor

dered patient who is for the time being subject to his guardianship under this Act or otherwise in 

his custody or care (whether by virtue of any legal or moral obligation or otherwise) . 

(3) Any person guilty of an offence under this section shall be liable -

(a) on summary conviction, to imprisonment for a term not exceeding six months or to a 
fine not exceeding the statutory maximum, or to both; 

(b) on conviction on indictment, to imprisonment for a term not exceeding five years or to 

a fine of any amount, or to both. 

(4) No proceedings shall be instituted for an offence under this section except by or with the 

consent of the Director of Public Prosecutions. 

PART X MIS CELLANEOUS AND SUPPLEMENTARY 

Miscellaneous provisions 

130A Independent mental health advocates: England 
(1) A local social services authority whose area is in England shall make such arrangements as 

it considers reasonable to enable persons ('independent mental health advocates') to be available 

to help qualifying patients for whom the authority is responsible for the purposes of this section. 

(4) In making arrangements under this section, a local social services authority shall have 

regard to the principle that any help available to a patient under the arrangements should, so far 

as practicable, be provided by a person who is independent of any person who is professionally 

concerned with the patient's medical treatment. 

(5) For the purposes of subsection (4) above, a person is not to be regarded as professionally 

concerned with a patient's medical treatment merely because he is representing him in accordance 

with arrangements -

(a) under section 35 of the Mental Capacity Act 2005; or 

(b) of a description specified in regulations under this section. 

130B Arrangements under section 130A 
(1) The help available to a qualifying patient under arrangements under section 130A above 

shall include help in obtaining information about and understanding -

(a) the provisions of this Act by virtue of which he is a qualifying patient; 

(b) any conditions or restrictions to which he is subject by virtue of this Act; 

(c) what (if any) medical treatment is given to him or is proposed or discussed in his case; 
(d) why it is given, proposed or discussed; 

(e) the authority under which it is, or would be, given; and 

(f) the requirements of this Act which apply, or would apply, in connection with the giving 

of the treatment to him. 

(2) The help available under the arrangements to a qualifying patient shall also include -

(a) help in obtaining information about and understanding any rights which may be exer

cised under this Act by or in relation to him; and 
(b) help (by way of representation or otherwise) in exercising those rights. 

(3) For the purpose of providing help to a patient in accordance with the arrangements, an 
independent mental health advocate may -

(a) visit and interview the patient in private; 

(b) visit and interview any person who is professionally concerned with his medical treatment; 

(c) require the production of and inspect any records relating to his detention or treatment 

in any hospital or registered establishment or to any after-care services provided for 
him under section 117 above; 
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(d) require the production of and inspect any records of, or held by, a local social services 

authority which relate to him. 

(4) But an independent mental health advocate is not entitled to the production of, or to in

spect, records in reliance on subsection (3) (c) or (d) above unless -

(a) in a case where the patient has capacity or is competent to consent, he does consent; or 

(b) in any other case, the production or inspection would not conflict with a decision made 

by a donee or deputy or the Court of Protection and the person holding the records, 

having regard to such matters as may be prescribed in regulations under section 130A 

above, considers that -

(i) the records may be relevant to the help to be provided by the advocate; and 

(ii) the production or inspection is appropriate. 
(5) For the purpose of providing help to a patient in accordance with the arrangements, an 

independent mental health advocate shall comply with any reasonable request made to him by any 

of the following for him to visit and interview the patient -

(a) the person (if any) appearing to the advocate to be the patient's nearest relative; 
(b) the responsible clinician for the purposes of this Act; 

(c) an approved mental health professional. 

(6) But nothing in this Act prevents the patient from declining to be provided with help under 

the arrangements. 

(7) In subsection (4) above -

(a) the reference to a patient who has capacity is to be read in accordance with the Mental 

Capacity Act 2005; 

(b) the reference to a donee is to a donee of a lasting power of attorney (within the mean

ing of section 9 of that Act) created by the patient, where the donee is acting within the 

scope of his authority and in accordance with that Act; 
(c) the reference to a deputy is to a deputy appointed for the patient by the Court of 

Protection under section 16 of that Act, where the deputy is acting within the scope of 

his authority and in accordance with that Act. 

130C Section 130A: supplemental 
(1) This section applies for the purposes of section 130A above. 

(2) A patient is a qualifying patient ifhe is -

(a) liable to be detained under this Act (otherwise than by virtue of section 4 or 5(2) or 

(4) above or section 135 or 136 below) and the hospital or registered establishment in 
which he is liable to be detained is situated in England; 

(b) subject to guardianship under this Act and the area of the responsible local social ser
vices authority within the meaning of section 34(3) above is situated in England; 

(c) a community patient and the responsible hospital is situated in England. 

(3) A patient is also a qualifying patient if the patient is to be regarded as being in England for 

the purposes of this subsection and -

(a) not being a qualifying patient falling within subsection (2) above, he discusses with a 

registered medical practitioner or approved clinician the possibility of being given a 
form of treatment to which section 57 above applies; or 

(b) not having attained the age of 18 years and not being a qualifying patient falling within 
subsection (2) above, he discusses with a registered medical practitioner or approved 
clinician the possibility of being given a form of treatment to which section SSA above 
applies. 

( 4) Where a patient who is a qualifying patient falling within subsection (3) above is informed 
that the treatment concerned is proposed in his case, he remains a qualifying patient falling within 
that subsection until -

(a) the proposal is withdrawn; or 
(b) the treatment is completed or discontinued. 
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( 4A) A local social services authority is responsible for a qualifying patient if-

(a) in the case of a qualifying patient falling within subsection (2) (a) above, the hos

pital or registered establishment in which he is liable to be detained is situated in that 
authority's area; 

(b) in the case of a qualifying patient falling within subsection (2) (b) above, that au

thority is the responsible local social services authority within the meaning of section 

34(3) above; 

(c) in the case of a qualifying patient falling within subsection (2) (c), the responsible hos

pital is situated in that authority's area; 

(d) in the case of a qualifying patient falling within subsection (3) -

(i) in a case where the patient has capacity or is competent to do so, he nominates that 

authority as responsible for him for the purposes of section 130A above, or 

(ii) in any other case, a donee or deputy or the Court of Protection, or a person engaged 

in caring for the patient or interested in his welfare, nominates that authority on 

his behalf as responsible for him for the purposes of that section. 

(4B) In subsection (4A)(d) above -

(a) the reference to a patient who has capacity is to be read in accordance with the Mental 

Capacity Act 2005; 

(b) the reference to a donee is to a donee of a lasting power of attorney (within the mean

ing of section 9 of that Act) created by the patient, where the donee is acting within the 

scope of his authority and in accordance with that Act; 

(c) the reference to a deputy is to a deputy appointed for the patient by the Court of 

Protection under section 16 of that Act, where the deputy is acting within the scope of 

his authority and in accordance with that Act. 

130D Duty to give information about independent mental health advocates 
(1) The responsible person in relation to a qualifying patient (within the meaning given by 

section 130C above) shall take such steps as are practicable to ensure that the patient understands -

(a) that help is available to him from an independent mental health advocate; and 
(b) how he can obtain that help. 

(2) In subsection (1) above, 'the responsible person' means -

(a) in relation to a qualifying patient falling within section 130C(2) (a) above (other than 
one also falling within paragraph (b) below), the managers of the hospital or registered 

establishment in which he is liable to be detained; 

(b) in relation to a qualifying patient falling within section 130C(2)(a) above and condi

tionally discharged by virtue of section 42(2), 73 or 74 above, the responsible clinician; 

(c) in relation to a qualifying patient falling within section 130C(2)(b) above, the respon

sible local social services authority within the meaning of section 34(3) above; 

(d) in relation to a qualifying patient falling within section 130C(2) (c) above, the manag
ers of the responsible hospital; 

(e) in relation to a qualifying patient falling within section 130C(3) above, the registered 

medical practitioner or approved clinician with whom the patient first discusses the 

possibility of being given the treatment concerned. 
(3) The steps to be taken under subsection (1) above shall be taken -

(a) where the responsible person falls within subsection (2) (a) above, as soon as practic

able after the patient becomes liable to be detained; 

(b) where the responsible person falls within subsection (2) (b) above, as soon as practic
able after the conditional discharge; 

(c) where the responsible person falls within subsection (2) (c) above, as soon as practic
able after the patient becomes subject to guardianship; 

(d) where the responsible person falls within subsection (2) (d) above, as soon as practic
able after the patient becomes a community patient; 
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(e) where the responsible person falls within subsection (2) (e) above, while the discussion 

with the patient is taking place or as soon as practicable thereafter. 
(4) The steps to be taken under subsection (1) above shall include giving the requisite infor

mation both orally and in writing. 

(5) The responsible person in relation to a qualifying patient falling within section 130C(2) 

above (other than a patient liable to be detained by virtue of Part 3 of this Act) shall, except where 
the patient otherwise requests, take such steps as are practicable to furnish the person (if any) 

appearing to the responsible person to be the patient's nearest relative with a copy of any informa

tion given to the patient in writing under subsection (1) above. 

(6) The steps to be taken under subsection (5) above shall be taken when the information 
concerned is given to the patient or within a reasonable time thereafter. 

131 Informal admission of patients 
(1) Nothing in this Act shall be construed as preventing a patient who requires treatment for 

mental disorder from being admitted to any hospital or registered establishment in pursuance of 

arrangements made in that behalf and without any application, order or direction rendering him 

liable to be detained under this Act, or from remaining in any hospital or registered establishment 

in pursuance of such arrangements after he has ceased to be so liable to be detained. 

(2) Subsections (3) and (4) below apply in the case of a patient aged 16 or 17 years who 

has capacity to consent to the making of such arrangements as are mentioned in subsection (1) 

above. 

(3) If the patient consents to the making of the arrangements, they may be made, carried out 

and determined on the basis of that consent even though there are one or more persons who have 

parental responsibility for him. 

(4) If the patient does not consent to the making of the arrangements, they may not be made, 
carried out or determined on the basis of the consent of a person who has parental responsibility 
for him. 

(5) In this section -

(a) the reference to a patient who has capacity is to be read in accordance with the Mental 

Capacity Act 2005; and 

(b) 'parental responsibility' has the same meaning as in the Children Act 1989. 

131A Accommodation, etc. for children 
(1) This section applies in respect of any patient who has not attained the age of 18 years 

and who -

(a) is liable to be detained in a hospital under this Act; or 
(b) is admitted to, or remains in, a hospital in pursuance of such arrangements as are men

tioned in section 131(1) above. 

(2) The managers of the hospital shall ensure that the patient's environment in the hospital is 

suitable having regard to his age (subject to his needs). 

(3) For the purpose of deciding how to fulfil the duty under subsection (2) above, the man

agers shall consult a person who appears to them to have knowledge or experience of cases 
involving patients who have not attained the age of 18 years which makes him suitable to be 

consulted. 
(4) In this section, 'hospital' includes a registered establishment. 

132 Duty of managers of hospitals to give information to detained patients 
(1) The managers of a hospital or registered establishment in which a patient is detained under 

this Act shall take such steps as are practicable to ensure that the patient understands -
(a) under which of the provisions of this Act he is for the time being detained and the effect 

of that provision; and 
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(b) what rights of applying to a tribunal are available to him in respect of his detention under 

that provision; and those steps shall be taken as soon as practicable after the commence

ment of the patient's detention under the provision in question. 

(2) The managers of a hospital or registered establishment in which a patient is detained as 
aforesaid shall also take such steps as are practicable to ensure that the patient understands the 

effect, so far as relevant in his case, of sections 23, 25, 56 to 64, 66(1)(g), 118 and 120 above and 

section 134 below; and those steps shall be taken as soon as practicable after the commencement 

of the patient's detention in the hospital or registered establishment. 

(3) The steps to be taken under subsections (1) and (2) above shall include giving the requisite 

information both orally and in writing. 

(4) The managers of a hospital or registered establishment in which a patient is detained as 

aforesaid shall, except where the patient otherwise requests, take such steps as are practicable to 

furnish the person (if any) appearing to them to be his nearest relative with a copy of any infor

mation given to him in writing under subsections (1) and (2) above; and those steps shall be taken 

when the information is given to the patient or within a reasonable time thereafter. 

133 Duty of managers of hospitals to inform nearest relatives of discharge 
(1) Where a patient liable to be detained under this Act in a hospital or mental nursing home 

is to be discharged otherwise than by virtue of an order for discharge made by his nearest relative, 

the managers of the hospital or mental nursing home shall, subject to subsection (2) below, take 

such steps as are practicable to inform the person (if any) appearing to them to be the nearest rela

tive of the patient; and that information shall, if practicable, be given at least seven days before the 
date of discharge. 

(lA) The reference in subsection (1) above to a patient who is to be discharged includes a pa
tient who is to be discharged from hospital under section 17A above. 

(lB) Subsection (1) above shall also apply in a case where a community patient is discharged 

under section 23 or 72 above (otherwise than by virtue of an order for discharge made by his near

est relative), but with the reference in that subsection to the managers of the hospital or registered 

establishment being read as a reference to the managers of the responsible hospital. 

(2) Subsection (1) above shall not apply if the patient or his nearest relative has requested that 

information about the patient's discharge should not be given under this section. 

134 Correspondence of patients 
(1) A postal packet addressed to any person by a patient detained in a hospital under 

this Act and delivered by the patient for dispatch may be withheld from the postal operator 
concerned -

(a) if that person has requested that communications addressed to him by the patient 

should be withheld; or 

(b) subject to subsection (3) below, if the hospital is one at which high security psychiatric 

services are provided and the managers of the hospital consider that the postal packet 

is likely -

(i) to cause distress to the person to whom it is addressed or to any other person (not 

being a person on the staff of the hospital); or 

(ii) to cause danger to any person; 

and any request for the purposes of paragraph (a) above shall be made by a notice in 
writing given to the managers of the hospital, or the approved clinician with overall 

responsibility for the patient's case. 

(2) Subject to subsection (3) below, a postal packet addressed to a patient detained under this 

Act in a hospital at which high security psychiatric services are provided may be withheld from the 
patient if, in the opinion of the managers of the hospital, it is necessary to do so in the interests of 
the safety of the patient or for the protection of other persons. 
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(4) The managers of a hospital may inspect and open any postal packet for the purposes of 

determining -

(a) whether it is one to which subsection (1) or (2) applies, and 

(b) in the case of a postal packet to which subsection (1) or (2) above applies, whether or 

not if should be withheld under that subsection; 

and the power to withhold a postal packet under either of those subsections includes power to with

hold anything contained in it. 

(S) Where a postal packet or anything contained in it is withheld under subsection (1) or 

(2) above the managers of the hospital shall record that fact in writing. 

(6) Where a postal packet or anything contained in it is withheld under subsection (l)(b) or 

(2) above the managers of the hospital shall within seven days give notice of that fact to the patient 

and, in the case of a packet withheld under subsection (2) above, to the person (if known) by whom 
the postal packet was sent; and any such notice shall be given in writing and shall contain a state

ment of the effect of section 134A(l) to (4). 

135 Warrant to search for and remove patients 
(1) If it appears to a justice of the peace, on information on oath laid by an approved mental 

health professional, that there is reasonable cause to suspect that a person believed to be suffering 

from mental disorder -

(a) has been, or is being, ill-treated, neglected or kept otherwise than under proper control, 
in any place within the jurisdiction of the justice, or 

(b) being unable to care for himself, is living alone in any such place, the justice may issue 

a warrant authorising any constable to enter, if need be by force, any premises specified 
in the warrant in which that person is believed to be, and, if thought fit, to remove him 
to a place of safety with a view to the making of an application in respect of him under 

Part II of this Act, or of other arrangements for his treatment or care. 

(lA) If the premises specified in the warrant are a place of safety, the constable executing the 

warrant may, instead of removing the person to another place of safety, keep the person at those 

premises for the purpose mentioned in subsection (1). 
(2) If it appears to a justice of the peace, on information on oath laid by any constable or other 

person who is authorised by or under this Act . . .  to take a patient to any place, or to take into cus

tody or retake a patient who is liable under this Act . . .  to be so taken or retaken -
(a) that there is reasonable cause to believe that the patient is to be found on premises 

within the jurisdiction of the justice; and 

(b) that admission to the premises has been refused or that a refusal of such admission is 

apprehended, 

the justice may issue a warrant authorising any constable to enter the premises, if need be by force, 

and remove the patient. 

(3) A patient who is removed to a place of safety in the execution of a warrant issued under 

subsection (1), or kept at the premises specified in the warrant under subsection (lA), may be 

detained there for a period not exceeding the permitted period of detention. 

(3A) A constable, an approved mental health professional or a person authorised by either of 
them for the purposes of this subsection may, before the end of the permitted period of detention 
mentioned in subsection (3) above, take a person detained in a place of safety under that subsec

tion to one or more other places of safety. 
(38) A person taken to a place of safety under subsection (3A) above may be detained there 

for a period ending no later than the end of the permitted period of detention mentioned in sub
section (3) above. 

(4) In the execution of a warrant issued under subsection (1) above, a constable shall be accom
panied by an approved mental health professional and by a registered medical practitioner, and in 
the execution of a warrant issued under subsection (2) above a constable may be accompanied -

(a) by a registered medical practitioner; 

(b) by any person authorised by or under this Act . . .  to take or retake the patient. 
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(5) It shall not be necessary in any information or warrant under subsection (1) above to name 

the patient concerned. 

(6) In this section 'place of safety' means residential accommodation provided by a local social 
services authority under Part 1 of the Care Act 2014, a hospital as defined by this Act, a police station, 

an independent hospital or care home for mentally disordered persons or any other suitable place. 

136 Removal etc. of mentally disordered persons without a warrant 
(1) If a person appears to a constable to be suffering from mental disorder and to be in 

immediate need of care or control, the constable may, if he thinks it necessary to do so in the 

interests of that person or for the protection of other persons-

(a) remove the person to a place of safety within the meaning of section 135, or 

(b) if the person is already at a place of safety within the meaning of that section, keep the 

person at that place or remove the person to another place of safety. 

(lA) The power of a constable under subsection (1) may be exercised where the mentally disor
dered person is at any place, other than-

( a) any house, flat or room where that person, or any other person, is living, or 

(b) any yard, garden, garage orouthouse that is used in connection with the house, flat or room, 

other than one that is also used in connection with one or more other houses, flats or rooms. 

(lB) For the purpose of exercising the power under subsection (1), a constable may enter any 

place where the power may be exercised, if need be by force. 

(lC) Before deciding to remove a person to, or to keep a person at, a place of safety under subsec-

tion (1), the constable must, if it is practicable to do so, consult

( a) a registered medical practitioner, 

(b) a registered nurse, 

(c) an approved mental health professional, or 

(d) a person of a description specified in regulations made by the Secretary of State. 
(2) A person removed to, or kept at, a place of safety under this section may be detained there 

for a period not exceeding the permitted period of detention for the purpose of enabling him to be 

examined by a registered medical practitioner and to be interviewed by an approved mental health 

professional and of making any necessary arrangements for his treatment or care. 

(3) A constable, an approved mental health professional or a person authorised by either of 

them for the purposes of this subsection may, before the end of the permitted period of detention 
mentioned in subsection (2) above, take a person detained in a place of safety under that subsec

tion to one or more other places of safety. 

(4) A person taken to a place of safety under subsection (3) above may be detained there for 

a purpose mentioned in subsection (2) above for a period ending no later than the end of the per
mitted period of detention mentioned in that subsection. 

136A Use of police stations as places of safety 
(1) A child may not, in the exercise of a power to which this section applies, be removed to, kept 

at or taken to a place of safety that is a police station. 

(2) The Secretary of State may by regulations-

( a) provide that an adult may be removed to, kept at or taken to a place of safety that is a 
police station, in the exercise of a power to which this section applies, only in circum
stances specified in the regulations; 

(b) make provision about how adults removed to, kept at or taken to a police station, in the 

exercise of a power to which this section applies, are to be treated while at the police sta

tion, including provision for review of their detention. 
(3) Regulations under this section-

(a) may make different provision for different cases; 

(b) may make provision that applies subject to specified exceptions; 

(c) may include incidental, supplementary or consequential provision or transitional, tran
sitory or saving provision. 
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(4) The powers to which this section applies are-

(a) the power to remove a person to a place of safety under a warrant issued under section 
135(1); 

(b) the power to take a person to a place of safety under section 135(3A); 

(c) the power to remove a person to, or to keep a person at, a place of safety under section 

136(1); 

(d) the power to take a person to a place of safety under section 136(3). 

(5) In this section-

(a) 'child' means a person aged under 18; 

(b) 'adult' means a person aged 18 or over. 

139 Protection for acts done in pursuance of this Act 
(1) No person shall be liable, whether on the ground of want of jurisdiction or on any other 

ground, to any civil or criminal proceedings to which he would have been liable apart from this sec

tion in respect of any act purporting to be done in pursuance of this Act or any regulations or rules 

made under this Act, unless the act was done in bad faith or without reasonable care. 

(2) No civil proceedings shall be brought against any person in any court in respect of any such 

act without the leave of the High Court; and no criminal proceedings shall be brought against any 

person in any court in respect of any such act except by or with the consent of the Director of Public 

Prosecutions. 

(3) This section does not apply to proceedings for an offence under this Act, being proceedings 
which, under any other provision of this Act, can be instituted only by or with the consent of the 

Director of Public Prosecutions. 

(4) This section does not apply to proceedings against the Secretary of State or against the 

National Health Service Commissioning Board, a clinical commissioning group, Local Health 

Board or Special Health Authority or against a National Health Service trust established under the 

National Health Service Act 2006 or the National Health Service (Wales) Act 2006 or NHS foun

dation trust or against the Department of Justice in Northern Ireland or against a person who has 

functions under this Act by virtue of section 12ZA in so far as the proceedings relate to the exercise 

of those functions. 

140 Notification of hospitals having arrangements for special cases 
It shall be the duty of every clinical commissioning group and of every Local Health Board to give 

notice to every local social services authority for an area wholly or partly comprised within the area 

of the clinical commissioning group or Local Health Board, as the case may be, of the Authority 

specifying the hospital or hospitals administered by or otherwise available to the clinical commis

sioning group or Local Health Board in which arrangements are from time to time in force -

(a) for the reception of patients in cases of special urgency; 

(b) for the provision of accommodation or facilities designed so as to be specially suitable 

for patients who have not attained the age of 18 years. 

Supplemental 

145 Interpretation 
(1) In this Act, unless the context otherwise requires -

'absent without leave' has the meaning given to it by section 18 above and related expressions 

(including expressions relating to a patient's liability to be returned to a hospital or other place) 

shall be construed accordingly; 
'application for admission for assessment' has the meaning given in section 2 above; 

'application for admission for treatment' has the meaning given in section 3 above; 
'the appropriate tribunal' has the meaning given to it by section 66(4) above; 
'approved clinician' means a person approved by the Secretary of State or another person by 

virtue of section 12ZA or 12ZB above (in relation to England) or by the Welsh Ministers (in relation 
to Wales) to act as an approved clinician for the purposes of this Act; 

'approved mental health professional' has the meaning given in section 114 above; 



'care home' has the same meaning as in the Care Standards Act 2000; 

'community patient' has the meaning given in section 17 A above; 
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'community treatment order' and 'the community treatment order' have the meanings given in 

section 17A above; 

'the community treatment period' has the meaning given in section 20A above; 

'high security psychiatric services' has the same meaning as in section 4 of the National Health 

Service Act 2006 or section 4 of the National Health Service (Wales) Act 2006; 
'hospital' means -

(a) any health service hospital within the meaning of the National Health Service Act 2006 

or the National Health Service (Wales) Act 2006; and 

(b) any accommodation provided by a local authority and used as a hospital by or on behalf 
of the Secretary of State under that Act; 

and 'hospital within the meaning of Part II  of this Act' has the meaning given in section 34 above; 

'hospital order' and 'guardianship order' have the meanings respectively given in section 

37 above; 

'medical treatment' includes nursing, psychological intervention and specialist mental health 

habilitation, rehabilitation and care (but see also subsection (4) below); 

'mental disorder' has the meaning given in section 1 above (subject to section 86(4); 

'nearest relative', in relation to a patient, has the meaning given in Part II of this Act; 

'patient' means a person suffering or appearing to be suffering from mental disorder; 

'registered establishment' has the meaning given in section 34 above; 

'the regulatory authority' means -

(a) in relation to England, the Care Quality Commission; 

(b) in relation to Wales, the Welsh Ministers; 

'the responsible hospital' has the meaning given in section 17A above; 

'restriction order' has the meaning given to it by section 41 above; 

(lAA) Where high security psychiatric services and other services are provided at a hospital, 
the part of the hospital at which high security psychiatric services are provided and the other part 

shall be treated as separate hospitals for the purposes of this Act. 

(lAB) References in this Act to appropriate medical treatment shall be construed in accord

ance with section 3(4) above. 

(4) Any reference in this Act to medical treatment, in relation to mental disorder, shall be 

construed as a reference to medical treatment the purpose of which is to alleviate, or prevent a 
worsening of, the disorder or one or more of its symptoms or manifestations. 

Medical Act 1983 

(1983, c. 54) 

PART I PRELIMINARY 

The General Medical Council 

1 The General Medical Council 
(1) There shall continue to be a body corporate known as the General Medical Council (in this 

Act referred to as 'the General Council') having the functions assigned to them by this Act. 
(lA) The over-arching objective of the General Council in exercising their functions is the 

protection of the public. 

(lB) The pursuit by the General Council of their over-arching objective involves the pursuit of 

the following objectives -
(a) to protect, promote and maintain the health, safety and well-being of the public, 
(b) to promote and maintain public confidence in the medical profession, and 
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(c) to promote and maintain proper professional standards and conduct for members of 

that profession. 

(2) The General Council shall be constituted as provided by order of the Privy Council under 

this section subject to the provisions of Part I of Schedule 1 to this Act. 

(3) The General Council shall have the following committees -
(c) one or more Registration Panels, 

(d) one or more Registration Appeals Panels, 

(e) the Investigation Committee, 
(g) the Medical Practitioners Tribunal Service ('the MPTS'), 

(h) one or more Medical Practitioners Tribunals, 

(i) one or more Interim Orders Tribunals, 

constituted in accordance with Part III of Schedule 1 to this Act and having the functions assigned 

to them by or under this Act. 

(3A) The committees of the General Council specified in subsection (3) above are referred to 

in this Act as 'the statutory committees'. 

2 Registration of medical practitioners 
(1) There shall continue to be kept by the registrar of the General Council (in this Act referred 

to as 'the Registrar') a register of medical practitioners registered under this Act containing the 

names of those registered and the qualifications they are entitled to have registered under this Act. 

(2) The register referred to is 'the register of medical practitioners' consisting of the following 

lists, namely -

(a) the principal list, 

(aa) if anyone is registered under section 18A, the emergency powers doctors list, 
(c) the visiting overseas doctors list, and 

(d) the list of visiting medical practitioners from relevant European States. 
(3) Medical practitioners shall be registered as fully registered medical practitioners or provi

sionally as provided in Parts II and III of this Act and in the appropriate list of the register of medical 

practitioners as provided in Part IV of this Act. 

(4) Section 3SC(2) (da) (the necessary knowledge ofEnglish) shall not apply in determining 

whether a person's fitness to practise is impaired for the purposes of registration under this Act. 

PART V FITN E S S  TO PRACTISE AND MEDICAL ETHICS 

35 General Council's power to advise o n  conduct, performance o r  ethics 
The powers of the General Council shall include the power to provide, in such manner as the 

Council think fit, advice for members of the medical profession on -

(a) standards of professional conduct; 

(b) standards of professional performance; or 

(c) medical ethics. 

35A General Council's power to require disclosure of information 
(1) For the purpose of assisting the General Council or any of their committees or the Registrar 

in carrying out functions in respect of a practitioner's fitness to practise, or for the purpose of assist
ing the Registrar in carrying out functions in respect of identifying any person registered by virtue 

of section 18A(l) (b) a person authorised by the Council may require -
(a) a practitioner (except the practitioner in respect of whom the information or document 

is sought); or 

(b) any other person, 
who in his opinion is able to supply information or produce any document which appears relevant to 

the discharge of any such function, to supply such information or produce such a document. 
(lA) The Registrar may by notice in writing require a practitioner, within such period as is 

specified in the notice, to supply such information or produce such documents as the Registrar 
considers necessary -



Medical  Act 1983 77 

(a) for the purpose of assisting the General Council or any of their committees or the 

Registrar in carrying out functions in respect of the practitioner's fitness to practise; 
(b) for the purpose of assisting the Registrar in carrying out functions in respect of identi

fying whether the practitioner is a person registered by virtue of section 18A(l)(b). 

(2) As soon as is reasonably practicable after the relevant date, the General Council shall re

quire, from a practitioner in respect of whom a decision mentioned in subsection (3) has been 

made, details of any person -

(a) by whom the practitioner is employed to provide services in, or in relation to, any area 

of medicine; or 
(b) with whom he has an arrangement to do so. 

(3) For the purposes of this section and section 3SB below the relevant date is the date speci

fied by the General Council by rules under paragraph 1 of Schedule 4 of this Act. 

(4) Nothing in this section shall require or permit any disclosure of information which is pro

hibited by or under any other enactment or the GDPR. 
(S) But where information is held in a form in which the prohibition operates because the in

formation is capable of identifying an individual, the person referred to in subsection (1) or (lA) 

may, in exercising his functions under that subsection, require that the information be put into a 

form which is not capable of identifying that individual. 
(SA) In determining for the purposes of subsection (4) whether a disclosure is prohibited, it 

is to be assumed for the purposes of paragraph S(2) of Schedule 2 to the Data Protection Act 2018 

and paragraph 3(2) of Schedule 11 to that Act (exemptions from certain provisions of the data 

protection legislation: disclosures required by law) that the disclosure is required by this section. 

(6) Subsections (1) and (lA) above do not apply in relation to the supplying of information 

or the production of any document which a person could not be compelled to supply or produce in 

civil proceedings before the court (within the meaning of section 40 (S) below) . 

(6A) If a person fails to supply any information or produce any document within 14 days of his 

being required to do so under subsection (1) above, the General Council may seek an order of the 
relevant court requiring the information to be supplied or the document to be produced. 

(6B) For the purposes of subsection (6A), 'the relevant court' means the county court or, in 

Scotland, the sheriff in whose sheriffdom is situated the address -
(a) which is shown in the register as the address of the person concerned; or 

(b) which would have been so shown if the person concerned were registered. 

(6C) If a person fails to comply with a requirement imposed under subsection (lA), the 

Registrar may refer that matter to the MPTS for them to arrange for it to be considered by a Medical 

Practitioners Tribunal. 

(6D) Where a matter is referred to the MPTS under subsection (6C), the MPTS must arrange 
for it to be considered by a Medical Practitioners Tribunal. 

(6E) Sub-paragraphs (3D) to (SA) of paragraph SA of Schedule 4 apply to a matter being con

sidered by a Medical Practitioners Tribunal under subsection (6D) as if it were a matter being con

sidered by the Tribunal under sub-paragraph (3B) of that paragraph; and a reference in this Act to 

any of sub-paragraphs (3D) to (SA) of that paragraph is to be read as including a reference to that 

sub-paragraph as so applied. 

(8) For the purposes of this section and section 3SB, a 'practitioner' means a fully registered 
person or a provisionally registered person. 

35B Notification and disclosure by the General Council 
(1) As soon as is reasonably practicable after the relevant date, the General Council shall no

tify the following of an investigation by the General Council of a practitioner's fitness to practise -
(a) the Secretary of State, the Scottish Ministers, the Department of Health, Social Services 

and Public Safety in Northern Ireland and the National Assembly for Wales; and 
(b) any person in the United Kingdom of whom the General Council are aware -

(i) by whom the practitioner concerned is employed to provide services in, or in rela

tion to, any area of medicine, or 
(ii) with whom he has an arrangement to do so. 
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(2) The General Council may, if they consider it to be in the public interest to do so, publish, or 

disclose to any person, information -

(a) which relates to a particular practitioner's fitness to practise, whether the matter to 

which the information relates arose before or after his registration, or arose in the 

United Kingdom or elsewhere; or 

(b} of a particular description related to fitness to practise in relation to every practitioner, 

or to every practitioner of a particular description. 

(3) For the purposes of subsection (2) (b) above, the General Council need not consider 

whether it is in the public interest to publish or disclose the information in question in relation to 

each individual practitioner to whom it relates. 
(4) Subject to subsection (S), the General Council shall publish in such manner as they see fit 

(a) decisions of a Medical Practitioners Tribunal that relate to a finding that a person's fit

ness to practise is impaired (including decisions in respect of a direction relating to 

such a finding that follow a review of an earlier direction relating to such a finding); 

(b) decisions of a Medical Practitioners Tribunal to make an order under section 38(1) or 

(2) below; 
(c) decisions of a Medical Practitioners Tribunal to refuse an application for restoration to 

the register or to give a direction under section 41(9) below; 

(d) decisions of an Interim Orders Tribunal or a Medical Practitioners Tribunal to make an 
order under section 4 lA below (including decisions in respect of orders varying earlier 

orders under that section); 

(e) warnings of a Medical Practitioners Tribunal regarding a person's future conduct or 

performance; 

(f) warnings of the Investigation Committee regarding a person's future conduct or 

performance; and 
(g) undertakings that have been agreed in accordance with rules made under paragraph 

1(2A) of Schedule 4. 

(S) The General Council may withhold from publication under subsection (4) above informa
tion concerning the physical or mental health of a person which the General Council consider to 

be confidential. 

35C Functions of the Investigation Committee 
(1) This section applies where an allegation is made to the General Council against -

(a) a fully registered person; or 

(b) a person who is provisionally registered, that his fitness to practise is impaired. 

(2) A person's fitness to practise shall be regarded as 'impaired' for the purposes of this Act by 

reason only of-

(a) misconduct; 

(b) deficient professional performance; 

(c) a conviction or caution in the British Islands for a criminal offence, or a conviction else

where for an offence which, if committed in England and Wales, would constitute a 

criminal offence; 
(d) adverse physical or mental health; or 
(da) not having the necessary knowledge ofEnglish (but see section 2(4)); 
(e) a determination by a body in the United Kingdom responsible under any enactment for 

the regulation of a health or social care profession to the effect that his fitness to prac
tise as a member of that profession is impaired, or a determination by a regulatory body 

elsewhere to the same effect; 
(f) the Independent Barring Board including the person in a barred list (within the mean

ing of the Safeguarding Vulnerable Groups Act 2006 or the Safeguarding Vulnerable 

Groups (Northern Ireland) Order 2007); or 
(g) the Scottish Ministers including the person in the children's list or the adults' list 

(within the meaning of the Protection of Vulnerable Groups (Scotland) Act 2007). 

(3) This section is not prevented from applying because -



(a) the allegation is based on a matter that is alleged to have occurred -

(i) outside the United Kingdom, or 

(ii) at a time when the person was not registered; or 
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(b) in relation to a person who is a participant in a revalidation pilot scheme, the allegation 
is based on information obtained in the course of or otherwise in connection with the 

per-son's revalidation under that scheme. 
(4) The Investigation Committee shall investigate the allegation and decide whether it should 

be considered by a Medical Practitioners Tribunal. 

(5) If the Investigation Committee decide that the allegation ought to be considered by a 

Medical Practitioners Tribunal -

(a) they shall give a direction to that effect to the Registrar; 

(b) the Registrar shall refer the allegation to the MPTS for them to arrange for the alle

gation to be considered by a Medical Practitioners Tribunal; and 
(c) the Registrar shall serve a notification of the Committee's decision on the person who is the 

subject of the allegation and the person making the allegation (if any). 

(6) If the Investigation Committee decide that the allegation ought not to be considered by a 

Medical Practitioners Tribunal, they may give a warning to the person who is the subject of the al

legation regarding his future conduct or performance. 

(6A) In deciding whether to give a warning under subsection (6), the Investigation Committee 

must have regard to the over-arching objective. 

(7) If the Investigation Committee decide that the allegation ought not to be considered by a 

Medical Practitioners Tribunal, but that no warning should be given under subsection (6) above -

(a) they shall give a direction to that effect to the Registrar; and 

(b) the Registrar shall serve a notification of the Committee's decision on the person who is 

the subject of the allegation and the person making the allegation (if any) . 

(8) If the Investigation Committee are of the opinion that an Interim Orders Tribunal or a 

Medical Practitioners Tribunal should consider making an order for interim suspension or interim 

conditional registration under section 4 lA below in relation to the person who is the subject of the 
allegation -

(a) they shall give a direction to that effect to the Registrar; 

(b) the Registrar shall refer the matter to the MPTS for them to arrange for an Interim Orders 

Tribunal or a Medical Practitioners Tribunal to decide whether to make such an order; and 
(c) the Registrar shall serve notification of the decision on the person who is the subject of 

the allegation and the person making the allegation (if any). 

35D Functions of a Medical Practitioners Tribunal 
(1) Where an allegation against a person is referred under section 35C(S) (b) above to the 

MPTS -

(a) the MPTS must arrange for the allegation to be considered by a Medical Practitioners 

Tribunal, and 
(b) subsections (2) and (3) below shall apply. 

(2) Where the Medical Practitioners Tribunal finds that the person's fitness to practise is 

impaired they may, if they think fit -

(a) except in a health case or language case, direct that the person's name shall be erased 
from the register; 

(b) direct that his registration in the register shall be suspended (that is to say, shall not 

have effect) during such period not exceeding twelve months as may be specified in the 
direction; or 

(c) direct that his registration shall be conditional on his compliance, during such period 
not exceeding three years as may be specified in the direction, with such requirements 
so specified as the Tribunal thinks fit to impose for the protection of members of the 
public or in his interests. 

(3) Where the Tribunal find that the person's fitness to practise is not impaired they may 
nevertheless give him a warning regarding his future conduct or performance. 
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(4) Where a Medical Practitioners Tribunal has given a direction that a person's registration 

be suspended -

(a) under subsection (2) above; 

(b) under subsection (10) or (12) below; or 

(c) under rules made by virtue of paragraph SA(3E) of Schedule 4 to this Act, 

subsections (4A) and (4B) below apply. 

(4A) The Tribunal may direct that the direction is to be reviewed by another Medical 

Practitioners Tribunal prior to the expiry of the period of suspension; and, where the Tribunal do 
so direct, the MPTS must arrange for the direction to be reviewed by another Medical Practitioners 

Tribunal prior to that expiry. 

(4B) The Registrar may, at any time prior to the expiry of the period of suspension, refer the 

matter to the MPTS for them to arrange for the direction to be reviewed by a Medical Practitioners 

Tribunal prior to that expiry; and, where a matter is referred to the MPTS under this subsection, 
the MPTS must arrange for the direction to be reviewed by a Medical Practitioners Tribunal. 

(S) On a review arranged under subsection (4A) or (4B), a Medical Practitioners Tribunal may, 

if they think fit -

(a) direct that the current period of suspension shall be extended for such further period 

from the time when it would otherwise expire as may be specified in the direction; 
(b) except in a health case or language case, direct that the person's name shall be erased 

from the register; 
(c) direct that the person's registration shall, as from the expiry of the current period of 

suspension or from such date before that expiry as may be specified in the direction, be 

conditional on his compliance, during such period not exceeding three years as may be 

specified in the direction, with such requirements so specified as the Tribunal think fit 

to impose for the protection of members of the public or in his interests, but, subject to 

subsection (6) below, the Tribunal shall not extend any period of suspension under this 

section for more than twelve months at a time; or 

(d) revoke the direction for the remainder of the current period of suspension. 

(6) In a health case or language case, or a case of suspension under paragraph SA(3D) or SC(4) 

of Schedule 4, a Medical Practitioners Tribunal may give a direction in relation to a person whose 
registration has been suspended under this section extending his period of suspension indefinitely 

where -

(a) the period of suspension will, on the date on which the direction takes effect, have 

lasted for at least two years; and 

(b) the direction is made not more than two months before the date on which the period of 

suspension would otherwise expire. 
(7) Where a Medical Practitioners Tribunal have given a direction under subsection (6) above 

for a person's period of suspension to be extended indefinitely, the Registrar shall refer the matter 
to the MPTS for them to arrange for a Medical Practitioners Tribunal to review the direction if

(a) the person makes a request to the Registrar for there to be such a review; 
(b) at least two years have elapsed since the date on which the direction took effect; and 

(c) if the direction has previously been reviewed under this subsection, at least two years 
have elapsed since the date of the previous review. 

(8) Where a matter is referred to the MPTS under subsection (7), the MPTS must arrange 

for the direction to be reviewed by a Medical Practitioners Tribunal; and on such a review, the 
Tribunal may -

(a) confirm the direction; 
(b) direct that the suspension be terminated; or 
(c) direct that the person's registration be conditional on his compliance, during such 

period not exceeding three years as may be specified in the direction, with such require

ments so specified as the Tribunal think fit to impose for the protection of members of 

the public or in his interests. 

(9) Where -
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(a) a direction that a person's registration be subject to conditions has been given under 

(i) subsection (2), (5) or (8) above, 

(ii) subsection (12) below, 

(iii) rules made by virtue of paragraph 5A(3E) of Schedule 4 to this Act, or 

(iv) section 41A below; and 

(b) the Registrar is of the opinion that that person has failed to comply with any require
ment imposed on the person as such a condition, 

subsection (9A) below applies. 

(9A) The Registrar may refer the matter to the MPTS for them to arrange for the direction to be 

reviewed by a Medical Practitioners Tribunal; and, where a matter is referred to the MPTS under 
this subsection, the MPTS must arrange for the direction to be reviewed by a Medical Practitioners 

Tribunal. 

(10) Where, on a review arranged under subsection (9A), the Tribunal judge the person con
cerned to have failed to comply with a requirement imposed as a condition such as is mentioned in 

subsection (9) (a), the Tribunal may, if they think fit -

(a) except in a health case or language case, or a case of suspension under paragraph 

5A(3D) or 5C(4) of Schedule 4, direct that the person's name shall be erased from the 

register; or 

(b) direct that the person's registration in the register shall be suspended during such 

period not exceeding twelve months as may be specified in the direction. 

(11) Where, in a case which does not come within subsection (9) above, a direction that 

a person's registration be subject to conditions has been given under subsection (2), (5) or (8) 

above or paragraph 5A(3D) or 5C(4) of Schedule 4 to this Act, subsections (llA) and (llB) 

below apply. 

(llA) The Tribunal may direct that the direction is to be reviewed by another Medical 
Practitioners Tribunal prior to the expiry of the period for which the conditions apply; and, where 

the Tribunal do so direct, the MPTS must arrange for the direction to be reviewed by another 

Medical Practitioners Tribunal prior to that expiry. 

(llB) The Registrar may, at any time prior to the expiry of the period for which the condi

tions apply, refer the matter to the MPTS for them to arrange for the direction to be reviewed by a 

Medical Practitioners Tribunal; and, where a matter is referred to the MPTS under this subsection, 

the MPTS must arrange for the direction to be reviewed by a Medical Practitioners Tribunal. 
(12) On a review arranged under subsection (llA) or (llB), a Medical Practitioners Tribunal 

may, if they think fit -

(a) except in a health case or language case, or a case of suspension under paragraph 

5A(3D) or 5C(4) of Schedule 4, direct that the person's name shall be erased from the 

register; 

(b) direct that the person's registration in the Register shall be suspended during such 

period not exceeding twelve months as may be specified in the direction; 

(c) direct that the current period of conditional registration shall be extended for such fur

ther period from the time when it would otherwise expire as may be specified in the 

direction; or 

(d) revoke the direction, or revoke or vary any of the conditions imposed by the direction, 
for the remainder of the current period of conditional registration, 

but the Tribunal shall not extend any period of conditional registration under this section for more 

than three years at a time. 

(13) Where a Medical Practitioners Tribunal have yet to hold a hearing to consider a case in 

which they would have the power to give or make a direction, revocation or variation under subsec

tion (5), (6), (8), (10) or (12) above, but the person concerned and the General Council have agreed 
in writing to the terms of such a direction, revocation or variation -

(a) the Tribunal, on considering the matter on the papers, or the chair of the Tribunal, on 
doing so instead of the Tribunal, may give a direction or make a revocation or variation 

on the agreed terms; or 
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(b) if the Tribunal or chair (as the case may be) acting under paragraph (a) determines that 

the Tribunal should hold a hearing to consider the matter, the MPTS must arrange for a 

hearing of the Tribunal for that purpose. 

(14) A direction, revocation or variation given or made under subsection (13)(a) by a Tribunal 
or the chair of a Tribunal is to be treated for the purposes of this Act as if it had been given or made 

by the Tribunal under subsection (S), (6), (8), (10) or (12) above (as the case may be). 

35E Provisions supplementary to section 35D 
(3) While a person's registration in the register is suspended by virtue of a direction under 

section 3SD -

(a) he shall be treated as not being registered in the register notwithstanding that his name 
still appears in it, but 

(b) sections 31A, 3SC, 3SCC and 3SD above, this section and section 39 below shall con

tinue to apply to him. 

(3A) In exercising a function under section 35D, a Medical Practitioners Tribunal must have 
regard to the over-arching objective. 

(4) In section 3SD above, 'health case' means any case in which a Medical Practitioners 

Tribunal have determined that -

(a) a person's fitness to practise is impaired by reason of a matter falling within paragraph (d) 

of subsection (2) of section 3SC above, but 

(b) the person's fitness to practise is not impaired by any matter falling within any other 
paragraph of that subsection other than paragraph (da). 

(5) In section 3SD, 'language case' means any case in which a Medical Practitioners Tribunal 

has determined that -
(a) a person's fitness to practise is impaired by reason of a matter falling within paragraph 

(da) of subsection (2) of section 3SC, but 

(b) that person's fitness to practise is not impaired by any matter falling within any other 

paragraph of that subsection other than paragraph (d). 

38 Power to order immediate suspension etc. after a finding 
of impairment of fitness to practise 

(1) On giving a direction for erasure or a direction for suspension under section 3SD(2), (10) or 

(12) above, or under paragraph SA(3) or SC(4) of Schedule 4 to this Act, in respect ofany person the 

Medical Practitioners Tribunal , if satisfied that to do so is necessary for the protection of members 

of the public or is otherwise in the public interest, or is in the best interests of that person, may order 

that his registration in the register shall be suspended forthwith in accordance with this section. 

(2) On giving a direction for conditional registration under section 3SD(2) above, or 

under paragraph SA(3) or SC(4) of Schedule 4 to this Act, in respect of any person the Medical 

Practitioners Tribunal , if satisfied that to do so is necessary for the protection of members of the 

public or is otherwise in the public interest, or is in the best interests of that person, may order that 
his registration be made conditional forthwith in accordance with this section. 

(3) Where, on the giving of a direction, an order under subsection (1) or (2) above is made in 
respect of a person, his registration in the register shall, subject to subsection (4) below, be sus
pended (that is to say, shall not have effect) or made conditional, as the case may be, from the time 

when the order is made until the time when -

(a) the direction takes effect in accordance with -

(i) paragraph 10, lOA or lOB of Schedule 4 to this Act; or 
(b) an appeal against it under section 40 below or paragraph SA(S) or SC(7) of Schedule 4 

of this Act is (otherwise than by the dismissal of the appeal) determined. 
(4) Where a Medical Practitioners Tribunal makes an order under subsection (1) or (2) above, 

the Registrar shall forthwith serve a notification of the order on the person to whom it applies. 

(S) If, when an order under subsection (1) or (2) above is made, the person to whom it applies 

is neither present nor represented at the proceedings, subsection (3) above shall have effect as if, 
for the reference to the time when the order is made, there were substituted a reference to the time 
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of service of a notification of the order as determined for the purposes of paragraph 8 of Schedule 4 

to this Act. 

(6) Except as provided in subsection (7) below, while a person's registration in the register 

is suspended by virtue of subsection (1) above, he shall be treated as not being registered in the 
register notwithstanding that his name still appears in it. 

(7) Notwithstanding subsection (6) above, sections 35C to 35E above shall continue to apply 
to a person whose registration in the register is suspended. 

(8) The relevant court may terminate any suspension of a person's registration in the register 

imposed under subsection (1) above or any conditional registration imposed under subsection (2) 

above, and the decision of the court on any application under this subsection shall be final. 

(9) In this section 'the relevant court' has the same meaning as in section 40(5) below. 

39 Fraud or error in relation to registration 
(1) If the Registrar is satisfied that any entry in the register has been fraudulently procured or 

incorrectly made, he may erase the entry from the register. 

(2) Where the Registrar decides to erase a person's name under this section, the Registrar 
shall forthwith serve on that person notification of the decision and of his right to appeal against 

the decision under Schedule 3A to this Act. 

40 Appeals 
(1) The following decisions are appealable decisions for the purposes of this section, that is 

to say -

(a) a decision of a Medical Practitioners Tribunal under section 35D above giving a direc

tion for erasure, for suspension or for conditional registration or varying the conditions 

imposed by a direction for conditional registration; 

(b) a decision of a Medical Practitioners Tribunal under section 41(9) below giving a dir

ection that the right to make further application under that section shall be suspended 

indefinitely; or 

(IA) A decision under regulations made -

(a) under section 31 above by virtue of subsection (8) of that section; or 

(b) under section 31A(l) (c) above, 

not to restore a person's name to the register for a reason that relates to his fitness to practise is also 

an appealable decision for the purposes of this section. 

(lB) A decision of the General Council under regulation 67 of the General Systems Regulations 

to send an alert about a person is also an appealable decision for the purposes of this section. 

(3) In subsection (1) above -

(a) references to a direction for suspension include a reference to a direction extending a 

period of suspension; and 

(b) references to a direction for conditional registration include a reference to a direction 

extending a period of conditional registration. 

( 4) A person in respect of whom an appealable decision falling within subsection (1) has been 

taken may, before the end of the period of 28 days beginning with the date on which notification 

of the decision was served under section 35E(l) above, or section 41(10) below, appeal against the 
decision to the relevant court. 

(4A) A person in respect of whom an appealable decision falling within subsection (IA) or 

(lB) has been taken may, before the end of the period of 28 days beginning with the date on which 

notification of the decision was served, appeal against the decision to the relevant court. 
(5) In subsections (4) and (4A) above, 'the relevant court' -

(a) in the case of a person whose address in the register is (or if he were registered would 

be) in Scotland, means the Court of Session; 

(b) in the case of a person whose address in the register is (or if he were registered would 
be) in Northern Ireland, means the High Court of Justice in Northern Ireland; and 

(c) in the case of any other person, means the High Court of Justice in England and Wales. 
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(7) On an appeal under this section from a Medical Practitioners Tribunal, the court may

(a) dismiss the appeal; 

(b) allow the appeal and quash the direction or variation appealed against; 

(c) substitute for the direction or variation appealed against any other direction or vari
ation which could have been given or made by a Medical Practitioners Tribunal; or 

(d) remit the case to the MPTS for them to arrange for a Medical Practitioners Tribunal to 

dispose of the case in accordance with the directions of the court, 

and may make such order as to costs (or, in Scotland, expenses) as it thinks fit. 

(?A) Where a case is referred under subsection (?) (d) to the MPTS, the MPTS must arrange 

for the case to be disposed of by a Medical Practitioners Tribunal in accordance with the directions 

of the court. 

(8) On an appeal under this section from the General Council, the court (or the sheriff) may 
(a) dismiss the appeal; 

(b) allow the appeal and quash the direction appealed against or, in the case of an appeal 

from a decision falling within subsection (lB), direct that the alert be withdrawn or 

amended; or 

(c) remit the case to the General Council to dispose of the case in accordance with the 

directions of the court (or the sheriff), 

and may make such order as to costs (or, in Scotland, expenses) as it (or he) thinks fit. 

(9) On an appeal under this section from a Medical Practitioners Tribunal, the General Council 

may appear as respondent; and for the purpose of enabling directions to be given as to the costs 

of any such appeal the Council shall be deemed to be a party thereto, whether they appear on the 

hearing of the appeal or not. 

40A Appeals by General Council 
(1) This section applies to any of the following decisions by a Medical Practitioners Tribunal -

(a) a decision under section 35D giving -

(i) a direction for suspension, including a direction extending a period of suspension; 

(ii) a direction for conditional registration, including a direction extending a period of 

conditional registration; 
(iii) a direction varying any of the conditions imposed by a direction for conditional 

registration; 

(b) a decision under paragraph SA(3D) or SC(4) of Schedule 4 giving 

(i) a direction for suspension; 
(ii) a direction for conditional registration; 

(c) a decision under section 35D -

(i) giving a direction that a suspension be terminated; 

(ii) revoking a direction for conditional registration or a condition imposed by such a 

direction; 

(d) a decision not to give a direction under section 35D; 

(e) a decision under section 41 giving a direction that a person's name be restored to the 

register; 
(f) a decision not to give a direction under paragraph SA(3D) or SC(4) of Schedule 4. 

(2) A decision to which this section applies is referred to below as a 'relevant decision'. 

(3) The General Council may appeal against a relevant decision to the relevant court if they 
consider that the decision is not sufficient (whether as to a finding or a penalty or both) for the pro

tection of the public. 

(4) Consideration of whether a decision is sufficient for the protection of the public involves 

consideration of whether it is sufficient -
(a) to protect the health, safety and well-being of the public; 
(b) to maintain public confidence in the medical profession; and 
(c) to maintain proper professional standards and conduct for members of that profession. 
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(5) The General Council may not bring an appeal under this section after the end of the period 
of 28 days beginning with the day on which notification of the relevant decision was served on the 

person to whom the decision relates. 
(6) On an appeal under this section, the court may 

(a) dismiss the appeal; 

(b) allow the appeal and quash the relevant decision; 

(c) substitute for the relevant decision any other decision which could have been made by 

the Tribunal; or 

(d) remit the case to the MPTS for them to arrange for a Medical Practitioners Tribunal to 
dispose of the case in accordance with the directions of the court, 

and may make such order as to costs (or, in Scotland, expenses) as it thinks fit. 

(7) In this section and section 40B, 'relevant court' has the meaning given by section 40(5) .  

41 Restoration of names to the register 
(1) Subject to subsections (2) and (6) below, where the name of a person has been erased from 

the register under section 35D above, or section 44B(4)(b) below, a Medical Practitioners Tribunal, 

if they think fit, direct that his name be restored to the register. 

(2) No application for the restoration of a name to the register under this section shall be 

made -

(a) before the expiration of five years from the date of erasure; or 

(b) in any period of twelve months in which an application for the restoration of his name 

has already been made by or on behalf of the person whose name has been erased. 

(3) An application under this section shall be made to the Registrar who shall refer the ap

plication to the MPTS for them to arrange for the application to be determined by a Medical 

Practitioners Tribunal. 

(4) In the case of a person who was provisionally registered under section 15, 15A, 21 or 21C 

above before his name was erased, a direction under subsection (1) above shall be a direction that 

his name be restored by way of provisional registration under section 15, 15A, 21 or 21C above, as 
the case requires. 

(5) The requirements of Part II or Part III of this Act as to the experience required for regis
tration as a fully registered medical practitioner shall not apply to registration in pursuance of a 

direction under subsection (1) above. 

(6) Before determining whether to give a direction under subsection (1) above, a Medical 

Practitioners Tribunal shall require an applicant for restoration to provide such evidence as the 

Tribunal directs as to his fitness to practise; and the Tribunal shall not give such a direction if that 

evidence does not satisfy it. 
(7) A Medical Practitioners Tribunal shall not give a direction under subsection (1) above 

unless at the same time they direct that the practitioner's licence to practise be restored. 

(9) Where, during the same period of erasure, a second or subsequent application for the res

toration of a name to the register, made by or on behalf of the person whose name has been erased, 

is unsuccessful, a Medical Practitioners Tribunal may direct that his right to make any further such 

applications shall be suspended indefinitely. 

(10) Where a Medical Practitioners Tribunal give a direction under subsection (9) above, the 

MPTS shall without delay serve on the person in respect of whom it has been made a notification of 
the direction and of his right to appeal against it in accordance with section 40 above. 

(11) Any person in respect of whom a direction has been given under subsection (9) above 
may, after the expiration of three years from the date on which the direction was given, apply to 
the Registrar for that direction to be referred to the MPTS for them to arrange for the direction to 

be reviewed by a Medical Practitioners Tribunal and, thereafter, may make further applications for 
review; but no such application may be made before the expiration of three years from the date of 

the most recent review decision. 

(12) In exercising a function under this section, a Medical Practitioners Tribunal must have 
regard to the over-arching objective. 
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41A Interim orders 
(Al) Where a matter is referred under section 35C(8) to the MPTS, the MPTS must arrange for 

an Interim Orders Tribunal or a Medical Practitioners Tribunal to decide whether to make an order 

as mentioned in that provision. 

(1) Where an Interim Orders Tribunal or a Medical Practitioners Tribunal in arrangements 

made under subsection (Al), or a Medical Practitioners Tribunal on their consideration of the 

matter are satisfied that it is necessary for the protection of members of the public or is otherwise 

in the public interest, or is in the interests of a fully registered person, for the registration of that 

person to be suspended or to be made subject to conditions, the Tribunal may make an order -

(a) that his registration in the register shall be suspended (that is to say, shall not have 

effect) during such period not exceeding eighteen months as may be specified in the 

order (an 'interim suspension order'); or 

(b) that his registration shall be conditional on his compliance, during such period not 

exceeding eighteen months as may be specified in the order, with such requirements 

so specified as the Tribunal thinks fit to impose (an 'order for interim conditional 

registration'). 

(2) Subject to subsection (9) below, where an Interim Orders Tribunal or a Medical 

Practitioners Tribunal have made an order under subsection (1) above, the Interim Orders Tribunal 

or the Medical Practitioners Tribunal -

(a) shall review it within the period of six months beginning on the date on which the 

order was made, and shall thereafter, for so long as the order continues in force, further 

review it -

(i) before the end of the period of six months beginning on the date of the decision of 

the immediately preceding review; or 
(ii) if after the end of the period of three months beginning on the date of the decision 

of the immediately preceding review the person concerned requests an earlier re

view, as soon as practicable after that request; and 

(b) may review it where new evidence relevant to the order has become available after the 

making of the order. 
(3) Where an interim suspension order or an order for interim conditional registration has 

been made in relation to any person under any provision of this section (including this subsec

tion), an Interim Orders Tribunal or a Medical Practitioners Tribunal may, subject to subsection (4) 

below -

(a) revoke the order or revoke any condition imposed by the order; 

(b) vary any condition imposed by the order; 

(c) if satisfied that to do so is necessary for the protection of members of the public or is 

otherwise in the public interest, or is in the interests of the person concerned, replace 

an order for interim conditional registration with an interim suspension order having 

effect for the remainder of the term of the former; or 

(d) if satisfied that to do so is necessary for the protection of members of the public, or is 

otherwise in the public interest, or is in the interests of the person concerned, replace 
an interim suspension order with an order for interim conditional registration having 

effect for the remainder of the term of the former. 
(3A) Where an Interim Orders Tribunal or a Medical Practitioners Tribunal have yet to hold a 

hearing to consider a case in which they would have the power to make an order under subsection 
(3) above, but the person concerned and the General Council have already agreed in writing to the 

terms of such an order -
(a) the Tribunal, on considering the matter on the papers, or the chair of the Tribunal, on 

doing so instead of the Tribunal, may make an order on the agreed terms; or 
(b) if the Tribunal or chair (as the case may be) acting under paragraph (a) determines that 

the Tribunal should hold a hearing to consider the matter, the MPTS must arrange for a 
hearing of the Tribunal for that purpose. 
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(3B) An order made under subsection (3A)(a) by a Tribunal or the chair of a Tribunal is to be 

treated for the purposes of this Act as if it had been made by the Tribunal under subsection (3). 

(4) No order under subsection (1) or (3)(b) to (d) above shall be made by a Tribunal in respect 

of any person unless he has been afforded an opportunity of appearing before the Tribunal and 
being heard on the question of whether such an order should be made in his case. 

(5) If an order is made under any provision of this section, the MPTS shall without delay serve 

a notification of the order on the person to whose registration it relates. 

(6) The General Council may apply to the relevant court for an order made by an Interim Orders 

Tribunal or a Medical Practitioners Tribunal under subsection (1) or (3) above to be extended, and 

may apply again for further extensions. 

(7) On such an application the relevant court may extend (or further extend) for up to 

12 months the period for which the order has effect. 
(8) Any reference in this section to an interim suspension order, or to an order for interim con

ditional registration, includes a reference to such an order as so extended. 

(9) For the purposes of subsection (2) above the first review after the relevant court's exten

sion of an order made by an Interim Orders Tribunal or a Medical Practitioners Tribunal or after a 

replacement order made by an Interim Orders Tribunal or a Medical Practitioners Tribunal under 

subsection (3) (c) or (d) above shall take place -

(a) if the order (or the order which has been replaced) had not been reviewed at all under 
subsection (2), within the period of six months beginning on the date on which the rele

vant court ordered the extension or on which a replacement order under subsection (3) (c) 

or (d) was made; and 
(b) if it had been reviewed under the provision, within the period of three months begin

ning on that date. 

(10) Where an order has effect under any provision of this section, the relevant court may

(a) in the case of an interim suspension order, terminate the suspension; 

(b) in the case of an order for interim conditional registration, revoke or vary any condition 

imposed by the order; 

(c) in either case, substitute for the period specified in the order (or in the order extending 
it) some other period which could have been specified in the order when it was made (or 

in the order extending it), 

and the decision of the relevant court under any application under this subsection shall be final. 

(11) Except as provided in subsection (12) below, while a person's registration in the register 

is suspended by virtue of an interim suspension order under this section he shall be treated as not 

being registered in the register notwithstanding that his name still appears in the register. 

(12) Notwithstanding subsection (11) above, sections 31A, 35C to 35E and 39 above shall con

tinue to apply to a person whose registration in the register is suspended. 

(13) This section applies to a provisionally registered person whether or not the circumstances 

are such that he falls within the meaning in this Act of the expression 'fully registered person'. 

(14) In this section 'the relevant court' has the same meaning as in section 40(5) above. 

44 Effect of disqualification in another relevant European State 
on registration in the United Kingdom 

(1) A person who is subject to a disqualifying decision in a relevant European State in which 
he is or has been established in medical practice shall not be entitled to be registered by virtue of 

section 3(1) (b), 14A or 19A above for so long as the decision remains in force in relation to him. 

(2) A disqualifying decision in respect of a person is a decision, made by responsible author

ities of the relevant European State in which he was established in medical practice or in which he 
acquired a medical qualification, and -

(a) expressed to be made on the grounds that he has committed a criminal offence or on 
grounds related to his professional conduct, professional performance or physical or 
mental health; and 
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(b) having in that State the effect either that he is no longer registered or otherwise of
ficially recognised as a medical practitioner, or that he is prohibited from practising 

medicine there. 

(3) If a person has been registered by virtue of section 3(l) (b), 14A or 19A above and it is subse

quently shown to the satisfaction of the Registrar that he was subject to a disqualifying decision in 

force at the time of registration, and that the decision remains in force, the Registrar shall remove 

the person's name from the register. 

(4) A decision under -

(a) subsection (1) above not to register a person; or 

(b) subsection (3) above to remove a person's name from the register, is an appealable 

registration decision for the purposes of Schedule 3A to this Act. 
(S) If a person has been registered as a fully registered medical practitioner by virtue of section 

3(1)(b), 14A or 19A above at a time when a disqualifying decision was in force in respect of him, and he 

has been so registered for a period of not less than one month throughout which the decision had effect -

(a) a Medical Practitioners Tribunal may, if the matter is referred to it by the Registrar, 

direct that the person's registration be suspended for such period, not exceeding the 

length of the first-mentioned period, as the Tribunal thinks fit, and the period of sus
pension shall begin on a date to be specified in the Tribunal's direction; and 

(b) sections 35E(l) and (3) and 40 and paragraphs 1, 2, 5, 7, 8, 9, 10, 12 and 13 of Schedule 

4 to this Act shall have effect, with any necessary modifications, in relation to suspen

sion under this subsection. 

(SA) In deciding whether to give a direction under subsection (S) (a), a Medical Practitioners 

Tribunal must have regard to the over-arching objective. 

(6) Where on or after the date on which a person was registered by virtue of section 3(1)(b), 

14A or 19A above a disqualifying decision relating to him comes into force, this Part of this Act shall 

apply, with any necessary modifications, as if it had been found that he had been convicted of the 

criminal offence referred to in the disqualifying decision, or that his professional performance or 

physical or mental health had been such as is imputed to him by that decision, as the case may be. 

44B Provision of information in respect of fitness to practise matters 
(1) If a person has been registered by virtue of any provision of this Act, other than Schedule 2A, 

and it is subsequently shown to the satisfaction of the Registrar that -

(a) his fitness to practise was impaired at the time of his registration as a result of serious, 

specific circumstances or because of a problem with his physical or mental health; and 

(b) he had not informed the Registrar of that matter or problem before his registration, the 

Registrar may erase that person's name from the register. 

(2) The General Council may by regulations make provision for the information to be pro

vided to the Registrar -

(a) by or in respect of a person seeking registration by virtue of any provision of this Act, 

other than Schedule 2A, for the purpose of determining whether his fitness to practise 

is impaired; 

(b) by or in respect of a person who is fully registered otherwise than by virtue of Schedule 
2A, or provisionally registered, for the purpose of determining whether his fitness to 

practise was impaired at the time of his registration as a result of serious, specific cir

cumstances or a problem with his physical or mental health. 
(3) In subsections (1) and (2) above, 'serious, specific circumstances' has the same meaning as 

in article 56(2) of the Directive (exchange between authorities of information about disciplinary 
action etc). 

(4) The Registrar may -
(a) refuse to register (even if he is directed by the General Council to do so) any person who 

fails to comply with, or in respect of whom there is a failure to comply with, regulations 
made under subsection (2)(a) above; 

(b) erase from the register the name of any person who fails to comply with, or in respect of 
whom there is a failure to comply with, regulations made under subsection (2) (b) above. 
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44BA Fitness to practise of exempt persons: sufficient evidence 
(1) Subsections (2) to (5) apply in relation to an exempt person ('E') who applies for registra

tion under section 3(1) (b), 14A or 19A of this Act. 

(2) For the purpose of determining whether E's fitness to practise is impaired, the Registrar 
shall accept as sufficient evidence of E's good health a certificate which -

(a) attests to E's good physical and mental health; and 

(b) is required of a person who wishes to practise medicine in E's attesting state. 

(3) If no such certificate is required of persons who wish to practise medicine in E's attesting 

State, for the purpose of determining whether E's fitness to practise is impaired, the Registrar shall 

accept as sufficient evidence of E's good health a certificate which -

(a) attests to E's good physical and mental health; and 

(b) is issued by a competent authority in E's attesting State. 

(4) For the purpose of determining whether E's fitness to practise is impaired, the Registrar 

shall accept as sufficient evidence of E's good character a certificate which -

(a) attests to E's good character or good repute; and 

(b) is issued by a competent authority in E's attesting State. 
(5) If no such certificate is issued by a competent authority in E's attesting State, for the 

purpose of determining whether E's fitness to practise is impaired, the Registrar shall accept as 

sufficient evidence of E's good character a certificate -

(a) attesting to the authenticity of a declaration on oath made by E -

(i) before a competent judicial or administrative authority, notary or qualified profes

sional body of E's attesting State, and 

(ii) attesting to E's good character; and 
(b) issued by the authority, notary or body referred to in paragraph (a) (i). 

In this subsection, 'declaration on oath' includes a solemn declaration. 

(6) In subsections (2) to (5) the 'attesting State', in relation to E, is -

(a) the relevant European State in which E obtained his medical qualification; or 

(b) (if different) the relevant European State from which E comes to the United Kingdom. 

(7) The Registrar shall not accept any certificate referred to in subsection (2), (3), (4) or (5) if 

it is presented more than three months after the date on which it was issued. 

44C Indemnity arrangements 
(1) A person who holds a licence to practise as a medical practitioner, and practises as such, 

must have in force in relation to him an indemnity arrangement which provides appropriate cover 

for practising as such. 

(2) For the purposes of this section, an 'indemnity arrangement' may comprise -

(a) a policy of insurance; 

(b) an arrangement for the purposes of indemnifying a person; 

(c) a combination of the two. 

(3) For the purposes of this section, 'appropriate cover', in relation to practice as a medical 

practitioner, means cover against liabilities that may be incurred in practising as such which is ap

propriate, having regard to the nature and extent of the risks of practising as such. 

( 4) The General Council may make regulations in connection with the information to be pro
vided to the Registrar -

(a) by or in respect of a person seeking a licence to practise for the purpose of determining 
whether, if he is granted such a licence, there will be in force in relation to him by the 

time he begins to practise an indemnity arrangement which provides appropriate 

cover; and 

(b) by or in respect of a person who holds a licence to practise for the purpose of deter
mining whether there is in force in relation to him an indemnity arrangement which 
provides appropriate cover. 

(5) Regulations made under subsection (4) (b) may require the information mentioned there 
to be provided -

(a) at the request of the Registrar; or 
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(b) on such dates or at such intervals as the Registrar may determine, either generally or in 
relation to individual practitioners or practitioners of a particular description. 

(6) The General Council may also make regulations requiring a person who holds a licence 
to practise to inform the Registrar if there ceases to be in force in relation to him an indemnity 

arrangement which provides appropriate cover. 

(7) The General Council may also make regulations requiring a person who holds a licence to 

practise to inform the Registrar if there is in force in relation to him appropriate cover provided 

under an indemnity arrangement by an employer. 

(8) A licensing authority may refuse to grant a licence to practise to any person who fails 

to comply, or in respect of whom there is a failure to comply, with regulations made under sub
section ( 4) (a) . 

(9) Where a person who holds a licence to practise is in breach of subsection (1) or there is a 

failure to comply with regulations made under subsection ( 4) (b) in relation to him -

(a) a licensing authority may withdraw that person's licence to practise; or 

(b) the breach or failure may be treated as misconduct for the purposes of section 35C(2)(a), 

and the Registrar may accordingly refer the matter to the Investigation Committee 

under section 3SC(4). 

(11) This section does not apply to a person who holds a licence to practise as a result of regis

tration under Schedule 2A (visiting medical practitioners from relevant European States) . 

44D Approved practice settings 
(1) Unless the Registrar otherwise directs in relation to a particular person, a person who is 

registered under section 3 (1) (a) or 21B above after the coming into force of this section shall, be

fore his first revalidation in accordance with Part 3A above after he is registered, practise medicine 

in the United Kingdom only in a practice setting -

(a) where he is subject to a governance system that includes, but is not limited to, provision 

for appropriate supervision and appraisal arrangements or assessments; and 

(b) which is, or which is of a type which is, for the time being recognised by the General 

Council, either generally or in relation to him or to practitioners of his class, as being 

acceptable for a practitioner who is newly fully registered. 

(2) Unless the Registrar otherwise directs in relation to a particular person, a person whose 
name is restored to the register after the coming into force of this section shall, before his first 
revalidation in accordance with Part 3A above after his name is restored to the register, practise 

medicine in the United Kingdom only in a practice setting -

(a) where he is subject to a governance system that includes, but is not limited to, provision 

for appropriate supervision and appraisal arrangements or assessments; and 

(b) which is, or which is of a type which is, for the time being recognised by the General 

Council, either generally or in relation to him or to practitioners of his class, as being 

acceptable for a practitioner who is newly restored to the register. 

(3) The General Council may limit their recognition of-
(a) a particular practice setting so that it is recognised in relation only to one or more par

ticular practitioners or particular classes of practitioner; 
(b) a particular type of practice setting so that it is recognised in relation only to one or 

more particular classes of practitioner. 
(4) The General Council may exclude a particular practice setting from their recognition of a 

particular type of practice setting -

(a) in relation to all practitioners; or 
(b) in relation to one or more particular classes of practitioner. 

(5) The General Council may at any time vary or withdraw their recognition from a particular 
practice setting or a particular type of practice setting. 

(6) An example of a valid reason for withdrawing recognition from a particular practice set

ting, or excluding a particular practice setting from recognition of a particular type of practice 
setting, is that the relevant governance system operated there is not quality assured by a body that 
is acceptable to the General Council as a provider of quality assurance. 
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(a) a person starts practising medicine in a practice setting that is, or is of a type that is, 

recognised under whichever is appropriate of subsection (l)(b) or (2)(b) above, either 

generally or in relation to practitioners of his class; and 

(b) while he is practising medicine there, it ceases to be so recognised, 

it is to be treated as continuing to be recognised in relation to the particular practitioner while he 

continues to practise medicine there. 

(8) The General Council may by regulations make provision for the information to be pro

vided to the Registrar by or in respect of a fully registered person for the purposes of determining 

whether or not he is in breach of subsection (1) or (2) above. 

(9) If a fully registered person -

(a) is in breach of subsection (1) or (2) above; or 

(b) fails to comply with regulations made under subsection (8) above, or there is a failure 

to comply with those regulations in respect of him, 

the breach or failure may be treated as misconduct for the purposes of section 3SC(2) (a) above, and 

the Registrar may refer the matter to the Investigation Committee for investigation by them under 
section 3SC(4) above. 

(11) The General Council may publish guidance for practitioners who -

(a) are newly fully registered or whose names are newly restored to the register; but 

(b) are not subject to the requirements imposed by subsection (1) and (2), 

on what are suitable practice settings for them before their first revalidation in accordance with 

Part 3A above after being registered or before their names are restored to the register. 

PART VA RESPONSIBLE OFFICERS 

45A Requirement to nominate or  appoint responsible officer 
(1) The appropriate authority may by regulations make provision for or in connection with 

requiring designated bodies to nominate or appoint persons who are to have such responsibilities 

as may be conferred on them by virtue of section 45B. 

(2) A person who is so nominated or appointed by a designated body is to be known as its re

sponsible officer (but this is subject to any provision made by virtue of subsection (S) (e)). 

(3) In this Part 'designated body' means -

(a) a body falling within any description of bodies prescribed for the purposes of this 
section, or 

(b) any other body prescribed for those purposes. 
(4) The descriptions of bodies, or particular bodies, that may be so prescribed are descriptions 

of bodies, or particular bodies, appearing to the appropriate authority -

(a) to provide, or arrange for the provision of, health care, or 

(b) to employ or contract with medical practitioners. 
(5) Regulations under this section may make provision -

(a) for conditions that must be satisfied in relation to a person if that person is to be nomi

nated or appointed as, or remain as, a responsible officer of a designated body, 

(b) authorising or requiring a designated body to nominate or appoint more than one re
sponsible officer, 

(c) for a single person to be nominated or appointed as the responsible officer for each of 

two or more designated bodies where those bodies are satisfied as to the prescribed 
matters, 

(d) requiring a designated body that has a responsible officer to provide to the officer, or, if 
that designated body does not employ the officer, to the employer of the officer, funds 

and other resources necessary for enabling the officer to discharge the officer's pre

scribed responsibilities as a responsible officer for the designated body, 
(e) for the persons nominated or appointed as mentioned in subsection (1) to be known by 

such name as is prescribed, and 
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(f) for making such amendments of any enactment as appear to the appropriate authority 

to be required in connection with any provision made by virtue of paragraph (e) . 

(6) The conditions imposed under subsection (5)(a) may in particular include a requirement 
for the designated body to consult the General Council before nominating or appointing any person 

as a responsible officer for the body. 

(7) Regulations under this section may in prescribed cases provide that a responsible officer for 
a designated body is to be nominated by the appropriate authority instead of the designated body. 

(8) In this section -

'health care' means services provided to individuals for or in connection with the prevention, 

diagnosis or treatment of illness; 

'illness' has the same meaning as in section 25(1) of the Health Act 2006. 

PART VI PRIVILEGE S OF REGISTERED 

PRACTITIONERS 

46 Recovery of fees 
(1) Except as provided in subsection (2A) below, no person shall be entitled to recover any 

charge in any court of law for any medical advice or attendance, or for the performance of any op

eration, unless he proves that he is fully registered and holds a licence to practise. 

(2A) Subsection (1) above shall not apply to fees in respect of medical services lawfully provided 

(a) under arrangements to provide services as part of the health service, the Northern 

Ireland health service or the Scottish health service (those terms having the same 

meaning here as in section 29G(3) above); 
(b) by any person who is not a medical practitioner but who is entitled to provide those 

medical services by virtue of an enforceable EU right; 
(c) by a person who is a member of a profession regulated by a body, apart from the General 

Council, mentioned in section 25(3) of the National Health Service Reform and Health 

Care Professions Act 2002. 

(3) Where a practitioner is a fellow of a college of physicians, fellows of which are prohibited 

by byelaw from recovering by law their expenses, charges or fees, then, notwithstanding that he is 

fully registered and holds a licence to practise, the prohibitory byelaw, so long as it is in force, may be 
pleaded in bar of any legal proceedings instituted by him for the recovery of expenses, charges or fees. 

47 Appointments not to be held except by fully registered practitioners 
who hold licences to practise 

(1) Subject to subsection (2) below, only a person who is fully registered and who holds a li

cence to practise may hold any appointment as physician, surgeon or other medical officer -

(a) in the naval, military or air service, 

(b) in any hospital or other place for the reception of persons suffering from mental disorder, or in 

any other hospital, infirmary or dispensary not supported wholly by voluntary contributions, 

(c) in any prison, or 
(d) in any other public establishment, body or institution, or to any friendly or other society 

for providing mutual relief in sickness, infirmity or old age. 
(2) Nothing in this section shall prevent any person who is not a Commonwealth citizen from 

being and acting as the resident physician or medical officer of any hospital established exclusively 

for the relief of foreigners in sickness, so long as he -
(a) has obtained from a foreign university a degree or diploma of doctor in medicine and has 

passed the regular examinations entitling him to practise medicine in his own country, and 
(b) is engaged in no medical practise except as such a resident physician or medical officer. 

(3) None of the suspension events mentioned in subsection (4) below shall terminate any 
appointment such as is mentioned in subsection (1) above but the person suspended shall not per
form the duties of such an appointment during the suspension. 

(4) The suspension events are -
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(a) the suspension of registration of a person by a Medical Practitioners Tribunal -

(i) following a finding of impairment of fitness to practise by reason of deficient profes

sional performance or adverse physical or mental health under section 35D above, or 
(ii) under paragraph 5A(3D) or 5C(4) of Schedule 4 to this Act; 

(b) an order for immediate suspension by a Medical Practitioners Tribunal under section 

38(1) above; or 

(c) an interim suspension order by an Interim Orders Tribunal or a Medical Practitioners 

Tribunal under section 41A above (or such an order as extended under that section) . 

48 Certificates invalid if not signed by fully registered practitioners who 
hold licences to practise 
A certificate required by any enactment, whether passed before or after the commencement of this 

Act, from any physician, surgeon, licentiate in medicine and surgery or other medical practitioner 

shall not be valid unless the person signing it is fully registered and holds a licence to practise. 

49 Penalty for pretending to be registered 
(1) Any person who wilfully and falsely pretends to be or takes or uses the name or title of 

physician, doctor of medicine, licentiate in medicine and surgery, bachelor of medicine, surgeon, 

general practitioner or apothecary, or any name, title, addition or description implying that he is 
registered under any provision of this Act, or that he is recognised by law as a physician or surgeon 
or licentiate in medicine and surgery or a practitioner in medicine or an apothecary, shall be liable 

on summary conviction to a fine not exceeding level 5 on the standard scale. 

49A Penalty for pretending to hold a licence to practise 
(1) If a person who does not hold a licence to practise -

(a) holds himself out as having such a licence; or 

(b) engages in conduct calculated to suggest that he has such a licence, he shall be liable on 
summary conviction to a fine not exceeding level 5 on the standard scale. 

Surrogacy Arrangements Act 1985 

(1985, c. 49) 

1 Meaning of 'surrogate mother', 'surrogacy arrangement' and 
other terms 

(1) The following provisions shall have effect for the interpretation of this Act. 

(2) 'Surrogate mother' means a woman who carries a child in pursuance of an arrangement 
(a) made before she began to carry the child, and 

(b) made with a view to any child carried in pursuance of it being handed over to, and par
ental responsibility being met (so far as practicable) by, another person or other persons. 

(3) An arrangement is a surrogacy arrangement if, were a woman to whom the arrangement 

relates to carry a child in pursuance of it, she would be a surrogate mother. 

( 4) In determining whether an arrangement is made with such a view as is mentioned in sub

section (2) above regard may be had to the circumstances as a whole (and, in particular, where 
there is a promise or understanding that any payment will or may be made to the woman or for her 
benefit in respect of the carrying of any child in pursuance of the arrangement, to that promise or 
understanding). 

(5) An arrangement may be regarded as made with such a view though subject to conditions 
relating to the handing over of any child. 

(6) A woman who carries a child is to be treated for the purposes of subsection (2) (a) above as 
beginning to carry it at the time of the insemination or of the placing in her of an embryo, of an egg 

in the process of fertilisation or of sperm and eggs, as the case may be, that results in her carrying 
the child. 

(7) 'Body of persons' means a body of persons corporate or unincorporate. 
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(7A) 'Non-profit making body' means a body of persons whose activities are not carried on for 

profit. 

(8) 'Payment' means payment in money or money's worth. 

(9) This Act applies to arrangements whether or not they are lawful. 

lA Surrogacy arrangements unenforceable 
No surrogacy arrangement is enforceable by or against any of the persons making it. 

2 Negotiating surrogacy arrangements on a commercial basis, etc. 
(1) No person shall on a commercial basis do any of the following acts in the United Kingdom, 

that is -

(a) initiate any negotiations with a view to the making of a surrogacy arrangement, (aa) 

take part in any negotiations with a view to the making of a surrogacy arrangement, 

(b) offer or agree to negotiate the making of a surrogacy arrangement, or 

(c) compile any information with a view to its use in making, or negotiating the making of, 

surrogacy arrangements; 
and no person shall in the United Kingdom knowingly cause another to do any of those acts on a 
commercial basis. 

(2) A person who contravenes subsection (1) above is guilty of an offence; but it is not a contra

vention of that subsection -

(a) for a woman, with a view to becoming a surrogate mother herself, to do any act men

tioned in that subsection or to cause such an act to be done, or 

(b) for any person, with a view to a surrogate mother carrying a child for him, to do such an 

act or to cause such an act to be done. 
(2A) A non-profit making body does not contravene subsection (1) merely because -

(a) the body does an act falling within subsection (1) (a) or (c) in respect of which any rea

sonable payment is at any time received by it or another, or 
(b) it does an act falling within subsection (l) (a) or (c) with a view to any reasonable pay

ment being received by it or another in respect of facilitating the making of any surro

gacy arrangement. 

(2B) A person who knowingly causes a non-profit making body to do an act falling within 

subsection (l)(a) or (c) does not contravene subsection (1) merely because -

(a) any reasonable payment is at any time received by the body or another in respect of the 

body doing the act, or 
(b) the body does the act with a view to any reasonable payment being received by it or an

other person in respect of the body facilitating the making of any surrogacy arrangement. 

(2C) Any reference in subsection (2A) or (2B) to a reasonable payment in respect of the doing 

of an act by a non-profit making body is a reference to a payment not exceeding the body's costs 

reasonably attributable to the doing of the act. 

(3) For the purposes of this section, a person does an act on a commercial basis (subject to 

subsection (4) below) if-
(a) any payment is at any time received by himself or another in respect of it, or 

(b) he does it with a view to any payment being received by himself or another in respect 
of making, or negotiating or facilitating the making of, any surrogacy arrangement. In 
this subsection 'payment' does not include payment to or for the benefit of a surrogate 

mother or prospective surrogate mother. 
(4) In proceedings against a person for an offence under subsection (1) above, he is not to be 

treated as doing an act on a commercial basis by reason of any payment received by another in 
respect of the act if it is proved that -

(a) in a case where the payment was received before he did the act, he did not do the act 

knowing or having reasonable cause to suspect that any payment had been received in 
respect of the act; and 
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(b) in any other case, he did not do the act with a view to any payment being received in 

respect of it. 

(5) Where -

(a) a person acting on behalf of a body of persons takes any part in negotiating or facili
tating the making of a surrogacy arrangement in the United Kingdom, and 

(b) negotiating or facilitating the making of surrogacy arrangements is an activity of the 

body, then, if the body at any time receives any payment made by or on behalf of

(i) a woman who carries a child in pursuance of the arrangement, 

(ii) the person or persons for whom she carries it, or 

(iii) any person connected with the woman or with that person or those persons, the 

body is guilty of an offence. 

For the purposes of this subsection, a payment received by a person connected with a body is to be 

treated as received by the body. 

(SA) A non-profit making body is not guilty of an offence under subsection (5), in respect of the 

receipt of any payment described in that subsection, merely because a person acting on behalf of the 

body takes part in facilitating the making of a surrogacy arrangement. 

(6) In proceedings against a body for an offence under subsection (S) above, it is a defence to 

prove that the payment concerned was not made in respect of the arrangement mentioned in para

graph (a) of that subsection. 

(7) A person who in the United Kingdom takes part in the management or control -

(a) of any body of persons, or 

(b) of any of the activities of any body of persons, 
is guilty of an offence if the activity described in subsection (S) below is an activity of the body 

concerned. 

(S) The activity referred to in subsection (7) above is negotiating or facilitating the making of 

surrogacy arrangements in the United Kingdom, being -

(a) arrangements the making of which is negotiated or facilitated on a commercial basis, 

or 

(b) arrangements in the case of which payments are received (or treated for the purposes of 

subsection (5) above as received) by the body concerned in contravention of subsection 
(S) above. 

(SA) A person is not guilty of an offence under subsection (7) if-

(a) the body of persons referred to in that subsection is a non-profit making body, and 

(b) the only activity of that body which falls within subsection (S) is facilitating the making 

of surrogacy arrangements in the United Kingdom. 

(SB) In subsection (SA)(b) 'facilitating the making of surrogacy arrangements' is to be con

strued in accordance with subsection (S). 

(9) In proceedings against a person for an offence under subsection (7) above, it is a defence to 

prove that he neither knew nor had reasonable cause to suspect that the activity described in sub

section (S) above was an activity of the body concerned; and for the purposes of such proceedings 

any arrangement falling within subsection (S) (b) above shall be disregarded if it is proved that the 
payment concerned was not made in respect of the arrangement. 

3 Advertisements about surrogacy 
(1) This section applies to any advertisement containing an indication (however expressed) -

(a) that any person is or may be willing to enter into a surrogacy arrangement or to nego
tiate or facilitate the making of a surrogacy arrangement, or 

(b) that any person is looking for a woman willing to become a surrogate mother or for per
sons wanting a woman to carry a child as a surrogate mother. 

(lA) This section does not apply to any advertisement placed by, or on behalf of, a 
non-profit making body if the advertisement relates only to the doing by the body of acts that 
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would not contravene section 2(1) even if done on a commercial basis (within the meaning of 
section 2) . 

(2) Where a newspaper or periodical containing an advertisement to which this section 
applies is published in the United Kingdom, any proprietor, editor or publisher of the newspaper or 

periodical is guilty of an offence. 

(3) Where an advertisement to which this section applies is conveyed by means of a telecom

munication system so as to be seen or heard (or both) in the United Kingdom, any person who in 

the United Kingdom causes it to be so conveyed knowing it to contain such an indication as is men

tioned in subsection (1) above is guilty of an offence. 
(4) A person who publishes or causes to be published in the United Kingdom an advertisement 

to which this section applies (not being an advertisement contained in a newspaper or periodical 
or conveyed by means of a telecommunication system) is guilty of an offence. 

(5) A person who distributes or causes to be distributed in the United Kingdom an adver

tisement to which this section applies (not being an advertisement contained in a newspaper or 

periodical published outside the United Kingdom or an advertisement conveyed by means of a 

telecommunication system) knowing it to contain such an indication as is mentioned in subsection 

(1) above is guilty of an offence. 

4 Offences 
(1) A person guilty of an offence under this Act shall be liable on summary conviction -

(a) in the case of an offence under section 2 to a fine not exceeding level 5 on the standard 

scale or to imprisonment for a term not exceeding 3 months or both, 

(b) in the case of an offence under section 3 to a fine not exceeding level 5 on the 

standard scale. 

In this subsection 'the standard scale' has the meaning given by section 75 of the Criminal Justice 

Act 1982. 

(2) No proceedings for an offence under this Act shall be instituted -

(a) in England and Wales, except by or with the consent of the Director of Public 
Prosecutions; and 

(b) in Northern Ireland, except by or with the consent of the Director of Public Prosecutions 

for Northern Ireland. 

Family Law Reform Act 1987 

(1987, c. 42) 

27 Artificial insemination 
(1) Where after the coming into force of this section a child is born in England and Wales as the 

result of the artificial insemination of a woman who -

(a) was at the time of the insemination a party to a marriage (being a marriage which had 

not at that time been dissolved or annulled); and 
(b) was artificially inseminated with the semen of some person other than the other party 

to that marriage, 

then, unless it is proved to the satisfaction of any court by which the matter has to be determined 

that the other party to that marriage did not consent to the insemination, the child shall be treated 
in law as the child of the parties to that marriage and shall not be treated as the child of any person 
other than the parties to that marriage. 

(2) Any reference in this section to a marriage includes a reference to a void marriage if 
at the time of the insemination resulting in the birth of the child both or either of the parties 

reasonably believed that the marriage was valid; and for the purposes of this section it shall be 
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presumed, unless the contrary is shown, that one of the parties so believed at that time that the 

marriage was valid: 

Consumer Protection Act 1987 

(1987, c. 43) 

PART I PRODUCT LIABILITY 

1 Purpose and construction of Part I 
(1) This Part shall have effect for the purpose of making such provision as is necessary in order 

to comply with the product liability Directive and shall be construed accordingly. 

(2) In this Part, except in so far as the context otherwise requires -
'dependant' and 'relative' have the same meaning as they have in, respectively, the Fatal 

Accidents Act 1976 and the Damages (Scotland) Act2011; 

'producer', in relation to a product, means -

(a) the person who manufactured it; 

(b) in the case of a substance which has not been manufactured but has been won or 

abstracted, the person who won or abstracted it; 

(c) in the case of a product which has not been manufactured, won or abstracted but es

sential characteristics of which are attributable to an industrial or other process having 

been carried out (for example, in relation to agricultural produce), the person who car

ried out that process; 

'product' means any goods or electricity and (subject to subsection (3) below) includes a product 

which is comprised in another product, whether by virtue of being a component part or raw ma

terial or otherwise; and 

'the product liability Directive' means the Directive of the Council of the European Communities, 

dated 25th July 1985 (No. 85/374/EEC) on the approximation of the laws, regulations and admin

istrative provisions of the member States concerning liability for defective products. 

(3) For the purposes of this Part a person who supplies any product in which products are 

comprised, whether by virtue of being component parts or raw materials or otherwise, shall 
not be treated by reason only of his supply of that product as supplying any of the products so 

comprised. 

2 Liability for defective products 
(1) Subject to the following provisions of this Part, where any damage is caused wholly or 

partly by a defect in a product, every person to whom subsection (2) below applies shall be liable 

for the damage. 

(2) This subsection applies to -

(a) the producer of the product; 
(b) any person who, by putting his name on the product or using a trade mark or other dis

tinguishing mark in relation to the product, has held himself out to be the producer of 

the product; 
(c) any person who has imported the product into a member State from a place outside the 

member States in order, in the course of any business of his, to supply it to another. 

(3) Subject as aforesaid, where any damage is caused wholly or partly by a defect in a product, 

any person who supplied the product (whether to the person who suffered the damage, to the 

* Editors' note: See also the Human Fertilisation and Embryology Acts 1990 and 2008. 



98 Consumer Protection Act 1987 

producer of any product in which the product in question is comprised or to any other person) shall 

be liable for the damage if -
(a) the person who suffered the damage requests the supplier to identify one or more of the 

persons (whether still in existence or not) to whom subsection (2) above applies in rela

tion to the product; 
(b) that request is made within a reasonable period after the damage occurs and at a time 

when it is not reasonably practicable for the person making the request to identify all 
those persons; and 

(c) the supplier fails, within a reasonable period after receiving the request, either to 

comply with the request or to identify the person who supplied the product to him. 

(5) Where two or more persons are liable by virtue of this Part for the same damage, their li

ability shall be joint and several. 
(6) This section shall be without prejudice to any liability arising otherwise than by virtue of 

this Part. 

3 Meaning of 'defect' 
(1) Subject to the following provisions of this section, there is a defect in a product for the 

purposes of this Part if the safety of the product is not such as persons generally are entitled to ex

pect; and for those purposes 'safety', in relation to a product, shall include safety with respect to 

products comprised in that product and safety in the context of risks of damage to property, as well 

as in the context of risks of death or personal injury. 

(2) In determining for the purposes of subsection (1) above what persons generally are enti

tled to expect in relation to a product all the circumstances shall be taken into account, including 

(a) the manner in which, and purposes for which, the product has been marketed, its get-up, 

the use of any mark in relation to the product and any instructions for, or warnings with 

respect to, doing or refraining from doing anything with or in relation to the product; 

(b) what might reasonably be expected to be done with or in relation to the product; and 

(c) the time when the product was supplied by its producer to another; and nothing in this 

section shall require a defect to be inferred from the fact alone that the safety of a product 

which is supplied after that time is greater than the safety of the product in question. 

4 Defences 
(1) In any civil proceedings by virtue of this Part against any person ('the person proceeded 

against') in respect of a defect in a product it shall be a defence for him to show -

(a) that the defect is attributable to compliance with any requirement imposed by or under 

any enactment or with any EU obligation; or 
(b) that the person proceeded against did not at any time supply the product to another; or 

(c) that the following conditions are satisfied, that is to say -

(i) that the only supply of the product to another by the person proceeded against was 

otherwise than in the course of a business of that person's; and 
(ii) that section 2(2) above does not apply to that person or applies to him by virtue 

only of things done otherwise than with a view to profit; or 

(d) that the defect did not exist in the product at the relevant time; or 
(e) that the state of scientific and technical knowledge at the relevant time was not such 

that a producer of products of the same description as the product in question might be 

expected to have discovered the defect if it had existed in his products while they were 

under his control; or 
(f) that the defect -

(i) constituted a defect in a product ('the subsequent product') in which the product 

in question had been comprised; and 
(ii) was wholly attributable to the design of the subsequent product or to compliance 

by the producer of the product in question with instructions given by the producer 
of the subsequent product. 
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(2) In this section 'the relevant time', in relation to electricity, means the time at which it 

was generated, being a time before it was transmitted or distributed, and in relation to any other 

product, means -

(a) if the person proceeded against is a person to whom subsection (2) of section 2 above 

applies in relation to the product, the time when he supplied the product to another; 
(b) if that subsection does not apply to that person in relation to the product, the time when 

the product was last supplied by a person to whom that subsection does apply in relation 
to the product. 

5 Damage giving rise to liability 
(1) Subject to the following provisions of this section, in this Part 'damage' means death or 

personal injury or any loss of or damage to any property (including land). 

(2) A person shall not be liable under section 2 above in respect of any defect in a product for 

the loss of or any damage to the product itself or for the loss of or any damage to the whole or any 

part of any product which has been supplied with the product in question comprised in it. 

(3) A person shall not be liable under section 2 above for any loss of or damage to any property 
which, at the time it is lost or damaged, is not -

(a) of a description of property ordinarily intended for private use, occupation or 

consumption; and 

(b) intended by the person suffering the loss or damage mainly for his own private use, 

occupation or consumption. 

(4) No damages shall be awarded to any person by virtue of this Part in respect of any loss of or 

damage to any property if the amount which would fall to be so awarded to that person, apart from 
this subsection and any liability for interest, does not exceed £275. 

(5) In determining for the purposes of this Part who has suffered any loss of or damage to 

property and when any such loss or damage occurred, the loss or damage shall be regarded as hav

ing occurred at the earliest time at which a person with an interest in the property had knowledge 

of the material facts about the loss or damage. 

(6) For the purposes of subsection (5) above the material facts about any loss of or damage to 

any property are such facts about the loss or damage as would lead a reasonable person with an 

interest in the property to consider the loss or damage sufficiently serious to justify his instituting 

proceedings for damages against a defendant who did not dispute liability and was able to satisfy 

a judgment. 
(7) For the purposes of subsection (5) above a person's knowledge includes knowledge which 

he might reasonably have been expected to acquire -

(a) from facts observable or ascertainable by him; or 

(b) from facts ascertainable by him with the help of appropriate expert advice which it is 
reasonable for him to seek; 

but a person shall not be taken by virtue of this subsection to have knowledge of a fact ascertainable 

by him only with the help of expert advice unless he has failed to take all reasonable steps to obtain 

(and, where appropriate, to act on) that advice. 

(8) Subsections (5) to (7) above shall not extend to Scotland. 

6 Application of certain enactments etc. 
(1) Any damage for which a person is liable under section 2 above shall be deemed to have 

been caused -
(a) for the purposes of the Fatal Accidents Act 1976, by that person's wrongful act, neglect 

or default; 
(2) Where -

(a) a person's death is caused wholly or partly by a defect in a product, or a person dies after 
suffering damage which has been so caused; 

(b) a request such as mentioned in paragraph (a) of subsection (3) of section 2 above is 
made to a supplier of the product by that person's personal representatives or, in the 
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case of a person whose death is caused wholly or partly by the defect, by any dependant 

or relative of that person; and 
(c) the conditions specified in paragraphs (b) and (c) of that subsection are satisfied in re-

lation to that request, 

this Part shall have effect for the purposes of the Law Reform (Miscellaneous Provisions) Act 1934, 
the Fatal Accidents Act 1976 and the Damages (Scotland) Act 2011 as if liability of the supplier to 

that person under that subsection did not depend on that person having requested the supplier to 

identify certain persons or on the said conditions having been satisfied in relation to a request made 

by that person. 

(3) Section 1 of the Congenital Disabilities (Civil Liability) Act 1976 shall have effect for the 

purposes of this Part as if-

(a) a person were answerable to a child in respect of an occurrence caused wholly or partly 

by a defect in a product ifhe is or has been liable under section 2 above in respect of any 

effect of the occurrence on a parent of the child, or would be so liable if the occurrence 

caused a parent of the child to suffer damage; 

(b) the provisions of this Part relating to liability under section 2 above applied in relation 

to liability by virtue of paragraph (a) above under the said section l; and 

(c) subsection (6) of the said section 1 (exclusion of !iability) were omitted. 

(4) Where any damage is caused partly by a defect in a product and partly by the fault of the 

person suffering the damage, the Law Reform (Contributory Negligence) Act 1945 and section 5 

of the Fatal Accidents Act 1976 (contributory negligence) shall have effect as if the defect were the 

fault of every person liable by virtue of this Part for the damage caused by the defect. 
(5) In subsection (4) above 'fault' has the same meaning as in the said Act of 1945. 

(7) It is hereby declared that liability by virtue of this Part is to be treated as liability in tort 
for the purposes of any enactment conferring jurisdiction on any court with respect to any matter. 

7 Prohibition on exclusions from liability 
The liability of a person by virtue of this Part to a person who has suffered damage caused wholly 

or partly by a defect in a product, or to a dependant or relative of such a person, shall not be limited 

or excluded by any contract term, by any notice or by any other provision. 

Access to Medical Reports Act 1988 

(1988, c. 28) 

1 Right of access 
It shall be the right of an individual to have access, in accordance with the provisions of this Act, 

to any medical report relating to the individual which is to be, or has been, supplied by a medical 

practitioner for employment purposes or insurance purposes. 

2 Interpretation 
(1) In this Act -

'the applicant' means the person referred to in section 3(1) below; 
'care' includes examination, investigation or diagnosis for the purposes of, or in connection 

with, any form of medical treatment; 

'employment purposes', in the case of any individual, means the purposes in relation to the in

dividual of any person by whom he is or has been, or is seeking to be, employed (whether under a 
contract of service or otherwise); 

'health professional' has the same meaning as in the Data Protection Act 2018. 
'insurance purposes', in a case of any individual who has entered into, or is seeking to enter 

into, a contract of insurance with an insurer, means the purposes of that insurer in relation to that 
individual; 
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(a) a person who has permission under Part 4A of the Financial Services and Markets Act 

2000 to effect or carry out contracts of insurance; 

(b) an EEA firm of the kind mentioned in paragraph S(d) of Schedule 3 to that Act, which 

has permission under paragraph 15 of that Schedule (as a result of qualifying for au

thorisation under paragraph 12 of that Schedule) to effect or carry out relevant con

tracts of insurance; 

'medical practitioner' means a person registered under the Medical Act 1983; 
'medical report', in the case of an individual, means a report relating to the physical or mental 

health of the individual prepared by a medical practitioner who is or has been responsible for the 

clinical care of the individual. 

(lA) The definitions of 'insurance purposes' and 'insurer' in subsection (1) must be 

read with -

(a) section 22 of the Financial Services and Markets Act 2002; 

(b) any relevant order under that section; and 

(c) Schedule 2 to that Act. 
(2) Any reference in this Act to the supply of a medical report for employment or insurance 

purposes shall be construed -
(a) as a reference to the supply of such a report for employment or insurance purposes 

which are purposes of the person who is seeking to be supplied with it; or 

(b) (in the case of a report that has already been supplied) as a reference to the supply of 

such a report for employment or insurance purposes which, at the time of its being sup

plied, were purposes of the person to whom it was supplied. 

3 Consent to applications for medical reports for employment or 
insurance purposes 

(1) A person shall not apply to a medical practitioner for a medical report relating to any indi
vidual to be supplied to him for employment or insurance purposes unless -

(a) that person ('the applicant') has notified the individual that he proposes to make the 

application; and 

(b) the individual has notified the applicant that he consents to the making of the 

application. 

(2) Any notification given under subsection (l) (a) above must inform the individual of his 

right to withhold his consent to the making of the application, and of the following rights under 

this Act, namely-

(a) the rights arising under sections 4(1) to (3) and 6(2) below with respect to access to the 
report before or after it is supplied, 

(b) the right to withhold consent under subsection (1) of section 5 below, and 

(c) the right to request the amendment of the report under subsection (2) of that section, as 

well as of the effect of section 7 below. 

4 Access to reports before they are supplied 
(1) An individual who gives his consent under section 3 above to the making of an application 

shall be entitled, when giving his consent, to state that he wishes to have access to the report to be 
supplied in response to the application before it is so supplied; and, ifhe does so, the applicant shall

(a) notify the medical practitioner of that fact at the time when the application is made, and 
(b) at the same time notify the individual of the making of the application; and each such 

notification shall contain a statement of the effect of subsection (2) below. 

(2) Where a medical practitioner is notified by the applicant under subsection (1) above that 
the individual in question wishes to have access to the report before it is supplied, the practitioner 

shall not supply the report unless -

(a) he has given the individual access to it and any requirements of section 5 below have 
been complied with, or 
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(b) the period of 21 days beginning with the date of the making of the application has 

elapsed without his having received any communication from the individual concern

ing arrangements for the individual to have access to it. 
(3) Where a medical practitioner -

(a) receives an application for a medical report to be supplied for employment or insur

ance purposes without being notified by the applicant as mentioned in subsection (1) 

above, but 

(b) before supplying the report receives a notification from the individual that he wishes 

to have access to the report before it is supplied, the practitioner shall not supply the 

report unless -
(i) he has given the individual access to it and any requirements of section 5 below 

have been complied with, or 

(ii) the period of 21 days beginning with the date of that notification has elapsed 

without his having received (either with that notification or otherwise) any com

munication from the individual concerning arrangements for the individual to 

have access to it. 

(4) References in this section and section 5 below to giving an individual access to a medical 
report are references to -

(a) making the report or a copy of it available for his inspection; or 
(b) supplying him with a copy of it; 

and where a copy is supplied at the request, or otherwise with the consent, of the individual the 

practitioner may charge a reasonable fee to cover the costs of supplying it. 

5 Consent to supplying of report and correction of errors 
(1) Where an individual has been given access to a report under section 4 above the report 

shall not be supplied in response to the application in question unless the individual has notified 

the medical practitioner that he consents to its being so supplied. 

(2) The individual shall be entitled, before giving his consent under subsection (1) above, to 

request the medical practitioner to amend any part of the report which the individual considers to 

be incorrect or misleading; and, if the individual does so, the practitioner -

(a) if he is to any extent prepared to accede to the individual's request, shall amend the re

port accordingly; 

(b) if he is to any extent not prepared to accede to it but the individual requests him to 

attach to the report a statement of the individual's views in respect of any part of the 

report which he is declining to amend, shall attach such a statement to the report. 
(3) Any request made by an individual under subsection (2) above shall be made in writing. 

6 Retention of reports 
(1) A copy of any medical report which a medical practitioner has supplied for employment or in

surance purposes shall be retained by him for at least six months from the date on which it was supplied. 

(2) A medical practitioner shall, if so requested by an individual, give the individual access to 

any medical report relating to him which the practitioner has supplied for employment or insur
ance purposes in the previous six months. 

(3) The reference in subsection (2) above to giving an individual access to a medical report is 

a reference to -
(a) making a copy of the report available for his inspection; or 
(b) supplying him with a copy of it; 

and where a copy is supplied at the request, or otherwise with the consent, of the individual the 

practitioner may charge a reasonable fee to cover the costs of supplying it. 

7 Exemptions 
(1) A medical practitioner shall not be obliged to give an individual access, in accordance with 

the provisions of section 4(4) or 6(3) above, to anypartofa medical report whose disclosure would in 
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the opinion of the practitioner be likely to cause serious harm to the physical or mental health of the 

individual or others or would indicate the intentions of the practitioner in respect of the individual. 

(2) A medical practitioner shall not be obliged to give an individual access, in accordance 

with those provisions, to any part of a medical report whose disclosure would be likely to reveal 

information about another person, or to reveal the identity of another person who has supplied 

information to the practitioner about the individual, unless -

(a) that person has consented; or 

(b) that person is a health professional who has been involved in the care of the individual 

and the information relates to or has been provided by the professional in that capacity. 
(3) Where it appears to a medical practitioner that subsection (1) or (2) above is applicable to 

any part (but not the whole) of a medical report -

(a) he shall notify the individual of that fact; and 
(b) references in the preceding sections of this Act to the individual being given access to 

the report shall be construed as references to his being given access to the remainder of 

it; and other references to the report in sections 4(4), 5(2) and 6(3) above shall similarly 

be construed as references to the remainder of the report. 

(4) Where it appears to a medical practitioner that subsection (1) or (2) above is applicable to 

the whole of a medical report -

(a) he shall notify the individual of that fact; but 
(b) he shall not supply the report unless he is notified by the individual that the individual 

consents to its being supplied; 
and accordingly, ifhe is so notified by the individual, the restrictions imposed by section 4(2) and (3) 
above on the supply of the report shall not have effect in relation to it. 

8 Application to the court 
(1) If a court is satisfied on the application of an individual that any person, in connection with 

a medical report relating to that individual, has failed or is likely to fail to comply with any require

ment of this Act, the court may order that person to comply with that requirement. 

(2) The jurisdiction conferred by this section shall be exercisable by the county court or, in 
Scotland, by the sheriff. 

9 Notifications under this Act 
Any notification required or authorised to be given under this Act -

(a) shall be given in writing; and 

(b) may be given by post. 

Children Act 1989 

(1989, c. 41) 

PART I INTRODUCTORY 

1 Welfare of the child 
(1) When a court determines any question with respect to -

(a) the upbringing of a child; or 

(b) the administration of a child's property or the application of any income arising from it, 
the child's welfare shall be the court's paramount consideration. 

(lA) Where a child -
(a) has a parent by virtue of section 42 of the Human Fertilisation and Embryology Act 

2008; or 
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(b) has a parent by virtue of section 43 of that Act and is a person to whom section 1(3) of 

the Family Law Reform Act 1987 applies, 
the child's mother and the other parent shall each have parental responsibility fc;ir the child. 

(2) In any proceedings in which any question with respect to the upbringing of a child arises, 

the court shall have regard to the general principle that any delay in determining the question is 

likely to prejudice the welfare of the child. 

(2A) A court, in the circumstances mentioned in subsection (4) (a) or (7), is as respects each 

parent within subsection (6) (a) to presume, unless the contrary is shown, that involvement of that 

parent in the life of the child concerned will further the child's welfare. 

(2B) In subsection (2A) 'involvement' means involvement of some kind, either direct or indirect, 

but not any particular division of a child's time. 

(3) In the circumstances mentioned in subsection (4), a court shall have regard in par

ticular to -

(a) the ascertainable wishes and feelings of the child concerned (considered in the light of 

his age and understanding); 

(b) his physical, emotional and educational needs; 

(c) the likely effect on him of any change in his circumstances; 
(d) his age, sex, background and any characteristics of his which the court considers 

relevant; 

(e) any harm which he has suffered or is at risk of suffering; 

(f) how capable each of his parents, and any other person in relation to whom the court 

considers the question to be relevant, is of meeting his needs; 

(g) the range of powers available to the court under this Act in the proceedings in question. 

(4) The circumstances are that -

(a) the court is considering whether to make, vary or discharge a section 8 order, and the 

making, variation or discharge of the order is opposed by any party to the proceedings; 

or 

(b) the court is considering whether to make, vary or discharge a special guardianship 
order or an order under Part IV. 

(5) Where a court is considering whether or not to make one or more orders under this Act 

with respect to a child, it shall not make the order or any of the orders unless it considers that doing 

so would be better for the child than making no order at all. 

2 Parental responsibility for children 
(1) Where a child's father and mother were married to each other at the time of his birth, they 

shall each have parental responsibility for the child. 
(lA) Where a child -

(a) has a parent by virtue of section 42 of the Human Fertilisation and Embryology Act 

2008; or 

(b) has a parent by virtue of section 43 of that Act and is a person to whom section 1(3) of 

the Family Law Reform Act 1987 applies, 
the child's mother and the other parent shall each have parental responsibility for the child. 

(2) Where a child's father and mother were not married to each other at the time of his birth -
(a) the mother shall have parental responsibility for the child; 

(b) the father shall have parental responsibility for the child if he has acquired it (and has 

not ceased to have it) in accordance with the provisions of this Act. 
(2A) Where a child has a parent by virtue of section 43 of the Human Fertilisation and 

Embryology Act 2008 and is not a person to whom section 1(3) of the Family Law Reform Act 1987 

applies -

(a) the mother shall have parental responsibility for the child; 
(b) the other parent shall have parental responsibility for the child if she has acquired it 

(and has not ceased to have it) in accordance with the provisions of this Act. 
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(3) References in this Act to a child whose father and mother were, or (as the case may be) 

were not, married to each other at the time of his birth must be read with section 1 of the Family 

Law Reform Act 1987 (which extends their meaning). 
(4) The rule oflaw that a father is the natural guardian of his legitimate child is abolished. 
(5) More than one person may have parental responsibility for the same child at the same time. 

(6) A person who has parental responsibility for a child at any time shall not cease to have that 

responsibility solely because some other person subsequently acquires parental responsibility for 

the child. 

(7) Where more than one person has parental responsibility for a child, each of them may act 

alone and without the other (or others) in meeting that responsibility; but nothing in this Part shall 

be taken to affect the operation of any enactment which requires the consent of more than one 

person in a matter affecting the child. 

(8) The fact that a person has parental responsibility for a child shall not entitle him to act 

in any way which would be incompatible with any order made with respect to the child under 
this Act. 

(9) A person who has parental responsibility for a child may not surrender or transfer any part 
of that responsibility to another but may arrange for some or all of it to be met by one or more per

sons acting on his behalf. 

(10) The person with whom any such arrangement is made may himself be a person who al

ready has parental responsibility for the child concerned. 

(11) The making of any such arrangement shall not affect any liability of the person making 

it which may arise from any failure to meet any part of his parental responsibility for the child 

concerned. 

3 Meaning of 'parental responsibility' 
(1) In this Act 'parental responsibility' means all the rights, duties, powers, responsibilities 

and authority which by law a parent of a child has in relation to the child and his property. 

(2) It also includes the rights, powers and duties which a guardian of the child's estate 

(appointed, before the commencement of section 5, to act generally) would have had in relation to 

the child and his property. 

(3) The rights referred to in subsection (2) include, in particular, the right of the guardian to 
receive or recover in his own name, for the benefit of the child, property of whatever description 

and wherever situated which the child is entitled to receive or recover. 

(4) The fact that a person has, or does not have, parental responsibility for a child shall not 

affect -

(a) any obligation which he may have in relation to the child (such as a statutory duty to 

maintain the child); or 

(b) any rights which, in the event of the child's death, he (or any other person) may have in 

relation to the child's property. 

(5) A person who -
(a) does not have parental responsibility for a particular child; but 

(b) has care of the child, 
may (subject to the provisions of this Act) do what is reasonable in all the circumstances of the case 

for the purpose of safeguarding or promoting the child's welfare. 

4 Acquisition of parental responsibility by father 
(1) Where a child's father and mother were not married to each other at the time of his birth 

the father shall acquire parental responsibility if-

(a) he becomes registered as the child's father under any of the enactments specified in 
subsection (lA); 

(b) he and the child's mother make an agreement (a 'parental responsibility agreement') 
providing for him to have parental responsibility for the child; or 
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(c) the court, on his application, orders that he shall have parental responsibility for 

the child. 
(lA) The enactments referred to in subsection (l) (a) are -

(a) paragraphs (a), (b) and (c) of section 10(1) and of section lOA(l) of the Births and 

Deaths Registration Act 1953; 

(2A) A person who has acquired parental responsibility under subsection (1) shall cease to 

have that responsibility only if the court so orders. 

(3) The court may make an order under subsection (2A) on the application -

(a) of any person who has parental responsibility for the child; or 

(b) with the leave of the court, of the child himself, 

subject, in the case of parental responsibility acquired under subsection (l)(c), to section 12(4) . 

(4) The court may only grant leave under subsection (3) (b) if it is satisfied that the child has 

sufficient understanding to make the proposed application. 

4ZA Acquisition of parental responsibility by second female parent 
(1) Where a child has a parent by virtue of section 43 of the Human Fertilisation and 

Embryology Act 2008 and is not a person to whom section 1(3) of the Family Law Reform Act 1987 

applies, that parent shall acquire parental responsibility for the child if-
(a) she becomes registered as a parent of the child under any of the enactments specified in 

subsection (2); 

(b) she and the child's mother make an agreement providing for her to have parental re

sponsibility for the child; or 

(c) the court, on her application, orders that she shall have parental responsibility for 

the child. 

(2) The enactments referred to in subsection (1) (a) are -

(a) paragraphs (a), (b) and (c) of section lO(lB) and of section lOA(lB) of the Births and 

Deaths Registration Act 1953; 

(4) An agreement under subsection (l) (b) is also a 'parental responsibility agreement', and 
section 4(2) applies in relation to such an agreement as it applies in relation to parental responsi

bility agreements under section 4. 

(5) A person who has acquired parental responsibility under subsection (1) shall cease to have 

that responsibility only if the court so orders. 
(6) The court may make an order under subsection (5) on the application -

(a) of any person who has parental responsibility for the child; or 

(b) with the leave of the court, of the child himself, subject, in the case of parental respon

sibility acquired under subsection (l) (c), to section 12(4). 

(7) The court may only grant leave under subsection (6) (b) if it is satisfied that the child has 

sufficient understanding to make the proposed application. 

PART II  ORDERS WITH RESPECT TO CHILDREN 
IN FAMILY PROCEEDINGS 

General 

8 Child arrangements orders and other orders with respect to children 
(1) In this Act -

'child arrangements order' means an order regulating arrangements relating to any of the 
following -

(a) with whom a child is to live, spend time or otherwise have contact, and 
(b) when a child is to live, spend time or otherwise have contact with any person; 

'a prohibited steps order' means an order that no step which could be taken by a parent in meet
ing his parental responsibility for a child, and which is of a kind specified in the order, shall be 

taken by any person without the consent of the court; 
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'a specific issue order' means an order giving directions for the purpose of determining a specific 

question which has arisen, or which may arise, in connection with any aspect of parental respon

sibility for a child. 

(2) In this Act 'a section 8 order' means any of the orders mentioned in subsection (1) and any 

order varying or discharging such an order. 

9 Restrictions on making section 8 orders 
(1) No court shall make any section 8 order, other than a child arrangements order to which 

subsection (6B) applies with respect to a child who is in the care of a local authority. 

(2) No application may be made by a local authority for a child arrangements order and no 

court shall make such an order in favour of a local authority. 

(S) No court shall exercise its powers to make a specific issue order or prohibited steps order -

(a) with a view to achieving a result which could be achieved by making a child arrange

ments order or an order under section SlA of the Adoption and Children Act 2002 

(post-adoption contact); or 

(b) in any way which is denied to the High Court (by section 100(2)) in the exercise of its 

inherent jurisdiction with respect to children. 

(6) No court shall make a section 8 order which is to have effect for a period which will end 

after the child has reached the age of sixteen unless it is satisfied that the circumstances of the case 
are exceptional. 

(7) No court shall make any section 8 order, other than one varying or discharging such an 

order, with respect to a child who has reached the age of sixteen unless it is satisfied that the cir

cumstances of the case are exceptional. 

10 Power of court to make section 8 orders 
(1) In any family proceedings in which a question arises with respect to the welfare of any 

child, the court may make a section 8 order with respect to the child if-

(a) an application for the order has been made by a person who -

(i) is entitled to apply for a section 8 order with respect to the child; or 

(ii) has obtained the leave of the court to make the application; or 

(b) the court considers that the order should be made even though no such application has 

been made. 

(2) The court may also make a section 8 order with respect to any child on the application of 

a person who -

(a) is entitled to apply for a section 8 order with respect to the child; or 

(b) has obtained the leave of the court to make the application. 

(3) This section is subject to the restrictions imposed by section 9. 

(4) The following persons are entitled to apply to the court for any section 8 order with respect 

to a child -

(a) any parent or guardian, or special guardian of the child; 

(aa) any person who by virtue of section 4A has parental responsibility for the child; 

(b) any person who is named, in a child arrangements order that is in force with respect to 

the child, as a person with whom the child is to live. 

(8) Where the person applying for leave to make an application for a section 8 order is the child 
concerned, the court may only grant leave if it is satisfied that he has sufficient understanding to 
make the proposed application for the section 8 order. 

(9) Where the person applying for leave to make an application for a section 8 order is not 
the child concerned, the court shall, in deciding whether or not to grant leave, have particular 

regard to -

(a) the nature of the proposed application for the section 8 order; 

(b) the applicant's connection with the child; 
(c) any risk there might be of that proposed application disrupting the child's life to such an 

extent that he would be harmed by it; and 
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(d) where the child is being looked after by a local authority - (i) the authority's plans for 

the child's future; and 

(e) the wishes and feelings of the child's parents. 

PART IV CARE AND SUPERVISION 

General 

31 Care and supervision orders 
(1) On the application of any local authority or authorised person, the court may make an 

order -

(a) placing the child with respect to whom the application is made in the care of a desig

nated local authority. 

(2) A court may only make a care order or supervision order if it is satisfied -

(a) that the child concerned is suffering, or is likely to suffer, significant harm; and 

(b) that the harm, or likelihood of harm, is attributable to -

(i) the care given to the child, or likely to be given to him if the order were not made, 

not being what it would be reasonable to expect a parent to give to him; or 
(ii) the child's being beyond parental control. 

(3) No care order or supervision order may be made with respect to a child who has reached 

the age of seventeen (or sixteen, in the case of a child who is married). 
(S) The court may -

(a) on an application for a care order, make a supervision order; 

(b) on an application for a supervision order, make a care order. 

(9) In this section -

'harm' means ill-treatment or the impairment of health or development including, for example, 

impairment suffered from seeing or hearing the ill-treatment of another; 

'development' means physical, intellectual, emotional, social or behavioural development; 

'health' means physical or mental health; and 

'ill-treatment' includes sexual abuse and forms of ill-treatment which are not physical. 

(10) Where the question of whether harm suffered by a child is significant turns on the child's 

health or development, his health or development shall be compared with that which could reason

ably be expected of a similar child. 

Care orders 

33 Effect of care order 
(1) Where a care order is made with respect to a child it shall be the duty of the local authority 

designated by the order to receive the child into their care and to keep him in their care while the 

order remains in force. 

(3) While a care order is in force with respect to a child, the local authority designated by the 

order shall -

(a) have parental responsibility for the child; and 
(b) have the power (subject to the following provisions of this section) to determine the 

extent to which 

(i) a parent, guardian or special guardian of the child; or 

(ii) a person who by virtue of section 4A has parental responsibility for the child, may 

meet his parental responsibility for him. 

(4) The authority may not exercise the power in subsection (3) (b) unless they are satisfied that 

it is necessary to do so in order to safeguard or promote the child's welfare. 
(5) Nothing in subsection (3) (b) shall prevent a person mentioned in that provision who has 

care of the child from doing what is reasonable in all the circumstances of the case for the purpose 
of safeguarding or promoting his welfare. 
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PART V PROTECTION OF CHILDREN 

4 3  Child assessment orders 
(1) On the application of a local authority or authorised person for an order to be made under 

this section with respect to a child, the court may make the order if, but only if, it is satisfied that -

(a) the applicant has reasonable cause to suspect that the child is suffering, or is likely to 

suffer, significant harm; 

(b) an assessment of the state of the child's health or development, or of the way in which 

he has been treated, is required to enable the applicant to determine whether or not the 
child is suffering, or is likely to suffer, significant harm; and 

(c) it is unlikely that such an assessment will be made, or be satisfactory, in the absence of 

an order under this section. 
(2) In this Act 'a child assessment order' means an order under this section. 

(3) A court may treat an application under this section as an application for an emergency 

protection order. 

(4) No court shall make a child assessment order if it is satisfied -

(a) that there are grounds for making an emergency protection order with respect to the 

child; and 
(b) that it ought to make such an order rather than a child assessment order. 

(5) A child assessment order shall -

(a) specify the date by which the assessment is to begin; and 

(b) have effect for such period, not exceeding 7 days beginning with that date, as may be 

specified in the order. 

(6) Where a child assessment order is in force with respect to a child it shall be the duty of any 
person who is in a position to produce the child -

(a) to produce him to such person as may be named in the order; and 

(b) to comply with such directions relating to the assessment of the child as the court thinks 
fit to specify in the order. 

(7) A child assessment order authorises any person carrying out the assessment, or any part of 
the assessment, to do so in accordance with the terms of the order. 

(8) Regardless of subsection (7), if the child is of sufficient understanding to make an informed 

decision he may refuse to submit to a medical or psychiatric examination or other assessment. 

(9) The child may only be kept away from home -

(a) in accordance with directions specified in the order; 

(b) if it is necessary for the purposes of the assessment; and 
(c) for such period or periods as may be specified in the order. 

(10) Where the child is to be kept away from home, the order shall contain such directions as 
the court thinks fit with regard to the contact that he must be allowed to have with other persons 
while away from home. 

(11) Any person making an application for a child assessment order shall take such steps as are 
reasonably practicable to ensure that notice of the application is given to -

(a) the child's parents; 

(b) any person who is not a parent of his but who has parental responsibility for him; 
(c) any other person caring for the child; 

(d) any person named in a child arrangements order as a person with whom the child is to 
spend time or otherwise have contact; 

(e) any person who is allowed to have contact with the child by virtue of an order under 
section 34; and 

(f) the child, 

before the hearing of the application. 

(12) Rules of court may make provision as to the circumstances in which -
(a) any of the persons mentioned in subsection (11); or 
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(b) such other person as may be specified in the rules, may apply to the court for a child 

assessment order to be varied or discharged. 

100 Restrictions on use of wardship jurisdiction 
(2) No court shall exercise the High Court's inherent jurisdiction with respect to children -

(a) so as to require a child to be placed in the care, or put under the supervision, ofa local authority; 

(b) so as to require a child to be accommodated by or on behalf of a local authority; 
(c) so as to make a child who is the subject of a care order a ward of court; or 

(d) for the purpose of conferring on any local authority power to determine any question 

which has arisen, or which may arise, in connection with any aspect of parental respon

sibility for a child. 

(3) No application for any exercise of the court's inherent jurisdiction with respect to children 

may be made by a local authority unless the authority have obtained the leave of the court. 

(4) The court may only grant leave if it is satisfied that -

(a) the result which the authority wish to achieve could not be achieved through the mak

ing of any order of a kind to which subsection (S) applies; and 
(b) there is reasonable cause to believe that if the court's inherent jurisdiction is not exer

cised with respect to the child he is likely to suffer significant harm. 
(S) This subsection applies to any order -

(a) made otherwise than in the exercise of the court's inherent jurisdiction; and 

(b) which the local authority is entitled to apply for (assuming, in the case of any applica

tion which may only be made with leave, that leave is granted). 

S CHEDULE 3 SUPERVISION ORDERS 

Meaning of 'responsible person' 

1. In this Schedule, 'the responsible person', in relation to a supervised child, means -

(a) any person who has parental responsibility for the child; and 
(b) any other person with whom the child is living. 

Psychiatric and medical examinations 

4.-(1) A supervision order may require the supervised child -

(a) to submit to a medical or psychiatric examination; or 

(b) to submit to any such examination from time to time as directed by the supervisor. 

(2) Any such examination shall be required to be conducted -
(a) by, or under the direction of, such registered medical practitioner as may be specified in 

the order; 

(b) at a place specified in the order and at which the supervised child is to attend as a non

resident patient; or 

(c) at -

(i) a health service hospital; or 

(ii) in the case of a psychiatric examination, a hospital, independent hospital or care 
home, at which the child is, or is to attend as, a resident patient. 

(3) A requirement of a kind mentioned in sub-paragraph (2) (c) shall not be included unless the 

court is satisfied, on the evidence of a registered medical practitioner, that -
(a) the child may be suffering from a physical or mental condition that requires, and may 

be susceptible to, treatment; and 
(b) a period as a resident patient is necessary if the examination is to be carried out properly. 

(4) No court shall include a requirement under this paragraph in a supervision order unless it 

is satisfied that -

(a) where the child has sufficient understanding to make an informed decision, he consents 
to its inclusion; and 

(b) satisfactory arrangements have been, or can be, made for the examination. 
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Psychiatric and medical treatment 

5.-(1) Where a court which proposes to make or vary a supervision order is satisfied, on the 

evidence of a registered medical practitioner approved for the purposes of section 12 of the Mental 
Health Act 1983, that the mental condition of the supervised child -

(a) is such as requires, and may be susceptible to, treatment; but 

(b) is not such as to warrant his detention in pursuance of a hospital order under Part III of 

that Act, 

the court may include in the order a requirement that the supervised child shall, for a period speci

fied in the order, submit to such treatment as is so specified. 

(2) The treatment specified in accordance with sub-paragraph (1) must be -
(a) by, or under the direction of, such registered medical practitioner as may be specified in 

the order; 

(b) as a non-resident patient at such a place as may be so specified; or 

(c) as a resident patient in a hospital, independent hospital or care home. 

(3) Where a court which proposes to make or vary a supervision order is satisfied, on the evi

dence of a registered medical practitioner, that the physical condition of the supervised child is such as 

requires, and may be susceptible to, treatment, the court may include in the order a requirement that 

the supervised child shall, for a period specified in the order, submit to such treatment as is so specified. 

(4) The treatment specified in accordance with sub-paragraph (3) must be -

(a) by, or under the direction of, such registered medical practitioner as may be specified in 

the order; 

(b) as a non-resident patient at such place as may be so specified; or 
(c) as a resident patient in a health service hospital. 

(S) No court shall include a requirement under this paragraph in a supervision order unless 

it is satisfied -

(a) where the child has sufficient understanding to make an informed decision, that he 

consents to its inclusion; and 

(b) that satisfactory arrangements have been, or can be, made for the treatment. 
(6) If a medical practitioner by whom or under whose direction a supervised person is 

being treated in pursuance of a requirement included in a supervision order by virtue of this 

paragraph is unwilling to continue to treat or direct the treatment of the supervised child or is 

of the opinion that -

(a) the treatment should be continued beyond the period specified in the order; 

(b) the supervised child needs different treatment; 

(c) he is not susceptible to treatment; or 

(d) he does not require further treatment, 

the practitioner shall make a report in writing to that effect to the supervisor. 

Access to Health Records Act 1990 

(1990, c. 23) 

Preliminary 

1 'Health record' and related expressions 
(1) In this Act 'health record' means a record which -

(a) consists of information relating to the physical or mental health of an individual who 
can be identified from that information, or from that and other information in the pos
session of the holder of the record; and 

(b) has been made by or on behalf of a health professional in connection with the care of 
that individual. 
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(2) In this Act 'holder', in relation to a health record, means -
(a) in the case of a record made by a health professional performing primary medical ser

vices under a general medical services contract made with the National Health Service 

Commissioning Board or a Local Health Board, the person or body who entered into 

the contract with the Board (or, in a case where more than one person so entered into 

the contract, any such person); 

(aa) in the case of a record made by a health professional performing such services in 

accordance with arrangements under section 92 or 107 of the National Health Service 

Act 2006, or section 50 or 64 of the National Health Service (Wales) Act 2006, with the 

National Health Service Commissioning Board or a Local Health Board, the person or 
body which made the arrangements with the Board (or, in a case where more than one 

person so made the arrangements, any such person); 

(b) in the case of a record made by a health professional for purposes connected with 

the provision of health services by a health service body (and not falling within 

paragraph (aa) above), the health service body by which or on whose behalf the 

record is held; 

(c) in any other case, the health professional by whom or on whose behalf the record 

is held; 

(3) In this Act 'patient', in relation to a health record, means the individual in connection with 

whose care the record has been made. 

2 Health professionals 
In this Act 'health professional' has the same meaning as in the Data Protection Act 2018. 

Main provisions 

3 Right of access to health records 
(1) An application for access to a health record, or to any part of a health record, may be made 

to the holder of the record by any of the following, namely-

(f) where the patient has died, the patient's personal representative and any person who 

may have a claim arising out of the patient's death; 

(g) where the patient has died, a medical examiner exercising functions by virtue of sec

tion 20 of the Coroners and Justice Act 2009 in relation to the death. 

(2) Where an application is made under subsection (1) above the holder shall, within the 

requisite period, give access to the record, or the part of a record, to which the application relates -

(a) in the case of a record, by allowing the applicant to inspect the record or, where section 

5 below applies, an extract setting out so much of the record as is not excluded by that 
section; 

(b) in the case of a part of a record, by allowing the applicant to inspect an extract set

ting out that part or, where that section applies, so much of that part as is not so 
excluded; or 

(c) in either case, if the applicant so requires, by supplying him with a copy of the record or 

extract. 
(3) Where any information contained in a record or extract which is so allowed to be inspected, 

or a copy of which is so supplied, is expressed in terms which are not intelligible without explan

ation, an explanation of those terms shall be provided with the record or extract, or supplied with 
the copy. 

4 Cases where right of access may be wholly excluded 
(3) Where an application is made under subsection (l)(f) of section 3 above, access shall not 

be given under subsection (2) of that section if the record includes a note, made at the patient's re
quest, that he did not wish access to be given on such an application. 
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5 Cases where right of access may be partially excluded 
(1) Access shall not be given under section 3 (2) above to any part of a health record -

(a) which, in the opinion of the holder of the record, would disclose -

(i) information likely to cause serious harm to the physical or mental health of any 
individual; or 

(ii) information relating to or provided by an individual, other than the patient, who 

could be identified from that information; or 

(b) which was made before the commencement of this Act. 
(2) Subsection (1) (a) (ii) above shall not apply -

(a) where the individual concerned has consented to the application; or 

(b) where that individual is a health professional who has been involved in the care of the 
patient; 

and subsection (l)(b) above shall not apply where and to the extent that, in the opinion of the holder 

of the record, the giving of access is necessary in order to make intelligible any part of the record to 

which access is required to be given under section 3(2) above. 

(3) Access shall not be given under section 3(2) to any part of a health record which, in the 
opinion of the holder of the record, would disclose -

(a) information provided by the patient in the expectation that it would not be disclosed to 

the applicant; or 

(b) information obtained as a result of any examination or investigation to which the pa

tient consented in the expectation that the information would not be so disclosed. 

(4) Where an application is made under subsection (l) (f) of section 3 above, access shall not 

be given under subsection (2) of that section to any part of the record which, in the opinion of the 

holder of the record, would disclose information which is not relevant to any claim which may arise 

out of the patient's death. 

6 Correction of inaccurate health records 
(1) Where a person considers that any information contained in a health record, or any part of 

a health record, to which he has been given access under section 3(2) above is inaccurate, he may 

apply to the holder of the record for the necessary correction to be made. 

(2) On an application under subsection (1) above, the holder of the record shall -

(a) ifhe is satisfied that the information is inaccurate, make the necessary correction; 

(b) if he is not so satisfied, make in the part of the record in which the information is con

tained a note of the matters in respect of which the information is considered by the 

applicant to be inaccurate; and 

(c) in either case, without requiring any fee, supply the applicant with a copy of the correc

tion or note. 

(3) In this section 'inaccurate' means incorrect, misleading or incomplete. 

7 Duty of health service bodies etc. to take advice 
(1) A health service body shall take advice from the appropriate health professional before 

they decide whether they are satisfied as to any matter for the purposes of this Act, or form an 

opinion as to any matter for those purposes. 

(2) In this section 'the appropriate health professional', in relation to a health service body 
means -

(a) where, for purposes connected with the provision of health services by the body, one or 
more medical or dental practitioners are currently responsible for the clinical care of 

the patient, that practitioner or, as the case may be, such one of those practitioners as is 

the most suitable to advise the body on the matter in question; 

(b) where paragraph (a) above does not apply but one or more medical or dental prac
titioners are available who, for purposes connected with the provision of such ser

vices by the body, have been responsible for the clinical care of the patient, that 
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'the third Directive' means Commission Directive 2006/86/EC of 24 October 2006 imple

menting Directive 2004/23/EC of the European Parliament and of the Council as regards trace

ability requirements, notification of serious adverse reactions and events and certain technical 
requirements for the coding, processing, preservation, storage and distribution of human tissues 

and cells, as amended by Commission Directive 2015/565/EU, and 

'the fourth Directive' means Commission Directive 2015/566 of 8 April 2015 implementing 

Directive 2004/23/EC as regards the procedures for verifying the equivalent standards of quality 

and safety of imported tissues and cells. 

2 Other terms 
(1) In this Act -

'the Authority' means the Human Fertilisation and Embryology Authority established under sec
tion 5 of this Act, 

'basic partner treatment services' means treatment services that are provided for a woman and 

a man together without using -

(a) the gametes of any other person, or 

(b) embryos created outside the woman's body, 

'directions' means directions under section 23 of this Act, 

'distribution', in relation to gametes or embryos intended for human application, means trans

portation or delivery, and related terms are to be interpreted accordingly, 

'human application' means use in a human recipient, 

'licence' means a licence under Schedule 2 to this Act and, in relation to a licence, 'the p erson 

responsible' has the meaning given by section 17 of this Act, 

'non-medical fertility services' means any services that are provided, in the course of a business, for 

the purpose of assisting women to carry children, but are not medical, surgical or obstetric services, 

'nuclear DNA', in relation to an embryo, includes DNA in the pronucleus of the embryo, 

'processing', in relation to gametes or embryos intended for human application, means any oper

ation involved in their preparation, manipulation or packaging, and related terms are to be inter

preted accordingly, 

'procurement', in relation to gametes or embryos intended for human application, means any pro

cess by which they are made available, and related terms are to be interpreted accordingly, 

'serious adverse event' means -

(a) any untoward occurrence which may be associated with the procurement, testing, pro

cessing, storage or distribution of gametes or embryos intended for human application 
and which, in relation to a donor of gametes or a person who receives treatment services 

or non-medical fertility services -

(i) might lead to the transmission of a communicable disease, to death, or 

life-threatening, disabling or incapacitating conditions, or 

(ii) might result in, or prolong, hospitalisation or illness, or 

(b) any type of gametes or embryo misidentification or mix-up, 

'serious adverse reaction' means an unintended response, including a communicable disease, in 

a donor of gametes intended for human application or a person who receives treatment services or 
non-medical fertility services, which may be associated with the procurement or human applica

tion of gametes or embryos and which is fatal, life-threatening, disabling, incapacitating or which 

results in, or prolongs, hospitalisation or illness, 

'store', in relation to gametes, embryos or human admixed embryos, means preserve, whether by 

cryopreservation or in any other way, and 'storage' and 'stored' are to be interpreted accordingly, 

'traceability' means the ability -

(a) to identify and locate gametes and embryos during any step from procurement to use 
for human application or disposal, 
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5 Cases where right of access may be partially excluded 
(1) Access shall not be given under section 3(2) above to any part of a health record 

(a) which, in the opinion of the holder of the record, would disclose -
(i) information likely to cause serious harm to the physical or mental health of any 

individual; or 

(ii) information relating to or provided by an individual, other than the patient, who 

could be identified from that information; or 

(b) which was made before the commencement of this Act. 

(2) Subsection (l) (a) (ii) above shall not apply -

(a) where the individual concerned has consented to the application; or 

(b) where that individual is a health professional who has been involved in the care of the 
patient; 

and subsection (l) (b) above shall not apply where and to the extent that, in the opinion of the holder 

of the record, the giving of access is necessary in order to make intelligible any part of the record to 

which access is required to be given under section 3(2) above. 

(3) Access shall not be given under section 3(2) to any part of a health record which, in the 

opinion of the holder of the record, would disclose -

(a) information provided by the patient in the expectation that it would not be disclosed to 

the applicant; or 

(b) information obtained as a result of any examination or investigation to which the pa

tient consented in the expectation that the information would not be so disclosed. 

(4) Where an application is made under subsection (l) (f) of section 3 above, access shall not 
be given under subsection (2) of that section to any part of the record which, in the opinion of the 

holder of the record, would disclose information which is not relevant to any claim which may arise 

out of the patient's death. 

6 Correction of inaccurate health records 
(1) Where a person considers that any information contained in a health record, or any part of 

a health record, to which he has been given access under section 3(2) above is inaccurate, he may 

apply to the holder of the record for the necessary correction to be made. 

(2) On an application under subsection (1) above, the holder of the record shall -

(a) if he is satisfied that the information is inaccurate, make the necessary correction; 

(b) if he is not so satisfied, make in the part of the record in which the information is con

tained a note of the matters in respect of which the information is considered by the 

applicant to be inaccurate; and 

(c) in either case, without requiring any fee, supply the applicant with a copy of the correc

tion or note. 

(3) In this section 'inaccurate' means incorrect, misleading or incomplete. 

7 Duty of health service bodies etc. to take advice 
(1) A health service body shall take advice from the appropriate health professional before 

they decide whether they are satisfied as to any matter for the purposes of this Act, or form an 
opinion as to any matter for those purposes. 

(2) In this section 'the appropriate health professional', in relation to a health service body 
means -

(a) where, for purposes connected with the provision of health services by the body, one or 

more medical or dental practitioners are currently responsible for the clinical care of 

the patient, that practitioner or, as the case may be, such one of those practitioners as is 

the most suitable to advise the body on the matter in question; 
(b) where paragraph (a) above does not apply but one or more medical or dental prac

titioners are available who, for purposes connected with the provision of such ser
vices by the body, have been responsible for the clinical care of the patient, that 
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practitioner or, as the case may be, such one of those practitioners as was most recently 
so responsible; and 

(c) where neither paragraph (a) nor paragraph (b) above applies, a health professional who 
has the necessary experience and qualifications to advise the body on the matter in 

question. 

8 Applications to the court 

Supplemental 

(1) Subject to subsection (2) below, where the court is satisfied, on an application made by the 

person concerned within such period as may be prescribed by rules of court, that the holder of a 

health record has failed to comply with any requirement of this Act, the court may order the holder 

to comply with that requirement. 

(2) The court shall not entertain an application under subsection (1) above unless it is satisfied 

that the applicant has taken all such steps to secure compliance with the requirement as may be 

prescribed by regulations made by the Secretary of State. 

(3) For the purposes of subsection (2) above, the Secretary of State may by regulations 

require the holders of health records to make such arrangements for dealing with complaints 

that they have failed to comply with any requirements of this Act as may be prescribed by the 

regulations. 

(4) For the purpose of determining any question whether an applicant is entitled to be 
given access under section 3 (2) above to any health record, or any part of a health record, the 
court -

(a) may require the record or part to be made available for its own inspection; but 

(b) shall not, pending determination of that question in the applicant's favour, require the 

record or part to be disclosed to him or his representatives whether by discovery (or, in 

Scotland, recovery) or otherwise. 

(5) The jurisdiction conferred by this section shall be exercisable by the High Court or a county 

court or, in Scotland, by the Court of Session or the sheriff. 

9 Avoidance of certain contractual terms 
Any term or condition of a contract shall be void in so far as it purports to require an individual 

to supply any other person with a copy of a health record, or of an extract from a health record, to 

which he has been given access under section 3(2) above. 

11 Interpretation 
In this Act -

'application' means an application in writing and 'apply' shall be construed accordingly; 

'care' includes examination, investigation, diagnosis and treatment; 

'health service body' means -

(a) a Local Health Board, Health Authority or Special Health Authority; 

(b) a Health Board; 
(d) a National Health Service trust first established under section 5 of the National Health 

Service and Community Care Act 1990, section 25 of the National Health Service Act 
2006 or section 18 of the National Health Service (Wales) Act 2006 or section 12A of the 

National Health Service (Scotland) Act 1978; 

(e) an NHS foundation trust; 

(f) the Health and Social Care Information Centre; 
'information', in relation to a health record, includes any expression of opinion about the 

patient; 

'make', in relation to such a record, includes compile. 
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Human Fertil isation and Embryology Act 1990 

(1990, c. 37) 

Principal terms used 

1 Meaning of 'embryo', 'gamete' and associated expressions 
(1) In this Act (except in section 4A or in the term 'human admixed embryo') -

(a) embryo means a live human embryo and does not include a human admixed embryo (as 

defined by section 4A(6)), and 

(b) references to an embryo include an egg that is in the process of fertilisation or is under

going any other process capable of resulting in an embryo. 

(2) This Act, so far as it governs bringing about the creation of an embryo, applies only to 

bringing about the creation of an embryo outside the human body; and in this Act -

(a) references to embryos the creation of which was brought about in vitro (in their ap

plication to those where fertilisation or any other process by which an embryo is cre

ated is complete) are to those where fertilisation or any other process by which the 

embryo was created began outside the human body whether or not it was completed 

there, and 

(b) references to embryos taken from a woman do not include embryos whose creation was 

brought about in vitro. 

(3) This Act, so far as it governs the keeping or use of an embryo, applies only to keeping or 

using an embryo outside the human body. 

(4) In this Act (except in section 4A) -

(a) references to eggs are to live human eggs, including cells of the female germ line at any 

stage of maturity, but (except in subsection (l) (b)) not including eggs that are in the 

process of fertilisation or are undergoing any other process capable of resulting in an 

embryo, 

(b) references to sperm are to live human sperm, including cells of the male germ line at 

any stage of maturity, and 

(c) references to gametes are to be read accordingly. 

(S) For the purposes of this Act, sperm is to be treated as partner-donated sperm if the donor of 
the sperm and the recipient of the sperm declare that they have an intimate physical relationship. 

(6) If it appears to the Secretary of State necessary or desirable to do so in the light of devel
opments in science or medicine, regulations may provide that in this Act (except in section 4A) 
'embryo', 'eggs', 'sperm' or 'gametes' includes things specified in the regulations which would not 

otherwise fall within the definition. 

(7) Regulations made by virtue of subsection (6) may not provide for anything containing any 

nuclear or mitochondrial DNA that is not human to be treated as an embryo or as eggs, sperm or 

gametes. 

lA Reference to Directives 
In this Act -

'the first Directive' means Directive 2004/23/EC of the European Parliament and of the Council 
of 31 March 2004 on setting standards of quality and safety for the donation, procurement, testing, 
processing, preservation, storage and distribution of human tissues and cells, 

'the second Directive' means Commission Directive 2006/17/EC of 8 February 2006 imple

menting Directive 2004/23/EC of the European Parliament and of the Council as regards certain 

technical requirements for the donation, procurement and testing of human tissues and cells, as 

amended by Commission Directive 2012/39/EU, and 
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'the third Directive' means Commission Directive 2006/86/EC of 24 October 2006 imple

menting Directive 2004/23/EC of the European Parliament and of the Council as regards trace

ability requirements, notification of serious adverse reactions and events and certain technical 

requirements for the coding, processing, preservation, storage and distribution of human tissues 

and cells, as amended by Commission Directive 2015/565/EU, and 

'the fourth Directive' means Commission Directive 2015/566 of 8 April 2015 implementing 
Directive 2004/23/EC as regards the procedures for verifying the equivalent standards of quality 

and safety of imported tissues and cells. 

2 Other terms 
(1) In this Act -

'the Authority' means the Human Fertilisation and Embryology Authority established under sec

tion 5 of this Act, 
'basic partner treatment services' means treatment services that are provided for a woman and 

a man together without using -

(a) the gametes of any other person, or 
(b) embryos created outside the woman's body, 

'directions' means directions under section 23 of this Act, 

'distribution', in relation to gametes or embryos intended for human application, means trans

portation or delivery, and related terms are to be interpreted accordingly, 

'human application' means use in a human recipient, 

'licence' means a licence under Schedule 2 to this Act and, in relation to a licence, 'the person 

responsible' has the meaning given by section 17 of this Act, 
'non-medical fertility services' means any services that are provided, in the course of a business, for 

the purpose of assisting women to carry children, but are not medical, surgical or obstetric services, 

'nuclear DNA', in relation to an embryo, includes DNA in the pronucleus of the embryo, 
'processing', in relation to gametes or embryos intended for human application, means any oper

ation involved in their preparation, manipulation or packaging, and related terms are to be inter

preted accordingly, 

'procurement', in relation to gametes or embryos intended for human application, means any pro

cess by which they are made available, and related terms are to be interpreted accordingly, 
'serious adverse event' means -

(a) any untoward occurrence which may be associated with the procurement, testing, pro

cessing, storage or distribution of gametes or embryos intended for human application 

and which, in relation to a donor of gametes or a person who receives treatment services 

or non-medical fertility services -

(i) might lead to the transmission of a communicable disease, to death, or 

life-threatening, disabling or incapacitating conditions, or 

(ii) might result in, or prolong, hospitalisation or illness, or 

(b) any type of gametes or embryo misidentification or mix-up, 

'serious adverse reaction' means an unintended response, including a communicable disease, in 
a donor of gametes intended for human application or a person who receives treatment services or 
non-medical fertility services, which may be associated with the procurement or human applica
tion of gametes or embryos and which is fatal, life-threatening, disabling, incapacitating or which 

results in, or prolongs, hospitalisation or illness, 

'store', in relation to gametes, embryos or human admixed embryos, means preserve, whether by 

cryopreservation or in any other way, and 'storage' and 'stored' are to be interpreted accordingly, 

'traceability' means the ability-

(a) to identify and locate gametes and embryos during any step from procurement to use 
for human application or disposal, 
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(b) to identify the donor and recipient of particular gametes or embryos, 

(c) to identify any person who has carried out any activity in relation to particular gametes 

or embryos, and 

(d) to identify and locate all relevant data relating to products and materials coming 
into contact with particular gametes or embryos and which can affect their quality or 

safety, and 'treatment services' means medical, surgical or obstetric services provided 

to the public or a section of the public for the purpose of assisting women to carry 

children. 

(2) References in this Act to keeping, in relation to embryos, gametes or human admixed 

embryos, include keeping while preserved in storage. 

(2A) For the purposes of this Act, a person who, from any premises, controls the provision of 

services for transporting gametes or embryos is to be taken to distribute gametes or embryos on 

those premises. 

(2B) In this Act, any reference to a requirement of a provision of the first, second, third or fourth 

Directive is a reference to a requirement which that provision requires to be imposed. 

(3) For the purposes of this Act, a woman is not to be treated as carrying a child until the em

bryo has become implanted. 

2A Third party agreements 
(1) For the purposes of this Act, a 'third party agreement' is an agreement in writing between 

a person who holds a licence and another person which is made in accordance with any licence 
conditions imposed by the Authority for the purpose of securing compliance with the requirements· 

of Article 24 of the first Directive (relations between tissue establishments and third parties) and 

under which the other person -

(a) procures, tests or processes gametes or embryos (or both), on behalf of the holder of the 

licence, or 

(b) supplies to the holder of the licence any goods or services (including distribution ser

vices) which may affect the quality or safety of gametes or embryos. 

(2) In this Act -

'relevant third party premises', in relation to a licence, means any premises (other than premises 

to which the licence relates) -

(a) on which a third party procures, tests, processes or distributes gametes or embryos on 

behalf of any person in connection with activities carried out by that person under a 

licence, or 

(b) from which a third party provides any goods or services which may affect the quality or 

safety of gametes or embryos to any person in connection with activities carried out by 

that person under a licence; 

'third party' means a person with whom a person who holds a licence has a third party agreement. 

(3) References in this Act to the persons to whom a third party agreement applies are to -
(a) the third party, 

(b) any person designated in the third party agreement as a person to whom the agreement 

applies, and 

(c) any person acting under the direction of a third party or of any person so designated. 

Activities governed by the Act 

3 Prohibitions in connection with embryos 
(1) No person shall bring about the creation of an embryo except in pursuance of a licence. 

(IA) No person shall keep or use an embryo except -
(a) in pursuance of a licence, or 
(b) in the case of-

(i) the keeping, without storage, of an embryo intended for human application, or 
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(ii) the processing, without storage, of such an embryo, in pursuance of a third party 

agreement. 
(lB) No person shall procure or distribute an embryo intended for human application except 

in pursuance of a licence or a third party agreement. 

(2) No person shall place in a woman -

(a) an embryo other than a permitted embryo (as defined by section 3ZA), or 

(b) any gametes other than permitted eggs or permitted sperm (as so defined). 

(3) A licence cannot authorise -

(a) keeping or using an embryo after the appearance of the primitive streak, 

(b) placing an embryo in any animal, or 

(c) keeping or using an embryo in any circumstances in which regulations prohibit its 

keeping or use, or 

(4) For the purposes of subsection (3) (a) above, the primitive streak is to be taken to have 

appeared in an embryo not later than the end of the period of 14 days beginning with the day on 

which the process of creating the embryo began, not counting any time during which the embryo 

is stored. 

3ZA Permitted eggs, permitted sperm and permitted embryos 
(1) This section has effect for the interpretation of section 3 (2). 

(2) A permitted egg is one -

(a) which has been produced by or extracted from the ovaries of a woman, and 

(b) whose nuclear or mitochondrial DNA has not been altered. 

(3) Permitted sperm are sperm -

(a) which have been produced by or extracted from the testes of a man, and 

(b) whose nuclear or mitochondrial DNA has not been altered. 

(4) An embryo is a permitted embryo if-

(a) it has been created by the fertilisation of a permitted egg by permitted sperm, 

(b) no nuclear or mitochondrial DNA of any cell of the embryo has been altered, and 

(c) no cell has been added to it other than by division of the embryo's own cells. 

(5) Regulations may provide that -

(a) an egg can be a permitted egg, or 
(b) an embryo can be a permitted embryo, 

even though the egg or embryo has had applied to it in prescribed circumstances a prescribed pro

cess designed to prevent the transmission of serious mitochondrial disease. 

(6) In this section -

(a) 'woman' and 'man' include respectively a girl and a boy (from birth), and 

(b) 'prescribed' means prescribed by regulations. 

3A Prohibition in connection with germ cells 
(1) No person shall, for the purpose of providing fertility services for any woman, use female 

germ cells taken or derived from an embryo or a foetus or use embryos created by using such cells. 

(2) In this section -
'female germ cells' means cells of the female germ line and includes such cells at any stage of 

maturity and accordingly includes eggs; and 

'fertility services' means medical, surgical or obstetric services provided for the purpose of 
assisting women to carry children. 

4 Prohibitions in connection with gametes 
(1) No person shall -

(a) store any gametes, or 
(b) in the course of providing treatment services for any woman, use -

(i) any sperm, other than partner-donated sperm which has been neither processed 
nor stored, 
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(ii) the woman's eggs after processing or storage, or 

(iii) the eggs of any other woman, 

except in pursuance of a licence. 

(lA) No person shall procure, test, process or distribute any gametes intended for human ap
plication except in pursuance of a licence or a third party agreement. 

(2) A licence cannot authorise storing or using gametes in any circumstances in which regula

tions prohibit their storage or use. 
(3) No person shall place sperm and eggs in a woman in any circumstances specified in regula

tions except in pursuance of a licence. 

(4) Regulations made by virtue of subsection (3) above may provide that, in relation to licences 

only to place sperm and eggs in a woman in such circumstances, sections 12 to 22 of this Act shall 

have effect with such modifications as may be specified in the regulations. 

(5) Activities regulated by this section or section 3 or 4A of this Act are referred to in this Act 

as 'activities governed by this Act'. 

4A Prohibitions in connection with genetic material not of human origin 
(1) No person shall place in a woman -

(a) a human admixed embryo, 

(b) any other embryo that is not a human embryo, or 

(c) any gametes other than human gametes. 

(2) No person shall -

(a) mix human gametes with animal gametes, 

(b) bring about the creation of a human admixed embryo, or 

(c) keep or use a human admixed embryo, except in pursuance of a licence. 

(3) A licence cannot authorise keeping or using a human admixed embryo after the earliest of 
the following -

(a) the appearance of the primitive streak, or 

(b) the end of the period of 14 days beginning with the day on which the process of creating 

the human admixed embryo began, but not counting any time during which the human 

admixed embryo is stored. 

(4) A licence cannot authorise placing a human admixed embryo in an animal. 

(5) A licence cannot authorise keeping or using a human admixed embryo in any circum

stances in which regulations prohibit its keeping or use. 

(6) For the purposes of this Act a human admixed embryo is -

(a) an embryo created by replacing the nucleus of an animal egg or of an animal cell, or two 

animal pronuclei, with -

(i) two human pronuclei, 

(ii) one nucleus of a human gamete or of any other human cell, or 

(iii) one human gamete or other human cell, 
(b) any other embryo created by using -

(i) human gametes and animal gametes, or 

(ii) one human pronucleus and one animal pronucleus, 

(c) a human embryo that has been altered by the introduction of any sequence of nuclear 

or mitochondrial DNA of an animal into one or more cells of the embryo, 
(d) a human embryo that has been altered by the introduction of one or more animal 

cells, or 

(e) any embryo not falling within paragraphs (a) to (d) which contains both nuclear or 
mitochondrial DNA of a human and nuclear or mitochondrial DNA of an animal 

('animal DNA') but in which the animal DNA is not predominant. 
(7) In subsection (6) -

(a) references to animal cells are to cells of an animal or of an animal embryo, and 
(b) references to human cells are to cells of a human or of a human embryo. 
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(B) For the purposes of this section an 'animal' is an animal other than man. 

(9) In this section 'embryo' means a live embryo, including an egg that is in the process of fer
tilisation or is undergoing any other process capable of resulting in an embryo. 

(10) In this section -

(a) references to eggs are to live eggs, including cells of the female germ line at any 
stage of maturity, but (except in subsection (9)) not including eggs that are in the 

process of fertilisation or are undergoing any other process capable of resulting in an 

embryo, and 

(b) references to gametes are to eggs (as so defined) or to live sperm, including cells of the 

male germ line at any stage of maturity. 

(11) If it appears to the Secretary of State necessary or desirable to do so in the light of develop

ments in science or medicine, regulations may -

(a) amend (but not repeal) paragraphs (a) to (e) of subsection (6); 

(b) provide that in this section 'embryo', 'eggs' or 'gametes' includes things specified in the 

regulations which would not otherwise fall within the definition. 

(12) Regulations made by virtue of subsection (ll)(a) may make any amendment of subsec

tion (7) that appears to the Secretary of State to be appropriate in consequence of any amendment 

of subsection (6). 

The Human Fertilisation and Embryology Authority, its functions and procedure 

5 The Human Fertilisation and Embryology Authority 
(1) There shall be a body corporate called the Human Fertilisation and Embryology Authority. 

(2) The Authority shall consist of-

(a) a chairman and deputy chairman, and 

(b) such number of other members as the Secretary of State appoints. 

(3) Schedule 1 to this Act (which deals with the membership of the Authority, etc.) shall have 

effect. 

8 General functions of the authority 
(1) The Authority shall -

(a) keep under review information about embryos and any subsequent development of 

embryos and about the provision of treatment services and activities governed by this 

Act, and advise the Secretary of State, if he asks it to do so, about those matters, 

(b) publicise the services provided to the public by the Authority or provided in pursuance 

of licences, 

(c) provide, to such extent as it considers appropriate, advice and information for persons 

to whom licences apply or who are receiving treatment services or providing gametes or 

embryos for use for the purposes of activities governed by this Act, or may wish to do so, and 

(ca) maintain a statement of the general principles which it considers should be followed -

(i) in the carrying-on of activities governed by this Act, and 

(ii) in the carrying-out of its functions in relation to such activities, (cb) promote, in 

relation to activities governed by this Act, compliance with -
(i) requirements imposed by or under this Act, and 

(ii) the code of practice under section 25 of this Act, and 

(d) perform such other functions as may be specified in regulations. 

(2) The Authority may, if it thinks fit, charge a fee for any advice provided under subsection (l)(c). 

Scope of licences 

11 Licences for treatment, storage and research 
(1) The Authority may grant the following and no other licences -

(a) licences under paragraph 1 of Schedule 2 to this Act authorising activities in the course 

of providing treatment services, 
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(aa) licences under paragraph lA of that Schedule authorising activities in the course of 

providing non-medical fertility services, 

(b) licences under that Schedule authorising the storage of gametes, embryos or human 

admixed embryos, and 

(c) licences under paragraph 3 of that Schedule authorising activities for the purpose of a 

project of research. 

(2) Paragraph 4 of that Schedule has effect in the case of all licences. 

Licence conditions 

12 General conditions 
(1) The following shall be conditions of every licence granted under this Act -

(a) except to the extent that the activities authorised by the licence fall within paragraph 

(aa), that those activities shall be carried on only on the premises to which the licence 

relates and under the supervision of the person responsible, 

(aa) that any activities to which section 3(1A)(b) or (lB) or 4(1A) applies shall be car
ried on only on the premises to which the licence relates or on relevant third party 

premises, 

(b) that any member or employee of the Authority, on production, if so required, of a docu

ment identifying the person as such, shall at all reasonable times be permitted to enter 

those premises and inspect them (which includes inspecting any equipment or records 

and observing any activity), 

(c) except in relation to the use of gametes in the course of providing basic partner treat

ment services that the provisions of Schedule 3 to this Act shall be complied with, 

(d) that proper records shall be maintained in such form as the Authority may specify in 

directions, 

(e) that no money or other benefit shall be given or received in respect of any supply of 

gametes, embryos or human admixed embryos unless authorised by directions, 

(f) that, where gametes, embryos or human admixed embryos are supplied to a person to 

whom another licence applies, that person shall also be provided with such information 

as the Authority may specify in directions, and 

(g) that the Authority shall be provided, in such form and at such intervals as it may specify 

in directions, with such copies of or extracts from the records, or such other informa

tion, as the directions may specify. 
(2) Subsection (3) applies to -

(a) every licence under paragraph 1 or lA of Schedule 2, 

(b) every licence under paragraph 2 of that Schedule, so far as authorising the storage of 

gametes or embryos intended for human application, and 

(c) every licence under paragraph 3 of that Schedule, so far as authorising activities in 

connection with the derivation from embryos of stem cells that are intended for human 

application. 

(3) It shall be a condition of every licence to which this subsection applies that -

(a) such information as is necessary to facilitate the traceability of gametes and 

embryos, and 
(b) any information relating to the quality or safety of gametes or embryos, shall be 

recorded and provided to the Authority upon request. 

13 Conditions of licences for treatment 
(1) The following shall be conditions of every licence under paragraph 1 of Schedule 2 to 

this Act. 

(2) Such information shall be recorded as the Authority may specify in directions about the 
following -

(a) the persons for whom services are provided in pursuance of the licence, 
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(b) the services provided for them, 

(c) the persons whose gametes are kept or used for the purposes of services provided in 

pursuance of the licence or whose gametes have been used in bringing about the cre

ation of embryos so kept or used, 
(d) any child appearing to the person responsible to have been born as a result of treatment 

in pursuance of the licence, 

(e) any mixing of egg and sperm and any taking of an embryo from a woman or other ac

quisition of an embryo, and 

(f) such other matters as the Authority may specify in directions. 

(3) The records maintained in pursuance of the licence shall include any information recorded 

in pursuance of subsection (2) above and any consent of a person whose consent is required under 

Schedule 3 to this Act. 

(4) No information shall be removed from any records maintained in pursuance of the li

cence before the expiry of such period as may be specified in directions for records of the class 
in question. 

(5) A woman shall not be provided with treatment services unless account has been taken of 

the welfare of any child who may be born as a result of the treatment (including the need of that 

child for supportive parenting), and of any other child who may be affected by the birth. 

(6) A woman shall not be provided with treatment services of a kind specified in Part 1 of 

Schedule 3ZA unless she and any man or woman who is to be treated together with her have been 

given a suitable opportunity to receive proper counselling about the implications of her being pro

vided with treatment services of that kind, and have been provided with such relevant information 

as is proper. 

(6A) A woman shall not be provided with treatment services after the happening of any event 

falling within any paragraph of Part 2 of Schedule 3ZA unless (before or after the event) she and 

the intended second parent have been given a suitable opportunity to receive proper counselling 

about the implications of the woman being provided with treatment services after the happening 

of that event, and have been provided with such relevant information as is proper. 

(6B) The reference in subsection (6A) to the intended second parent is a reference to -

(a) any man as respects whom the agreed fatherhood conditions in section 37 of the Human 

Fertilisation and Embryology Act 2008 ('the 2008 Act') are for the time being satisfied 
in relation to treatment provided to the woman mentioned in subsection (6A), and 

(b) any woman as respects whom the agreed female parenthood conditions in section 44 

of the 2008 Act are for the time being satisfied in relation to treatment provided to the 

woman mentioned in subsection (6A). 

(6C) In the case of treatment services falling within paragraph 1 of Schedule 3ZA (use of gam

etes of a person not receiving those services) or paragraph 3 of that Schedule (use of embryo taken 

from a woman not receiving those services), the information provided by virtue of subsection 

(6) or (6A) must include such information as is proper about -

(a) the importance of informing any resulting child at an early age that the child results 
from the gametes of a person who is not a parent of the child, and 

(b) suitable methods of informing such a child of that fact. 
(6D) Where the person responsible receives from a person ('X') notice under section 37(l) (c) 

or 44(l)(c) of the 2008 Act of X's withdrawal of consent to X being treated as the parent of any child 

resulting from the provision of treatment services to a woman ('W'), the person responsible -

(a) must notify W in writing of the receipt of the notice from X, and 
(b) no person to whom the licence applies may place an embryo or sperm and eggs in W, or 

artificially inseminate W, until W has been so notified. 
(6E) Where the person responsible receives from a woman ('W') who has previously given 

notice under section 37(l) (b) or 44(l) (b) of the 2008 Act that she consents to another person 
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('X') being treated as a parent of any child resulting from the provision of treatment services 

to W -

(a) notice under section 37(1)(c) or 44(1)(c) of the 2008 Act of the withdrawal of W's 

consent, or 

(b) a notice under section 37(1) (b) or 44(1) (b) of the 2008 Act in respect of a person other 

than X, 
the person responsible must take reasonable steps to notify X in writing of the receipt of the notice 

mentioned in paragraph (a) or (b). 

(7) Suitable procedures shall be maintained -

(a) for determining the persons providing gametes or from whom embryos are taken for 

use in pursuance of the licence, and 

(b) for the purpose of securing that consideration is given to the use of practices not re

quiring the authority of a licence as well as those requiring such authority. 

(8) Subsections (9) and (10) apply in determining any of the following -

(a) the persons who are to provide gametes for use in pursuance of the licence in a case 

where consent is required under paragraph 5 of Schedule 3 for the use in question; 

(b) the woman from whom an embryo is to be taken for use in pursuance of the licence, in a case 

where her consent is required under paragraph 7 of Schedule 3 for the use of the embryo; 

(c) which of two or more embryos to place in a woman. 

(9) Persons or embryos that are known to have a gene, chromosome or mitochondrion abnor-

mality involving a significant risk that a person with the abnormality will have or develop -

(a) a serious physical or mental disability, 

(b) a serious illness, or 

(c) any other serious medical condition, 

must not be preferred to those that are not known to have such an abnormality. 

(10) Embryos that are known to be of a particular sex and to carry a particular risk, compared 
with embryos of that sex in general, that any resulting child will have or develop -

(a) a gender-related serious physical or mental disability, 

(b) a gender-related serious illness, or 

(c) any other gender-related serious medical condition, must not be preferred to those that 
are not known to carry such a risk. 

(11) For the purposes of subsection (10), a physical or mental disability, illness or other med
ical condition is gender-related if-

(a) it affects only one sex, or 

(b) it affects one sex significantly more than the other. 

(12) No embryo appropriated for the purpose mentioned in paragraph l(l)(ca) of Schedule 2 
(training in embryological techniques) shall be kept or used for the provision of treatment services. 

(13) The person responsible shall comply with any requirement imposed on that person by 

section 31ZD. 

13A Conditions of licences for non-medical fertility services 
(1) The following shall be conditions of every licence under paragraph lA of Schedule 2 .  

(2) The requirements of  section 13(2) to  (4) and (7) shall be complied with. 
(3) A woman shall not be provided with any non-medical fertility services involving the use of 

sperm other than partner-donated sperm unless the woman being provided with the services has 

been given a suitable opportunity to receive proper counselling about the implications of taking 
the proposed steps, and has been provided with such relevant information as is proper. 

14 Conditions of storage licences 
(1) The following shall be conditions of every licence authorising the storage of gametes, 

embryos or human admixed embryos -
(a) that gametes of a person shall be placed in storage only if

(i) received from that person, 
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(ii) acquired in circumstances in which by virtue of paragraph 9 or 10 of Schedule 3 

that person's consent to the storage is not required, or 

(iii) acquired from a person to whom a licence or third party agreement applies, 

(aa) that an embryo taken from a woman shall be placed in storage only if-

(i) received from that woman, or 

(ii) acquired from a person to whom a licence or third party agreement applies, 

(ab) that an embryo the creation of which has been brought about in vitro otherwise than 
in pursuance of that licence shall be placed in storage only if acquired from a person to 

whom a licence or third party agreement applies, 

(ac) that a human admixed embryo the creation of which has been brought about in vitro 

otherwise than in pursuance of that licence shall be placed in storage only if acquired 

from a person to whom a licence under paragraph 2 or 3 of Schedule 2 applies, 

(b) that gametes or embryos which are or have been stored shall not be supplied to a person 

otherwise than in the course of providing treatment services unless that person is a 

person to whom a licence applies, 

(ba) that human admixed embryos shall not be supplied to a person unless that person is a 

person to whom a licence applies, 

(c) that no gametes, embryos or human admixed embryos shall be kept in storage for 

longer than the statutory storage period and, if stored at the end of the period, shall be 

allowed to perish, and 

(d) that such information as the Authority may specify in directions as to the persons 

whose consent is required under Schedule 3 to this Act, the terms of their consent and 

the circumstances of the storage and as to such other matters as the Authority may 
specify in directions shall be included in the records maintained in pursuance of the 

licence. 

(2) No information shall be removed from any record maintained in pursuance of such a li

cence before the expiry of such period as may be specified in directions for records of the class in 

question. 

(3) The statutory storage period in respect of gametes is such period not exceeding ten years 

as the licence may specify. 

(4) The statutory storage period in respect of embryos is such period not exceeding ten years 

as the licence may specify. 

(4A) The statutory storage period in respect of human admixed embryos is such period not 

exceeding ten years as the licence may specify. 

(S) Regulations may provide that subsection (3), (4) or (4A) above shall have effect as if for ten 

years there were substituted -

(a) such shorter period, or 

(b) in such circumstances as may be specified in the regulations, such longer period, as may 

be specified in the regulations. 

Grant, revocation and suspension of licences 

17 The person responsible 
(1) It shall be the duty of the individual under whose supervision the activities authorised by a 

licence are carried on (referred to in this Act as the 'person responsible') to secure -
(a) that the other persons to whom the licence applies are of such character, and are so 

qualified by training and experience, as to be suitable persons to participate in the ac

tivities authorised by the licence, 

(b) that proper equipment is used, 
(c) that proper arrangements are made for the keeping of gametes, embryos and human 

admixed embryos and for the disposal of gametes, embryos or human admixed embryos 
that have been allowed to perish, 
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(d) that suitable practices are used in the course of the activities, and 

(e) that the conditions of the licence are complied with, 
(f) that conditions of third party agreements relating to the procurement, testing, pro

cessing or distribution of gametes or embryos are complied with, and 

(g) that the Authority is notified and provided with a report analysing the cause and the 

ensuing outcome of any serious adverse event or serious adverse reaction. 

25 Code of practice 
(1) The Authority shall maintain a code of practice giving guidance about the proper conduct 

of activities carried on in pursuance of a licence under this Act and the proper discharge of the 

functions of the person responsible and other persons to whom the licence applies. 

(2) The guidance given by the code shall include guidance for those providing treatment ser

vices about the account to be taken of the welfare of children who may be born as a result of treat

ment services (including a child's need for supportive parenting), and of other children who may 

be affected by such births. 

(2A) The code shall also give guidance about -

(a) the giving of a suitable opportunity to receive proper counselling, and 

(b) the provision of such relevant information as is proper, 

in accordance with any condition that is by virtue of section 13(6) or (6A) a condition of a licence 
under paragraph 1 of Schedule 2 .  

(3) The code may also give guidance about the use of  any technique involving the placing of 

sperm and eggs in a woman. 

(4) The Authority may from time to time revise the whole or any part of the code. 

Status* 

27 Meaning of 'mother' 
(1) The woman who is carrying or has carried a child as a result of the placing in her of an em

bryo or of sperm and eggs, and no other woman, is to be treated as the mother of the child. 

(6) Subsection (1) above does not apply to any child to the extent that the child is treated by 

virtue of adoption as not being the woman's child. 

(7) Subsection (1) above applies whether the woman was in the United Kingdom or elsewhere 

at the time of the placing in her of the embryo or the sperm and eggs. 

28 Meaning of 'father' 
(1) Subject to subsections (SA) to (SI) below, this section applies in the case of a child who is 

being or has been carried by a woman as the result of the placing in her of an embryo or of sperm 

and eggs or her artificial insemination. 

(2) If-

(a) at the time of the placing in her of the embryo or the sperm and eggs or of her insemin
ation, the woman was a party to a marriage, and 

(b) the creation of the embryo carried by her was not brought about with the sperm of the 
other party to the marriage, 

then, subject to subsection (S) below, the other party to the marriage shall be treated as the father of 

the child unless it is shown that he did not consent to the placing in her of the embryo or the sperm 

and eggs or to her insemination (as the case may be). 
(3) If no man is treated, by virtue of subsection (2) above, as the father of the child but -

(a) the embryo or the sperm and eggs were placed in the woman, or she was artificially 
inseminated, in the course of treatment services provided for her and a man together 
by a person to whom a licence applies, and 

• Editors' note: For children born as a result of treatment provided after 6 April 2009, see Human Fertilisation and Embryology Act 
2008, below. 
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(b) the creation of the embryo carried by her was not brought about with the sperm of 
that man, 

then, subject to subsection (S) below, that man shall be treated as the father of the child. 

(4) Where a person is treated as the father of the child by virtue of subsection (2) or (3) above, 

no other person is to be treated as the father of the child. 

(SA) If-

(a) a child has been carried by a woman as the result of the placing in her of an embryo or 
of sperm and eggs or her artificial insemination, 

(b) the creation of the embryo carried by her was brought about by using the sperm of 

a man after his death, or the creation of the embryo was brought about using the 

sperm of a man before his death but the embryo was placed in the woman after his 

death, 

(c) the woman was a party to a marriage with the man immediately before his death, 

(d) the man consented in writing (and did not withdraw the consent) -

(i) to the use of his sperm after his death which brought about the creation of the 

embryo carried by the woman or (as the case may be) to the placing in the woman 

after his death of the embryo which was brought about using his sperm before his 

death, and 

(ii) to being treated for the purpose mentioned in subsection (SI) below as the father 

of any resulting child, 

(e) the woman has elected in writing not later than the end of the period of 42 days from 

the day on which the child was born for the man to be treated for the purpose men

tioned in subsection (SI) below as the father of the child, and 

(f) no-one else is to be treated as the father of the child by virtue of subsection (2) or 

(3) above or by virtue of adoption or the child being treated as mentioned in paragraph 

(a) or (b) of subsection (S) above, 
then the man shall be treated for the purpose mentioned in subsection (SI) below as the father of 

the child. 

(SB) If-

(a) a child has been carried by a woman as the result of the placing in her of an embryo or 

of sperm and eggs or her artificial insemination, 

(b) the creation of the embryo carried by her was brought about by using the sperm of 

a man after his death, or the creation of the embryo was brought about using the 
sperm of a man before his death but the embryo was placed in the woman after his 

death, 

(c) the woman was not a party to a marriage with the man immediately before his death 

but treatment services were being provided for the woman and the man together 

before his death either by a person to whom a licence applies or outside the United 

Kingdom, 

(d) the man consented in writing (and did not withdraw the consent) -

(i) to the use of his sperm after his death which brought about the creation of the 

embryo carried by the woman or (as the case may be) to the placing in the woman 
after his death of the embryo which was brought about using his sperm before his 

death, and 
(ii) to being treated for the purpose mentioned in subsection (SI) below as the father 

of any resulting child, 

(e) the woman has elected in writing not later than the end of the period of 42 days from 
the day on which the child was born for the man to be treated for the purpose men
tioned in subsection (SI) below as the father of the child, and 

(f) no-one else is to be treated as the father of the child by virtue of subsection (2) or 

(3) above or by virtue of adoption or the child being treated as mentioned in paragraph 
(a) or (b) of subsection (S) above, 

then the man shall be treated for the purpose mentioned in subsection (SI) below as the father of 

the child. 
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(a) a child has been carried by a woman as the result of the placing in her of an embryo, 

(b) the embryo was created at a time when the woman was a party to a marriage, 
(c) the creation of the embryo was not brought about with the sperm of the other party to the 

marriage, 

(d) the other party to the marriage died before the placing of the embryo in the woman, 

(e) the other party to the marriage consented in writing (and did not withdraw the consent) -

(i) to the placing of the embryo in the woman after his death, and 

(ii) to being treated for the purpose mentioned in subsection (SI) below as the father 

of any resulting child, 

(f) the woman has elected in writing not later than the end of the period of 42 days from the 
day on which the child was born for the other party to the marriage to be treated for the 

purpose mentioned in subsection (SI) below as the father of the child, and 

(g) no-one else is to be treated as the father of the child by virtue of subsection (2) or (3) 

above or by virtue of adoption or the child being treated as mentioned in paragraph (a) 

or (b) of subsection (S) above, 

then the other party to the marriage shall be treated for the purpose mentioned in subsection (SI) 

below as the father of the child. 
(SD) If-

(a) a child has been carried by a woman as the result of the placing in her of an embryo, 

(b) the embryo was not created at a time when the woman was a party to a marriage but 

was created in the course of treatment services provided for the woman and a man to

gether either by a person to whom a licence applies or outside the United Kingdom, 

(c) the creation of the embryo was not brought about with the sperm of that man, 

(d) the man died before the placing of the embryo in the woman, 

(e) the man consented in writing (and did not withdraw the consent) -

(i) to the placing of the embryo in the woman after his death, and 

(ii) to being treated for the purpose mentioned in subsection (SI) below as the father 
of any resulting child, 

(f) the woman has elected in writing not later than the end of the period of 42 days from 

the day on which the child was born for the man to be treated for the purpose men

tioned in subsection (SI) below as the father of the child, and 

(g) no-one else is to be treated as the father of the child by virtue of subsection (2) or 

(3) above or by virtue of adoption or the child being treated as mentioned in paragraph 

(a) or (b) of subsection (S) above, 

then the man shall be treated for the purpose mentioned in subsection (SI) below as the father of 

the child. 

29 Effect of sections 27 and 28 
(1) Where by virtue of section 27 or 28 of this Act a person is to be treated as the mother or 

father of a child, that person is to be treated in law as the mother or, as the case may be, father of 

the child for all purposes. 

(2) Where by virtue of section 27 or 28 of this Act a person is not be treated as the mother or 

father of a child, that person is to be treated in law as not being the mother or, as the case may be, 
father of the child for any purpose. 

Information 

31 Register of information 
(1) The Authority shall keep a register which is to contain any information which falls within 

subsection (2) and which -
(a) immediately before the coming into force of section 24 of the Human Fertilisation and 

Embryology Act 2008, was contained in the register kept under this section by the 
Authority, or 

(b) is obtained by the Authority. 
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(2) Subject to subsection (3), information falls within this subsection if it relates to -

(a) the provision for any identifiable individual of treatment services other than basic 

partner treatment services, 

(b) the procurement or distribution of any sperm, other than sperm which is partner-donated 

sperm and has not been stored, in the course of providing non-medical fertility services 

for any identifiable individual, 

(c) the keeping of the gametes of any identifiable individual or of an embryo taken from 

any identifiable woman, 

(d) the use of the gametes of any identifiable individual other than their use for the purpose 
of basic partner treatment services, or 

(e) the use of an embryo taken from any identifiable woman, or if it shows that any identi

fiable individual is a relevant individual. 

(3) Information does not fall within subsection (2) if it is provided to the Authority for the 

purposes of any voluntary contact register as defined by section 31ZF(l). 

(4) In this section 'relevant individual' means an individual who was or may have been born 

in consequence of-

(a) treatment services, other than basic partner treatment services, or 
(b) the procurement or distribution of any sperm (other than partner-donated sperm which 

has not been stored) in the course of providing non-medical fertility services. 

31ZA Request for information as to genetic parentage etc. 
(1) A person who has attained the age of 16 ('the applicant') may by notice to the Authority 

require the Authority to comply with a request under subsection (2) or (2A). 

(2) The applicant may request the Authority to give the applicant notice stating whether or not 

the information contained in the register shows that a person ('the donor') other than a parent of 

the applicant would or might, but for the relevant statutory provisions, be the parent of the appli

cant, and if it does show that -

(a) giving the applicant so much of that information as relates to the donor as the Authority 

is required by regulations to give (but no other information), or 

(b) stating whether or not that information shows that there are other persons of whom the 

donor is not the parent but would or might, but for the relevant statutory provisions, be 

the parent and if so -

(i) the number of those other persons, 

(ii) the sex of each of them, and 

(iii) the year of birth of each of them. 
(2A) The applicant may request the Authority to give the applicant notice stating whether or 

not the information contained in the register shows that a person is the applicant's mitochondrial 

donor, and if it does show that, giving the applicant the following information contained in the 

register -

(a) the screening tests carried out on the mitochondrial donor and information on that 

donor's personal and family medical history, 

(b) matters contained in any description of the mitochondrial donor as a person which that 
donor has provided, and 

(c) any additional matter which the mitochondrial donor has provided with the intention 
that it be made available to a person who requests information under this section, 

but not giving any information which may identify the mitochondrial donor or any 
person who was or may have been born in consequence of treatment services using 
genetic material from the applicant's mitochondrial donor, by itself or in combination 
with any other information which is in, or is likely to come into, the possession of the 
applicant. 
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(3) The Authority shall comply with a request under subsection (2) if-

(a) the information contained in the register shows that the applicant is a relevant 

individual, and 

(b) the applicant has been given a suitable opportunity to receive proper counselling about 

the implications of compliance with the request. 

(3A) The Authority must comply with a request under subsection (2A) if-

(a) the information contained in the register shows that the applicant is a mitochondrial 

donor-conceived person, and 

(b) the applicant has been given a suitable opportunity to receive proper counselling about 

the implications of compliance with the request. 

(4) Where a request is made under subsection (2) (a) and the applicant has not attained the 

age of 18 when the applicant gives notice to the Authority under subsection (1), regulations cannot 
require the Authority to give the applicant any information which identifies the donor. 

(5) Regulations under subsection 2(a) cannot require the Authority to give any information 

as to the identity of a person whose gametes have been used or from whom an embryo has been 
taken if a person to whom a licence applied was provided with the information at a time when the 

Authority could not have been required to give information of the kind in question. 

(6) The Authority need not comply with a request made under subsection (2)(b) by any appli

cant if it considers that special circumstances exist which increase the likelihood that compliance 

with the request would enable the applicant -

(a) to identify the donor, in a case where the Authority is not required by regulations 
under subsection (2) (a) to give the applicant information which identifies the 

donor, or 

(b) to identify any person about whom information is given under subsection (2) (b). 

(7) In this section -
'relevant individual' has the same meaning as in section 31; 

'the relevant statutory provisions' means sections 27 to 29 of this Act and sections 33 to 47 of the 
Human Fertilisation and Embryology Act 2008. 

(8) In this section and sections 31ZB to 31ZE -

'mitochondrial donor-conceived person' means a person who was or may have been born in con

sequence of treatment services using -
(a) an egg which is a permitted egg for the purposes of section 3 (2) by virtue of regulations 

under section 3ZA(S), or 

(b) an embryo which is a permitted embryo for those purposes by virtue of such regulations; 

the 'mitochondrial donor' in respect of a person who was or may have been born in consequence of 

treatment services using such a permitted egg or such a permitted embryo is the person whose mito

chondrial DNA (but not nuclear DNA) was used to create that egg or embryo. 

3 lZC Power of Authority to inform donor of request for information 
(1) Where -

(a) the Authority has received from a person ('the applicant') a notice containing a request 
under subsection (2) (a) of section 31ZA, and 

(b) compliance by the Authority with its duty under that section has involved or will in
volve giving the applicant information relating to a person other than the parent of the 
applicant who would or might, but for the relevant statutory provisions, be a parent of 

the applicant ('the donor'), 

the Authority may notify the donor that a request under section 31ZA(2)(a) has been made, but may 
not disclose the identity of the applicant or any information relating to the applicant. 

(lA) Where -

(a) the Authority has received from a person ('the section 31ZA(2A) applicant') a notice 
containing a request under section 31ZA(2A), and 
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(b) compliance by the Authority with its duty under that section has involved or will involve 
giving the section 31ZA(2A) applicant information relating to that applicant's mitochon
drial donor, 

the Authority must not notify the section 31ZA(2A) applicant's mitochondrial donor that the re

quest has been made. 

(2) In this section 'the relevant statutory provisions' has the same meaning as in section 31ZA. 

31ZD Provision to donor of information about resulting children 
(1) This section applies where a person ('the donor') has consented under Schedule 3 (whether 

before or after the coming into force of this section) to -

(a) the use of the donor's gametes, or an embryo the creation of which was brought about 

using the donor's gametes, for the purposes of treatment services provided under a 

licence, or 

(b) the use of the donor's gametes for the purposes of non-medical fertility services pro

vided under a licence. 

(2) In subsection (1) -

(a) 'treatment services' do not include treatment services provided to the donor, or to the 

donor and another person together, and 

(b) 'non-medical fertility services' do not include any services involving partner-donated 

sperm. 
(3) The donor may by notice request the appropriate person to give the donor notice stating

(a) the number of persons of whom the donor is not a parent but would or might, but for 

the relevant statutory provisions, be a parent by virtue of the use of the gametes or 

embryos to which the consent relates, 

(ab) the number of persons in respect of whom the donor is a mitochondrial donor, 

(b) the sex of each of those persons, and 

(c) the year of birth of each of those persons. 

(4) Subject to subsections (5) to (7), the appropriate person shall notify the donor whether 

the appropriate person holds the information mentioned in subsection (3) and, if the appropriate 

person does so, shall comply with the request. 

(5) The appropriate person need not comply with a request under subsection (3) if the ap

propriate person considers that special circumstances exist which increase the likelihood that 

compliance with the request would enable the donor to identify any of the persons falling within 

paragraphs (a) to (c) of subsection (3). 

(6) In the case of a donor who consented as described in subsection (1) (a), the Authority need not 

comply with a request made to it under subsection (3) where the person who held the licence referred 

to in subsection (l) (a) continues to hold a licence under paragraph 1 of Schedule 2, unless the donor has 
previously made a request under subsection (3) to the person responsible and the person responsible -

(a) has notified the donor that the information concerned is not held, or 

(b) has failed to comply with the request within a reasonable period. 

(7) In the case of a donor who consented as described in subsection (l) (b), the Authority need 

not comply with a request made to it under subsection (3) where the person who held the licence 

referred to in subsection (l) (b) continues to hold a licence under paragraph lA of Schedule 2, 

unless the donor has previously made a request under subsection (3) to the person responsible and 

the person responsible -
(a) has notified the donor that the information concerned is not held, or 
(b) has failed to comply with the request within a reasonable period. 

(8) In this section 'the appropriate person' means -
(a) in the case of a donor who consented as described in paragraph (a) of subsection (1) -

(i) where the person who held the licence referred to in that paragraph continues to 
hold a licence under paragraph 1 of Schedule 2, the person responsible, or 

(ii) the Authority, and 
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(b) in the case of a donor who consented as described in paragraph (b) of subsection (1) -

(i) where the person who held the licence referred to in that paragraph continues to 

hold a licence under paragraph lA of Schedule 2, the person responsible, or 

(ii) the Authority. 
(9) In this section 'the relevant statutory provisions' has the same meaning as in section 31ZA. 

31ZE Provision of information about donor-conceived genetic siblings 
(1) For the purposes of this section two relevant individuals are donor-conceived genetic sib

lings of each other if a person ('the donor') who is not the parent of either of them would or might, 

but for the relevant statutory provisions, be the parent of both of them. 

(lA) Subsection (lB) applies in respect of a mitochondrial donor-conceived person ('P') and 

P's mitochondrial donor ('D'). 
(lB) For the purposes of this section, D is not a person who would or might, but for the rele

vant statutory provisions, be the parent of P. 

(2) Where -
(a) the information on the register shows that a relevant individual ('N) is the 

donor-conceived genetic sibling of another relevant individual ('B'), 

(b) A has provided information to the Authority ('the agreed information') which consists 

of or includes information which enables A to be identified with the request that it 

should be disclosed to -

(i) any donor-conceived genetic sibling of A, or 

(ii) such siblings of A of a specified description which includes B, and 

(c) the conditions in subsection (3) are satisfied, 

then, subject to subsection (4), the Authority shall disclose the agreed information to B.  

(3) The conditions referred to in subsection (2) (c) are -
(a) that each of A and B has attained the age of 18, 

(b) that B has requested the disclosure to B of information about any donor-conceived gen

etic sibling ofB, and 

(c) that each of A and B has been given a suitable opportunity to receive proper counselling 

about the implications of disclosure under subsection (2). 

(4) The Authority need not disclose any information under subsection (2) if it considers that 
the disclosure of information will lead to A or B identifying the donor unless -

(a) the donor has consented to the donor's identity being disclosed to A or B, or 

(b) were A or B to make a request under section 31ZA(2)(a), the Authority would be 

required by regulations under that provision to give A or B information which would 

identify the donor. 

(5) In this section -

'relevant individual' has the same meaning as in section 31; 

'the relevant statutory provisions' has the same meaning as in section 31ZA. 

31ZF Power of Authority to keep voluntary contact register 
(1) In this section and section 31ZG, a 'voluntary contact register' means a register of persons 

who have expressed their wish to receive information about any person to whom they are genet

ically related as a consequence of the provision to any person of treatment services in the United 
Kingdom before 1 August 1991. 

(2) The Authority may -

(a) set up a voluntary contact register in such manner as it thinks fit, 

(b) keep a voluntary contact register in such manner as it thinks fit, 

(c) determine criteria for eligibility for inclusion on the register and the particulars that 
may be included, 

(d) charge a fee to persons who wish their particulars to be entered on the register, 
(e) arrange for samples of the DNA of such persons to be analysed at their request, 
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(f) make such arrangements as it thinks fit for the disclosure of information on the register 
between persons who appear to the Authority to be genetically related, and 

(g) impose such conditions as it thinks fit to prevent a person ('A') from disclosing infor

mation to a person to whom A is genetically related ('B') where that information would 

identify any person who is genetically related to both A and B.  

32 Information to be provided to Registrar General 
(1) This section applies where a claim is made before the Registrar General that a person is 

or is not the parent of a child and it is necessary or desirable for the purpose of any function of the 

Registrar General to determine whether the claim is or may be well-founded. 

(2) The Authority shall comply with any request made by the Registrar General by notice to 

the Authority to disclose whether any information on the register kept in pursuance of section 31 

of this Act tends to show that the person may be a parent of the child by virtue of any of the relevant 

statutory provisions and, if it does, disclose that information. 

33A Disclosure of information 
(1) No person shall disclose any information falling within section 31(2) which the person 

obtained (whether before or after the coming into force of section 24 of the Human Fertilisation 

and Embryology Act 200S) in the person's capacity as -

(a) a member or employee of the Authority, 

(b) any person exercising functions of the Authority by virtue of section SB or SC of this Act 

(including a person exercising such functions by virtue of either of those sections as a 

member of staff or as an employee), 
(c) any person engaged by the Authority to provide services to the Authority, 
(d) any person employed by, or engaged to provide services to, a person mentioned in 

paragraph (c), 

(e) a person to whom a licence applies, 

(f) a person to whom a third party agreement applies, or 

(g) a person to whom directions have been given. 

(2) Subsection (1) does not apply where -
(h) the disclosure is of information other than identifying donor information and is made 

with the consent required by section 33B, 

(i) the disclosure -
(i) is made by a person who is satisfied that it is necessary to make the disclosure to 

avert an imminent danger to the health of an individual ('P'), 

(ii) is of information falling within section 31(2) (a) which could be disclosed by virtue of 

paragraph (h) with P's consent or could be disclosed to P by virtue of subsection (5), 

and 

(iii) is made in circumstances where it is not reasonably practicable to obtain P's consent, 

U) the disclosure is of information which has been lawfully made available to the public 

before the disclosure is made, 

(k) the disclosure is made in accordance with sections 31ZA to 31ZE, 
(t) the disclosure is made necessarily for -

(i) the purpose of the investigation of any offence (or suspected offence), or 

(ii) any purpose preliminary to proceedings, or for the purposes of, or in connection 

with, any proceedings. 

(3) Subsection (1) does not apply to the disclosure of information in so far as -
(a) the information identifies a person who, but for sections 27 to 29 of this Act or sec

tions 33 to 47 of the Human Fertilisation and Embryology Act 200S, would or might 
be a parent of a person who instituted proceedings under section lA of the Congenital 
Disabilities (Civil Liability) Act 1976, and 
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(b) the disclosure is made for the purpose of defending such proceedings, or instituting 

connected proceedings for compensation against that parent. 

33D Disclosure for the purposes of medical or other research 
(1) Regulations may -

(a) make such provision for and in connection with requiring or regulating the processing 

of protected information for the purposes of medical research as the Secretary of State 

considers is necessary or expedient in the public interest or in the interests of improving 

patient care, and 

(b) make such provision for and in connection with requiring or regulating the processing 

of protected information for the purposes of any other research as the Secretary of State 

considers is necessary or expedient in the public interest. 

34 Disclosure in interests of justice 
(1) Where in any proceedings before a court the question whether a person is or is not the par

ent of a child by virtue of sections 27 to 29 of this Act or sections 33 to 47 of the Human Fertilisation 

and Embryology Act 2008 falls to be determined, the court may on the application of any party to 

the proceedings make an order requiring the Authority -

(a) to disclose whether or not any information relevant to that question is contained in the 

register kept in pursuance of section 31 of this Act, and 

(b) if it is, to disclose so much of it as is specified in the order, 

but such an order may not require the Authority to disclose any information falling within section 
31(2) (c) to (e) of this Act. 

(2) The court must not make an order under subsection (1) above unless it is satisfied that the 

interests of justice require it to do so, taking into account -

(a) any representations made by any individual who may be affected by the disclosure, 
and 

(b) the welfare of the child, if under 18 years old, and of any other person under that age 

who may be affected by the disclosure. 

35 Disclosure in interests of justice: congenital disabilities, etc. 
(1) Where for the purpose of instituting proceedings under section 1 of the Congenital 

Disabilities (Civil Liability) Act 1976 (civil liability to child born disabled) it is necessary to iden
tify a person who would or might be the parent of a child but for the relevant statutory provisions, 

the court may, on the application of the child, make an order requiring the Authority to disclose 

any information contained in the register kept in pursuance of section 31 of this Act identifying 

that person. 

Mitochondrial donation 

35A Mitochondrial donation 
(1) Regulations may provide for any of the relevant provisions to have effect subject to speci

fied modifications in relation to cases where -

(a) an egg which is a permitted egg for the purposes of section 3(2) by virtue of regulations 

made under section 3ZA(S), or 
(b) an embryo which is a permitted embryo for those purposes by virtue of such regula

tions, has been created from material provided by two women. 

Conscientious objection 

38 Conscientious objection 
(1) No person who has a conscientious objection to participating in any activity governed by 

this Act shall be under any duty, however arising, to do so. 
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(2) In any legal proceedings the burden of proof of conscientious objection shall rest on the 

person claiming to rely on it. 

(3) In any proceedings before a court in Scotland, a statement on oath by any person to the 
effect that he has a conscientious objection to participating in a particular activity governed by 
this Act shall be sufficient evidence of that fact for the purpose of discharging the burden of proof 

imposed by subsection (2) above. 

Offences 

41 Offences 
(1) A person who -

(a) contravenes section 3(2), 3A or 4A(l) or (2) of this Act, or 

(b) does anything which, by virtue of section 3(3) of this Act, cannot be authorised by a 

licence, 
is guilty of an offence and liable on conviction on indictment to imprisonment for a term not exceed

ing ten years or a fine or both. 

(2) A person who -

(a) contravenes section 3(1) or (lA) of this Act, otherwise than by doing something 

which, by virtue of section 3(3) of this Act, cannot be authorised by a licence, 

(aa) contravenes section 3(1B) of this Act, 

(b) keeps any gametes in contravention of section 4(1) (a) of this Act, (ba) uses any gam-

etes in contravention of section 4(1) (b), 

(bb) contravenes section 4(1A) of this Act, 

(c) contravenes section 4(3) of this Act, or 

(d) fails to comply with any directions given by virtue of section 24(5D) of this Act, is 

guilty of an offence. 

(3) If a person -

(a) provides any information for the purposes of the grant of a licence, being information 

which is false or misleading in a material particular, and 

(b) either he knows the information to be false or misleading in a material particular or he 

provides the information recklessly, 

he is guilty of an offence. 

( 4) A person guilty of an offence under subsection (2) or (3) above is liable -
(a) on conviction on indictment, to imprisonment for a term not exceeding two years or a 

fine or both, and 

(b) on summary conviction, to imprisonment for a term not exceeding six months or a fine 

not exceeding the statutory maximum or both. 

(5) A person who discloses any information in contravention of section 33A of this Act is guilty 

of an offence and liable -
(a) on conviction on indictment, to imprisonment for a term not exceeding two years or a 

fine or both, and 

(b) on summary conviction, to imprisonment for a term not exceeding six months or a fine 
not exceeding the statutory maximum or both. 

42 Consent to prosecution 
No proceedings for an offence under this Act shall be instituted -

(a) in England and Wales, except by or with the consent of the Director of Public 

Prosecutions, and 
(b) in Northern Ireland, except by or with the consent of the Director of Public Prosecutions 

for Northern Ireland. 
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Miscellaneous and general 

47 Index 
The expressions listed in the left-hand column below are respectively defined or (as the case may 

be) are to be interpreted in accordance with the provisions of this Act listed in the right-hand 
column in relation to those expressions. 

Expression 

Activities governed by this Act 

Authority 

Basic partner treatment services 

Carry, in relation to a child 

Embryo 

Gametes, eggs or sperm 

Human application 

Keeping, in relation to embryos or gametes 

Licence 

Person responsible 

Statutory storage period 

Store, and similar expressions, in relation to embryos or gametes 

Treatment services 

49 Short title, commencement, etc. 

Relevant provision 

Section 4(5) 

Section 2(1) 

Section 2(1) 

Section 2(3) 

Section 1 

Section 1 

Section 2(1) 

Section 2 (2) 

Section 2(1) 

Section 17(1) 

Section 14(3) to (5) 

Section 2(1) 

Section 2(1) 

(3) Section 27 to 29 of this Act shall have effect only in relation to children carried by women 

as a result of the placing in them of embryos or of sperm and eggs, or of their artificial insemination 

(as the case may be), after the commencement of those sections. 

(4) Section 27 of the Family Law Reform Act 1987 (artificial insemination) does not have 

effect in relation to children carried by women as the result of their artificial insemination after 

the commencement of sections 27 to 29 of this Act. 

S CHEDULE S 

S C HE DULE 2 ACTIVITIES FOR WHICH LICENCE S 

MAY BE GRANTED 

Licences for treatment 

1 .-(1) A licence under this paragraph may authorise any of the following in the course of 
providing treatment services -

(a) bringing about the creation of embryos in vitro, 

(b) procuring, keeping, testing, processing or distributing embryos, 

(c) procuring, testing, processing, distributing or using gametes, 

(ca) using embryos for the purpose of training persons in embryo biopsy, embryo storage or 

other embryological techniques, 
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(d) other practices designed to secure that embryos are in a suitable condition to be placed 

in a woman, 
(e) placing any permitted embryo in a woman, 

(f) mixing sperm with the egg of a hamster, or other animal specified in directions, for 

the purpose of testing the fertility or normality of the sperm, but only where anything 

which forms is destroyed when the test is complete and, in any event, not later than the 

two cell stage, and 

(g) such other practices, apart from practices falling within section 4A(2), as may be speci

fied in, or determined in accordance with, regulations. 

(2) Subject to the provisions of this Act, a licence under this paragraph may be granted subject 

to such conditions as may be specified in the licence and may authorise the performance of any of 

the activities referred to in sub-paragraph (1) above in such manner as may be so specified. 

(3) A licence under this paragraph cannot authorise any activity unless it appears to the 

Authority to be necessary or desirable for the purpose of providing treatment services. 
(4) A licence under this paragraph cannot authorise altering the nuclear or mitochondrial 

DNA of a cell while it forms part of an embryo, except for the purpose of creating something that 

will by virtue of regulations under section 3ZA(S) be a permitted embryo. 

(4A) A licence under this paragraph cannot authorise the use of embryos for the purpose men

tioned in sub-paragraph (l)(ca) unless the Authority is satisfied that the proposed use of embryos 

is necessary for that purpose. 

(S) A licence under this paragraph shall be granted for such period not exceeding five years as 

may be specified in the licence. 
(6) In this paragraph, references to a permitted embryo are to be read in accordance with 

section 3ZA. 

Embryo testing 

lZA.-(1) A licence under paragraph 1 cannot authorise the testing of an embryo, except for 

one or more of the following purposes -

(a) establishing whether the embryo has a gene, chromosome or mitochondrion abnor

mality that may affect its capacity to result in a live birth, 

(b) in a case where there is a particular risk that the embryo may have any gene, chromo
some or mitochondrion abnormality, establishing whether it has that abnormality or 

any other gene, chromosome or mitochondrion abnormality, 
(c) in a case where there is a particular risk that any resulting child will have or develop -

(i) a gender-related serious physical or mental disability, 

(ii) a gender-related serious illness, or 

(iii) any other gender-related serious medical condition, establishing the sex of the 

embryo, 

(d) in a case where a person ('the sibling') who is the child of the persons whose gametes 

are used to bring about the creation of the embryo (or of either of those persons) suffers 

from a serious medical condition which could be treated by umbilical cord blood stem 
cells, bone marrow or other tissue of any resulting child, establishing whether the tis
sue of any resulting child would be compatible with that of the sibling, and 

(e) in a case where uncertainty has arisen as to whether the embryo is one of those whose 

creation was brought about by using the gametes of particular persons, establishing 

whether it is. 
(2) A licence under paragraph 1 cannot authorise the testing of embryos for the purpose men

tioned in sub-paragraph (1) (b) unless the Authority is satisfied -
(a) in relation to the abnormality of which there is a particular risk, and 
(b) in relation to any other abnormality for which testing is to be authorised under 

sub-paragraph (1) (b), 
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that there is a significant risk that a person with the abnormality will have or develop a serious phys

ical or mental disability, a serious illness or any other serious medical condition. 

(3) For the purposes of sub-paragraph (l) (c), a physical or mental disability, illness or other 

medical condition is gender-related if the Authority is satisfied that -

(a) it affects only one sex, or 

(b) it affects one sex significantly more than the other. 
(4) In sub-paragraph (l)(d) the reference to 'other tissue' of the resulting child does not in

clude a reference to any whole organ of the child. 

Sex selection 

lZB.-(1) A licence under paragraph 1 cannot authorise any practice designed to secure that 

any resulting child will be of one sex rather than the other. 

(2) Sub-paragraph (1) does not prevent the authorisation of any testing of embryos that is cap

able of being authorised under paragraph lZA. 

(3) Sub-paragraph (1) does not prevent the authorisation of any other practices designed to 
secure that any resulting child will be of one sex rather than the other in a case where there is a 

particular risk that a woman will give birth to a child who will have or develop -

(a) a gender-related serious physical or mental disability, 

(b) a gender-related serious illness, or 

(c) any other gender-related serious medical condition. 

(4) For the purposes of sub-paragraph (3), a physical or mental disability, illness or other med

ical condition is gender-related if the Authority is satisfied that -

(a) it affects only one sex, or 
(b) it affects one sex significantly more than the other. 

Licences for non-medical fertility services 

lA.-(1) A licence under this paragraph may authorise any of the following in the course of 
providing non-medical fertility services -

(a) procuring sperm, and 

(b) distributing sperm. 

(lA) A licence under this paragraph cannot authorise the procurement or distribution of 

sperm to which there has been applied any process designed to secure that any resulting child will 

be of one sex rather than the other. 
(2) Subject to the provisions of this Act, a licence under this paragraph may be granted subject 

to such conditions as may be specified in the licence and may authorise the performance of any of 

the activities referred to in sub-paragraph (1) above in such manner as may be so specified. 

(3) A licence under this paragraph shall be granted for such period not exceeding five years as 

may be specified in the licence. 

Licences for storage 

2.-(1) A licence under this paragraph or paragraph 1 or 3  of this Schedule may authorise the 

storage of gametes or embryos or both. 

(lA) A licence under this paragraph or paragraph 3 may authorise the storage of human 

admixed embryos (whether or not the licence also authorises the storage of gametes or embryos 
or both). 

(3) A licence under this paragraph shall be granted for such period not exceeding five years as 

may be specified in the licence. 

Licences for research 

3.-(1) A licence under this paragraph may authorise any of the following 

(a) bringing about the creation of embryos in vitro, and 
(b) keeping or using embryos, 



138 H uman Ferti l isation and Embryology Act 1990 

for the purposes of a project of research specified in the licence. 

(2) A licence under this paragraph may authorise mixing sperm with the egg of a hamster, or 

other animal specified in directions, for the purpose of developing more effective techniques for 

determining the fertility or normality of sperm, but only where anything which forms is destroyed 

when the research is complete and, in any event, no later than the two cell stage. 

(3) A licence under this paragraph may authorise any of the following -

(a) bringing about the creation of human admixed embryos in vitro, and 

(b) keeping or using human admixed embryos, for the purposes of a project of research 

specified in the licence. 

( 4) A licence under sub-paragraph (3) may not authorise the activity which may be authorised 

by a licence under sub-paragraph (2). 

(5) No licence under this paragraph is to be granted unless the Authority is satisfied that 

any proposed use of embryos or human admixed embryos is necessary for the purposes of the 

research. 
(8) A licence under this paragraph may be granted for such period not exceeding three years 

as may be specified in the licence. 

(9) This paragraph has effect subject to paragraph 3A. 

Purposes for which activities may be licensed under paragraph 3 

3A.-(1) A licence under paragraph 3 cannot authorise any activity unless the activity appears 

to the Authority-

(a) to be necessary or desirable for any of the purposes specified in sub-paragraph (2) ('the 

principal purposes'), 

(b) to be necessary or desirable for the purpose of providing knowledge that, in the 
view of the Authority, may be capable of being applied for the purposes specified in 

sub-paragraph (2) (a) or (b), or 

(c) to be necessary or desirable for such other purposes as may be specified in regulations. 

(2) The principal purposes are -

(a) increasing knowledge about serious disease or other serious medical conditions, 

(b) developing treatments for serious disease or other serious medical conditions, 
(c) increasing knowledge about the causes of any congenital disease or congenital medical 

condition that does not fall within paragraph (a), 
(d) promoting advances in the treatment of infertility, 

(e) increasing knowledge about the causes of miscarriage, 

(f) developing more effective techniques of contraception, 

(g) developing methods for detecting the presence of gene, chromosome or mitochondrion 

abnormalities in embryos before implantation, or 

(h) increasing knowledge about the development of embryos. 

S CHEDULE 3 CONSENTS TO USE OR STORAGE 
OF GAMETES,  EMBRYOS OR HUMAN ADMIXED 

EMBRYOS ETC . 

Consent 

1 .-(1) A consent under this Schedule, and any notice under paragraph 4 varying or with
drawing a consent under this Schedule, must be in writing and, subject to sub-paragraph (2), must 

be signed by the person giving it. 

(2) A consent under this Schedule by a person who is unable to sign because of illness, injury or 
physical disability (a 'person unable to sign'), and any notice under paragraph 4 by a person unable 
to sign varying or withdrawing a consent under this Schedule, is to be taken to comply with the 
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requirement of sub-paragraph (1) as to signature if it is signed at the direction of the person unable 

to sign, in the presence of the person unable to sign and in the presence of at least one witness who 

attests the signature. 

(3) In this Schedule 'effective consent' means a consent under this Schedule which has not 

been withdrawn. 

2 .-(1) A consent to the use of any embryo must specify one or more of the following purposes -

(a) use in providing treatment services to the person giving consent, or that person and 

another specified person together, 

(b) use in providing treatment services to persons not including the person giving consent, 

(ba) use for the purpose of training persons in embryo biopsy, embryo storage or other em

bryological techniques, or 

(c) use for the purposes of any project of research, and may specify conditions subject to 

which the embryo may be so used. 

(lA) A consent to the use of any human admixed embryo must specify use for the purposes of 

any project of research and may specify conditions subject to which the human admixed embryo 

may be so used. 

(2) A consent to the storage of any gametes, any embryo or any human admixed embryo 

must -

(a) specify the maximum period of storage (if less than the statutory storage period), 
(b) except in a case falling within paragraph (c), state what is to be done with the gametes, 

embryo or human admixed embryo if the person who gave the consent dies or is unable, 

because the person lacks capacity to do so, to vary the terms of the consent or to with

draw it, and 

(c) where the consent is given by virtue of paragraph 8(2A) or 13(2), state what is to be 

done with the embryo or human admixed embryo if the person to whom the consent 

relates dies, 

and may (in any case) specify conditions subject to which the gametes, embryo or human admixed 

embryo may remain in storage. 

(2A) A consent to the use of a person's human cells to bring about the creation in vitro of an 

embryo or human admixed embryo is to be taken unless otherwise stated to include consent to the 

use of the cells after the person's death. 

(4) A consent under this Schedule may apply -

(a) to the use or storage of a particular embryo or human admixed embryo, or 

(b) in the case of a person providing gametes or human cells, to the use or storage of-
(i) any embryo or human admixed embryo whose creation may be brought about 

using those gametes or those cells, and 

(ii) any embryo or human admixed embryo whose creation may be brought about 

using such an embryo or human admixed embryo. 

(S) In the case of a consent falling within sub-paragraph (4) (b), the terms of the consent may 

be varied, or the consent may be withdrawn, in accordance with this Schedule either generally or 

in relation to -

(a) a particular embryo or particular embryos, or 

(b) a particular human admixed embryo or particular human admixed embryos. 

Procedure for giving consent 

3.-(1) Before a person gives consent under this Schedule -
(a) he must be given a suitable opportunity to receive proper counselling about the implica

tions of taking the proposed steps, and 

(b) he must be provided with such relevant information as is proper. 
(2) Before a person gives consent under this Schedule he must be informed of the effect of 

paragraph 4 and, if relevant, paragraph 4A below. 
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Variation and withdrawal of consent 

4.-(1) The terms of any consent under this Schedule may from time to time be varied, and the 

consent may be withdrawn, by notice given by the person who gave the consent to the person keep

ing the gametes, human cells, embryo or human admixed embryo to which the consent is relevant. 

(lA) Sub-paragraph (lB) applies to a case where an egg is used in the process set out in regula

tion 4 of the Human Fertilisation and Embryology (Mitochondrial Donation) Regulations 2015 (and 

'egg A' and 'egg B' have the same meanings in this paragraph as in that regulation). 

(lB) The terms of the consent to that use of egg A or egg B cannot be varied, and such consent 

cannot be withdrawn, once all the nuclear DNA of egg B which is not polar body nuclear DNA is 

inserted into egg A. 

(2) Subject to sub-paragraphs (3) to (3B), the terms of any consent to the use of any embryo 

cannot be varied, and such consent cannot be withdrawn, once the embryo has been used -

(a) in providing treatment services, 
(aa) in training persons in embryo biopsy, embryo storage or other embryological tech

niques, or 

(b) for the purposes of any project of research. 

(3) Where the terms of any consent to the use of an embryo ('embryo A') include consent to the 

use of an embryo or human admixed embryo whose creation may be brought about in vitro using 

embryo A, that consent to the use of that subsequent embryo or human admixed embryo cannot be 

varied or withdrawn once embryo A has been used for one or more of the purposes mentioned in 

subparagraph (2) (a) or (b). 

(3A) Sub-paragraph (3B) applies to a case where an embryo is used in the process set out in regu

lation 7 of the Human Fertilisation and Embryology (Mitochondrial Donation) Regulations 2015 (and 

'embryo A' and 'embryo B' have the same meanings in sub-paragraph (3B) as in that regulation). 
(3B) The terms of the consent to that use of embryo A or embryo B cannot be varied, and such 

consent cannot be withdrawn, once all the nuclear DNA of embryo B which is not polar body nuclear 

DNA is inserted into embryo A. 

(4) Subject to sub-paragraph (5), the terms of any consent to the use of any human admixed 

embryo cannot be varied, and such consent cannot be withdrawn, once the human admixed em

bryo has been used for the purposes of any project of research. 

(5) Where the terms of any consent to the use of a human admixed embryo ('human admixed 

embryo A') include consent to the use of a human admixed embryo or embryo whose creation may 
be brought about in vitro using human admixed embryo A, that consent to the use of that subse

quent human admixed embryo or embryo cannot be varied or withdrawn once human admixed 

embryo A has been used for the purposes of any project of research. 

4A.-(l) This paragraph applies where -

(a) a permitted embryo, the creation of which was brought about in vitro, is in storage, 

(b) it was created for use in providing treatment services, 

(c) before it is used in providing treatment services, one of the persons whose gametes 

were used to bring about its creation ('P') gives the person keeping the embryo notice 

withdrawing P's consent to the storage of the embryo, and 
(d) the embryo was not to be used in providing treatment services to P alone. 

(2) The person keeping the embryo must as soon as possible take all reasonable steps to notify 

each interested person in relation to the embryo of P's withdrawal of consent. 
(3) For the purposes of sub-paragraph (2), a person is an interested person in relation to an 

embryo if the embryo was to be used in providing treatment services to that person. 

(4) Storage of the embryo remains lawful until -
(a) the end of the period of 12 months beginning with the day on which the notice men

tioned in sub-paragraph (1) was received from P, or 
(b) if, before the end of that period, the person keeping the embryo receives a notice from each 

person notified of P's withdrawal under sub-paragraph (2) stating that the person consents 
to the destruction of the embryo, the time at which the last of those notices is received. 
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(5) The reference in sub-paragraph (l)(a) to a permitted embryo is to be read in accordance 

with section 3ZA. 

Use of gametes for treatment of others 

5.-(1) A person's gametes must not be used for the purposes of treatment services or non

medical fertility services unless there is an effective consent by that person to their being so used 

and they are used in accordance with the terms of the consent. 
(2) A person's gametes must not be received for use for those purposes unless there is an ef

fective consent by that person to their being so used. 

(3) This paragraph does not apply to the use of a person's gametes for the purpose of that 

person, or that person and another together, receiving treatment services. 

In vitro fertilisation and subsequent use of embryo 

6.-(1) A person's gametes or human cells must not be used to bring about the creation of any 

embryo in vitro unless there is an effective consent by that person to any embryo, the creation of 

which may be brought about with the use of those gametes or human cells, being used for one or 

more of the purposes mentioned in paragraph 2(l)(a), (b) and (c) above. 

(2) An embryo the creation of which was brought about in vitro must not be received by any 

person unless there is an effective consent by each relevant person in relation to the embryo to the 

use for one or more of the purposes mentioned in paragraph 2(l)(a), (b), (ba) and (c) above of the 
embryo. 

(3) An embryo the creation of which was brought about in vitro must not be used for any pur
pose unless there is an effective consent by each relevant person in relation to the embryo to the use 

for that purpose of the embryo and the embryo is used in accordance with those consents. 

(3A) If the Authority is satisfied that the parental consent conditions in paragraph 15 are 

met in relation to the proposed use under a licence of the human cells of a person who has not 

attained the age of 18 years ('C'), the Authority may in the licence authorise the application of 

sub-paragraph (3B) in relation to C. 

(3B) Where the licence authorises the application of this sub-paragraph, the effective consent 
of a person having parental responsibility for C -

(a) to the use of C's human cells to bring about the creation of an embryo in vitro for use for 

the purposes of a project of research, or 

(b) to the use for those purposes of an embryo in relation to which C is a relevant person by 

reason only of the use of C's human cells, 

is to be treated for the purposes of sub-paragraphs (1) to (3) as the effective consent of C .  

(3C) If C attains the age of 18 years or  the condition in paragraph 15(3) ceases to be met in re

lation to C, paragraph 4 has effect in relation to C as if any effective consent previously given under 

subparagraphs (1) to (3) by a person having parental responsibility for C had been given by C but, 

subject to that, sub-paragraph (3B) ceases to apply in relation to C .  
(3D) Sub-paragraphs (1) to  (3) have effect subject to paragraphs 16 and 20. 

(3E) For the purposes of sub-paragraphs (2), (3) and (3B), each of the following is a relevant 

person in relation to an embryo the creation of which was brought about in vitro ('embryo A') -

(a) each person whose gametes or human cells were used to bring about the creation of 

embryo A, 
(b) each person whose gametes or human cells were used to bring about the creation of any 

other embryo, the creation of which was brought about in vitro, which was used to bring 
about the creation of embryo A, and 

(c) each person whose gametes or human cells were used to bring about the creation of any 

human admixed embryo, the creation of which was brought about in vitro, which was 

used to bring about the creation of embryo A. 

(4) Any consent required by this paragraph is in addition to any consent that may be required 
by paragraph 5 above. 
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Embryos obtained by lavage, etc. 

7.-(1) An embryo taken from a woman must not be used for any purpose unless there is an 

effective consent by her to the use of the embryo for that purpose and it is used in accordance with 

the consent. 

(2) An embryo taken from a woman must not be received by any person for use for any purpose 

unless there is an effective consent by her to the use of the embryo for that purpose. 
(3) Sub-paragraphs (1) and (2) do not apply to the use, for the purpose of providing a woman 

with treatment services, of an embryo taken from her. 

(4) An embryo taken from a woman must not be used to bring about the creation of any em

bryo in vitro or any human admixed embryo in vitro. 

Storage of gametes and embryos 

8.-(1) A person's gametes must not be kept in storage unless there is an effective consent by 

that person to their storage and they are stored in accordance with the consent. 

(2) An embryo the creation of which was brought about in vitro must not be kept in storage 

unless there is an effective consent, by each relevant person in relation to the embryo, to the stor
age of the embryo and the embryo is stored in accordance with those consents. 

(2A) Where a licence authorises the application of paragraph 6(3B) in relation to a person who has 

not attained the age of 18 years ('C'), the effective consent of a person having parental responsibility 

for C to the storage of an embryo in relation to which C is a relevant person by reason only of the use 

of C's human cells is to be treated for the purposes of sub-paragraph (2) as the effective consent of C. 

(2B) If C attains the age of 18 years or the condition in paragraph 15(3) ceases to be met in re
lation to C, paragraph 4 has effect in relation to C as if any effective consent previously given under 

sub-paragraph (2) by a person having parental responsibility for C had been given by C but, subject 

to that, sub-paragraph (2A) ceases to apply in relation to C. 

(2C) For the purposes of sub-paragraphs (2) and (2A), each of the following is a relevant 

person in relation to an embryo the creation of which was brought about in vitro ('embryo N) -
(a) each person whose gametes or human cells were used to bring about the creation of 

embryo A, 

(b) each person whose gametes or human cells were used to bring about the creation of any 
other embryo, the creation of which was brought about in vitro, which was used to bring 

about the creation of embryo A, and 

(c) each person whose gametes or human cells were used to bring about the creation of any 

human admixed embryo, the creation of which was brought about in vitro, which was 

used to bring about the creation of embryo A. 
(3) An embryo taken from a woman must not be kept in storage unless there is an effective 

consent by her to its storage and it is stored in accordance with the consent. 

(4) Sub-paragraph (1) has effect subject to paragraphs 9 and 10; and sub-paragraph (2) has 

effect subject to paragraphs 4A(4), 16 and 20. 

Cases where consent is not required for storage 

9.-(1) The gametes of a person ('C') may be kept in storage without C's consent if the follow
ing conditions are met. 

(2) Condition A is that the gametes are lawfully taken from or provided by C before C attains 

the age of 18 years. 
(3) Condition B is that, before the gametes are first stored, a registered medical practitioner 

certifies in writing that C is expected to undergo medical treatment and that in the opinion of the 

registered medical practitioner -

(a) the treatment is likely to cause a significant impairment of C's fertility, and 

(b) the storage of the gametes is in C's best interests. 

( 4) Condition C is that, at the time when the gametes are first stored, either -
(a) C has not attained the age of 16 years and is not competent to deal with the issue of con

sent to the storage of the gametes, or 
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(b) C has attained that age but, although not lacking capacity to consent to the storage of 

the gametes, is not competent to deal with the issue of consent to their storage. 

(5) Condition D is that C has not, since becoming competent to deal with the issue of consent 

to the storage of the gametes -

(a) given consent under this Schedule to the storage of the gametes, or 

(b) given written notice to the person keeping the gametes that C does not wish them to 

continue to be stored. 

10.-(1) The gametes of a person ('P') may be kept in storage without P's consent if the follow
ing conditions are met. 

(2) Condition A is that the gametes are lawfully taken from or provided by P after P has 

attained the age of 16 years. 

(3) Condition B is that, before the gametes are first stored, a registered medical practitioner 

certifies in writing that P is expected to undergo medical treatment and that in the opinion of the 

registered medical practitioner -

(a) the treatment is likely to cause a significant impairment of P's fertility, 
(b) P lacks capacity to consent to the storage of the gametes, 

(c) P is likely at some time to have that capacity, and 

(d) the storage of the gametes is in P's best interests. 

(4) Condition C is that, at the time when the gametes are first stored, P lacks capacity to con

sent to their storage. 

(5) Condition D is that P has not subsequently, at a time when P has capacity to give a consent 

under this Schedule -

(a) given consent to the storage of the gametes, or 

(b) given written notice to the person keeping the gametes that P does not wish them to 

continue to be stored. 

11 .-A person's gametes must not be kept in storage by virtue of paragraph 9 or 10 after the 

person's death. 

Creation, use and storage of human admixed embryos 

12.-(1) A person's gametes or human cells must not be used to bring about the creation of any 

human admixed embryo in vitro unless there is an effective consent by that person to any human 

admixed embryo, the creation of which may be brought about with the use of those gametes or 

human cells, being used for the purposes of any project of research. 

(2) A human admixed embryo the creation of which was brought about in vitro must not be 
received by any person unless there is an effective consent by each relevant person in relation to the 

human admixed embryo to the use of the human admixed embryo for the purposes of any project of 
research. 

(3) A human admixed embryo the creation of which was brought about in vitro must not be 
used for the purposes of a project of research unless -

(a) there is an effective consent by each relevant person in relation to the human admixed 

embryo to the use of the human admixed embryo for that purpose, and 

(b) the human admixed embryo is used in accordance with those consents. 

( 4) If the Authority is satisfied that the parental consent conditions in paragraph 15 are met in 
relation to the proposed use under a licence of the human cells of a person who has not attained the 

age of 18 years ('C'), the Authority may in the licence authorise the application of sub-paragraph (5) 
in relation to C .  

(5)  Where the licence authorises the application of  this sub-paragraph, the effective consent 
of a person having parental responsibility for C -

(a) to the use of C's human cells to bring about the creation of a human admixed embryo in 

vitro for use for the purposes of a project of research, or 

(b) to the use for those purposes of a human admixed embryo in relation to which C is a 
relevant person by reason only of the use of C's human cells, 

is to be treated for the purposes of sub-paragraphs (1) to (3) as the effective consent of C.  
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(6) If C attains the age of 18 years or the condition in paragraph 15(3) ceases to be met in rela

tion to C, paragraph 4 has effect in relation to C as if any effective consent previously given under 

subparagraphs (1) to (3) by a person having parental responsibility for C had been given by C but, 

subject to that, sub-paragraph (5) ceases to apply in relation to C .  

(7) Sub-paragraphs (1) to (3) have effect subject to paragraphs 1 6  and 20. 

13.-(1) A human admixed embryo the creation of which was brought about in vitro must not 

be kept in storage unless -
(a) there is an effective consent by each relevant person in relation to the human admixed 

embryo to the storage of the human admixed embryo, and 

(b) the human admixed embryo is stored in accordance with those consents. 

(2) Where a licence authorises the application of paragraph 12(5) in relation to a person who 

has not attained the age of 18 years ('C'), the effective consent of a person having parental respon

sibility for C to the storage of a human admixed embryo in relation to which C is a relevant person 

by reason only of the use of C's human cells is to be treated for the purposes of sub-paragraph (1) as 

the effective consent of C .  

(3) If C attains the age of 18 years or  the condition in paragraph 15(3) ceases to be met in rela

tion to C, paragraph 4 has effect in relation to C as if any effective consent previously given under 

sub-paragraph (1) by a person having parental responsibility for C had been given by C but, subject 

to that, sub-paragraph (2) ceases to apply in relation to C. 

(4) Sub-paragraph (1) has effect subject to paragraphs 16 and 20. 

14.-For the purposes of paragraphs 12 and 13, each of the following is a relevant person in 

relation to a human admixed embryo the creation of which was brought about in vitro ('human 

admixed embryo A') -

(a) each person whose gametes or human cells were used to bring about the creation of 

human admixed embryo A, 

(b) each person whose gametes or human cells were used to bring about the creation of 

any embryo, the creation of which was brought about in vitro, which was used to bring 

about the creation of human admixed embryo A, and 

(c) each person whose gametes or human cells were used to bring about the creation of any 

other human admixed embryo, the creation of which was brought about in vitro, which 

was used to bring about the creation of human admixed embryo A. 

Parental consent conditions 

15.-(1) In relation to a person who has not attained the age of 18 years ('C'), the parental 
consent conditions referred to in paragraphs 6(3A) and 12(4) are as follows. 

(2) Condition A is that C suffers from, or is likely to develop, a serious disease, a serious phys

ical or mental disability or any other serious medical condition. 

(3) Condition B is that either -
(a) C is not competent to deal with the issue of consent to the use of C's human cells to bring 

about the creation in vitro of an embryo or human admixed embryo for use for the pur

poses of a project of research, or 
(b) C has attained the age of 16 years but lacks capacity to consent to such use of C's 

human cells. 
(4) Condition C is that any embryo or human admixed embryo to be created in vitro is 

to be used for the purposes of a project of research which is intended to increase knowledge 
about -

(a) the disease, disability or medical condition mentioned in sub-paragraph (2) or any 

similar disease, disability or medical condition, or 
(b) the treatment of, or care of persons affected by, that disease, disability or medical con

dition or any similar disease, disability or medical condition. 
(5) Condition D is that there are reasonable grounds for believing that research of compar

able effectiveness cannot be carried out if the only human cells that can be used to bring about the 
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creation in vitro of embryos or human admixed embryos for use for the purposes of the project are 

the human cells of persons who -

(a) have attained the age of 18 years and have capacity to consent to the use of their human 

cells to bring about the creation in vitro of an embryo or human admixed embryo for use 

for the purposes of the project, or 

(b) have not attained that age but are competent to deal with the issue of consent to such 

use of their human cells. 

Adults lacking capacity: exemption relating to use of human cells etc. 

16.-(1) If, in relation to the proposed use under a licence of the human cells of a person who 

has attained the age of 18 years ('P'), the Authority is satisfied -

(a) that the conditions in paragraph 17 are met, 

(b) that paragraphs (1) to (4) of paragraph 18 have been complied with, and 

(c) that the condition in paragraph 18(5) is met, 

the Authority may in the licence authorise the application of this paragraph in relation to P. 

(2) Where a licence authorises the application of this paragraph, this Schedule does not re

quire the consent of P -
(a) to the use (whether during P's life or after P's death) of P's human cells to bring about 

the creation in vitro of an embryo or human admixed embryo for use for the purposes of 

a project of research, 

(b) to the storage or the use for those purposes (whether during P's life or after P's death) 

of an embryo or human admixed embryo in relation to which P is a relevant person by 

reason only of the use of P's human cells. 

(3) This paragraph has effect subject to paragraph 19. 

Consent to use of human cells etc. not required: adult lacking capacity 

17.-(1) The conditions referred to in paragraph 16(l) (a) are as follows. 

(2) Condition A is that P suffers from, or is likely to develop, a serious disease, a serious phys
ical or mental disability or any other serious medical condition. 

(3) Condition B is that P lacks capacity to consent to the use of P's human cells to bring about 

the creation in vitro of an embryo or human admixed embryo for use for the purposes of a project 
of research. 

( 4) Condition C is that the person responsible under the licence has no reason to believe that P 

had refused such consent at a time when P had that capacity. 

(5) Condition D is that it appears unlikely that P will at some time have that capacity. 

(6) Condition E is that any embryo or human admixed embryo to be created in vitro is to be 

used for the purposes of a project of research which is intended to increase knowledge about -

(a) the disease, disability or medical condition mentioned in sub-paragraph (2) or any 

similar disease, disability or medical condition, or 

(b) the treatment of, or care of persons affected by, that disease, disability or medical con

dition or any similar disease, disability or medical condition. 

(7) Condition F is that there are reasonable grounds for believing that research of comparable 

effectiveness cannot be carried out if the only human cells that can be used to bring about the cre

ation in vitro of embryos or human admixed embryos for use for the purposes of the project are the 
human cells of persons who -

(a) have attained the age of 18 years and have capacity to consent to the use of their human 
cells to bring about the creation in vitro of an embryo or human admixed embryo for use 
for the purposes of the project, or 

(b) have not attained that age but are competent to deal with the issue of consent to such 
use of their human cells. 

(8) In this paragraph and paragraph 18 references to the person responsible under the licence 
are to be read, in a case where an application for a licence is being made, as references to the person 
who is to be the person responsible. 
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Consulting carers etc. in case of adult lacking capacity 

18.-(1) This paragraph applies in relation to a person who has attained the age of 18 years 

('P') where the person responsible under the licence ('R') wishes to use P's human cells to bring 

about the creation in vitro of an embryo or human admixed embryo for use for the purposes of a 

project of research, in a case where P lacks capacity to consent to their use. 

(2) R must take reasonable steps to identify a person who -

(a) otherwise than in a professional capacity or for remuneration, is engaged in caring for 

P or is interested in P's welfare, and 

(b) is prepared to be consulted by R under this paragraph of this Schedule. 

(3) If R is unable to identify such a person R must nominate a person who -

(a) is prepared to be consulted by R under this paragraph of this Schedule, but 

(b) has no connection with the project. 

(4) R must provide the person identified under sub-paragraph (2) or nominated under 

sub-paragraph (3) ('F') with information about the proposed use of human cells to bring about the 

creation in vitro of embryos or human admixed embryos for use for the purposes of the project and 

ask F what, in F's opinion, P's wishes and feelings about the use of P's human cells for that purpose 

would be likely to be if P had capacity in relation to the matter. 

(S) The condition referred to in paragraph 16(l) (c) is that, on being consulted, F has not 

advised R that in F's opinion P's wishes and feelings would be likely to lead P to decline to consent 

to the use of P's human cells for that purpose. 

Effect of acquiring capacity 

19.-(1) Paragraph 16 does not apply to the use of P's human cells to bring about the creation 

in vitro of an embryo or human admixed embryo if, at a time before the human cells are used for 

that purpose, P -

(a) has capacity to consent to their use, and 

(b) gives written notice to the person keeping the human cells that P does not wish them to 

be used for that purpose. 

(2) Paragraph 16 does not apply to the storage or use of an embryo or human admixed embryo 

whose creation in vitro was brought about with the use of P's human cells if, at a time before the 

embryo or human admixed embryo is used for the purposes of the project of research, P -

(a) has capacity to consent to the storage or use, and 

(b) gives written notice to the person keeping the human cells that P does not wish them to 

be used for that purpose. 

Use of cells or cell lines in existence before relevant commencement date 

20.-(1) Where a licence authorises the application of this paragraph in relation to qualifying 

cells, this Schedule does not require the consent of a person ('P') -
(a) to the use of qualifying cells of P to bring about the creation in vitro of an embryo or 

human admixed embryo for use for the purposes of a project of research, or 

(b) to the storage or the use for those purposes of an embryo or human admixed embryo in 

relation to which P is a relevant person by reason only of the use of qualifying cells of P. 
(2) 'Qualifying cells' are human cells which -

(a) were lawfully stored for research purposes immediately before the commencement date, or 
(b) are derived from human cells which were lawfully stored for those purposes at that time. 

(3) The 'commencement date' is the date on which paragraph 9(2) (a) of Schedule 3 to the 

Human Fertilisation and Embryology Act 2008 (requirement for consent to use of human cells to 
create an embryo) comes into force. 

Conditions for grant of exemption in paragraph 20 

21.-(1) A licence may not authorise the application of paragraph 20 unless the Authority is 
satisfied -

(a) that there are reasonable grounds for believing that scientific research will be adversely 
affected to a significant extent if the only human cells that can be used to bring about 
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the creation in vitro of embryos or human admixed embryos for use for the purposes of 

the project of research are -

(i) human cells in respect of which there is an effective consent to their use to bring 
about the creation in vitro of embryos or human admixed embryos for use for those 

purposes, or 

(ii) human cells which by virtue of paragraph 16 can be used without such consent, and 

(b) that any of the following conditions is met in relation to each of the persons whose 

human cells are qualifying cells which are to be used for the purposes of the project of 

research. 

(2) Condition A is that -

(a) it is not reasonably possible for the person responsible under the licence ('R') to identify 
the person falling within sub-paragraph (l) (b) ('P'), and 

(b) where any information that relates to P (without identifying P or enabling P to be iden

tified) is available to R, that information does not suggest that P would have objected 

to the use of P's human cells to bring about the creation in vitro of an embryo or human 

admixed embryo for use for the purposes of the project. 

(3) Condition B is that -

(a) the person falling within sub-paragraph (l) (b) ('P') is dead or the person responsible 

under the licence ('R') believes on reasonable grounds that P is dead, 

(b) the information relating to P that is available to R does not suggest that P would have 

objected to the use of P's human cells to bring about the creation in vitro of an embryo 

or human admixed embryo for use for the purposes of the project, and 

(c) a person who stood in a qualifying relationship to P immediately before P died (or is 

believed to have died) has given consent in writing to the use of P's human cells to bring 

about the creation in vitro of an embryo or human admixed embryo for use for the pur

poses of the project. 

(4) Condition C is that -

(a) the person responsible under the licence ('R') has taken all reasonable steps to contact

(i) the person falling within sub-paragraph (l) (b) ('P'), or 

(ii) in a case where P is dead or R believes on reasonable grounds that P is dead, per

sons who could give consent for the purposes of sub-paragraph (3) (c), but has been 

unable to do so, and 

(b) the information relating to P that is available to R does not suggest that P would have 

objected to the use of P's human cells to bring about the creation in vitro of an embryo 

or human admixed embryo for use for the purposes of the project. 

(5) The HTA consent provisions apply in relation to consent for the purposes of sub-paragraph 

(3) (c) as they apply in relation to consent for the purposes of section 3(6) (c) of the Human Tissue 

Act 2004; and for the purposes of this sub-paragraph the HTA consent provisions are to be treated 

as if they extended to Scotland. 

(6) In sub-paragraph (5) 'the HTA consent provisions' means subsections (4), (5), (6), (7) and 

(B) (a) and (b) of section 27 of the Human Tissue Act 2004. 

(7) In this paragraph references to the person responsible under the licence are to be read, in 

a case where an application for a licence is being made, as references to the person who is to be the 
person responsible. 

(8) Paragraphs 1 to 4 of this Schedule do not apply in relation to a consent given for the pur

poses of sub-paragraph (3)(c). 

Interpretation 

22.-(Al) For the purposes of this Schedule, neither of the following is to be treated as a 
person whose gametes were used to create an embryo ('embryo E') -

(a) where embryo E is a permitted embryo by virtue of regulations under section 3ZA(5), 
the person whose mitochondrial DNA (not nuclear DNA) was used to bring about the 
creation of embryo E; 
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(b) where embryo E has been created by the fertilisation of an egg which was a permitted 
egg by virtue of regulations under section 3ZA(5), the person whose mitochondrial 

DNA (not nuclear DNA) was used to bring about the creation of that permitted egg. 

(1) In this Schedule references to human cells are to human cells which are not -

(a) cells of the female or male germ line, or 

(b) cells of an embryo. 

(2) References in this Schedule to an embryo or a human admixed embryo which was used to 

bring about the creation of an embryo ('embryo A') or a human admixed embryo ('human admixed 

embryo A') include an embryo or, as the case may be, a human admixed embryo which was used to 

bring about the creation of -

(a) an embryo or human admixed embryo which was used to bring about the creation of 

embryo A or human admixed embryo A, and 
(b) the predecessor of that embryo or human admixed embryo mentioned in paragraph (a), 

and 

(c) the predecessor of that predecessor, and so on. 

(3) References in this Schedule to an embryo or a human admixed embryo whose creation 

may be brought about using an embryo or a human admixed embryo are to be read in accordance 

with sub-paragraph (2) . 
(4) References in this Schedule (however expressed) to the use of human cells to bring about 

the creation of an embryo or a human admixed embryo include the use of human cells to alter the 

embryo or, as the case may be, the human admixed embryo. 

(5) References in this Schedule to parental responsibility are -

(a) in relation to England and Wales, to be read in accordance with the Children Act 1989, 

(6) References in this Schedule to capacity are, in relation to England and Wales, to be read in 

accordance with the Mental Capacity Act 2005. 

S CHEDULE 3ZA CIRCUMSTANCES IN WHICH 
OFFER OF C OUNSELLING REQUIRED AS 

CONDITION OF LICENCE FOR TREATMENT 

PART 1 KINDS OF TREATMENT IN RELATION TO 
WHICH COUNSELLING MUST BE OFFERED 

1. The treatment services involve the use of the gametes of any person and that person's con

sent is required under paragraph 5 of Schedule 3 for the use in question. 

2. The treatment services involve the use of any embryo the creation of which was brought 

about in vitro. 

3. The treatment services involve the use of an embryo taken from a woman and the consent 

of the woman from whom the embryo was taken was required under paragraph 7 of Schedule 3 for 

the use in question. 

PART 2 EVENTS IN CONNECTION WITH WHICH 

C OUNSELLING MUST BE OFFERED 

4. A man gives the person responsible a notice under paragraph (a) of subsection (1) of sec
tion 37 of the Human Fertilisation and Embryology Act 2008 (agreed fatherhood conditions) in a 
case where the woman for whom the treatment services are provided has previously given a notice 

under paragraph (b) of that subsection referring to the man. 
5. The woman for whom the treatment services are provided gives the person responsible a 

notice under paragraph (b) of that subsection in a case where the man to whom the notice relates 

has previously given a notice under paragraph (a) of that subsection. 
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6. A woman gives the person responsible notice under paragraph (a) of subsection (1) of sec

tion 44 of that Act (agreed female parenthood conditions) in a case where the woman for whom 

the treatment services are provided has previously given a notice under paragraph (b) of that sub

section referring to her. 

7. The woman for whom the treatment services are provided gives the person responsible a 

notice under paragraph (b) of that subsection in a case where the other woman to whom the notice 
relates has previously given a notice under paragraph (a) of that subsection. 

Health Service Commissioners Act 1993 

(1993, c. 46) 

Health Service Commissioner 

1 The Commissioner 
(1) For the purpose of conducting investigations in accordance with this Act, there shall con

tinue to be -

(a) a Health Service Commissioner for England. 

Health service bodies subject to investigation 

2 The bodies subject to investigation 
(1) The bodies subject to investigation by the Commissioner are -

(c) Special Health Authorities to which this section applies not exercising functions only 

or mainly in Wales, 

(d) National Health Service trusts managing a hospital, or other establishment or facility, 

in England, 

(db) NHS foundation trusts, 

(de) the National Health Service Commissioning Board, 

(dd) clinical commissioning groups. 

Persons subject to investigation 

2A Health service providers subject to investigation 
(1) Persons are subject to investigation by the Commissioner if they are or were at the time of 

the action complained of-

(a) persons (whether individuals or bodies) providing services under a contract entered 

into by them with the National Health Service Commissioning Board under section 84, 

100 or 117 of the National Health Service Act 2006; 

(b) persons (whether individuals or bodies) undertaking to provide in England pharma

ceutical services under that Act; or 

(c) individuals performing in England primary medical services or primary dental services in 

accordance with arrangements made under section 92 or 107 of that Act (except as employ

ees of, or otherwise on behalf of, a health service body or an independent provider). 

(4) In this Act -
(a) references to a family health service provider are to any person mentioned in 

subsection (1); 

(b) references to family health services are to any of the services so mentioned. 

2B Independent providers subject to investigation 
(1) Persons are subject to investigation by the Commissioner if-

(a) they are or were at the time of the action complained of persons (whether individuals or 
bodies) providing services in England under arrangements with health service bodies 
or family health service providers, and 
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(b) they are not or were not at the time of the action complained of themselves health ser
vice bodies or family health service providers. 

( 4) The services provided under arrangements mentioned in subsection (1) (a) may be services 

of any kind. 

(5) In this Act references to an independent provider are to any person providing services as 

mentioned in subsection (1) . 

Matters subject to investigation 

3 General remit of Commissioner 
(1) On a complaint duly made to the Commissioner by or on behalf of a person that he has 

sustained injustice or hardship in consequence of-

(a) a failure in a service provided by a health service body, 

(b) a failure of such a body to provide a service which it was a function of the body to 
provide, or 

(c) maladministration connected with any other action taken by or on behalf of such 

a body, 

the Commissioner may, subject to the provisions of this Act, investigate the alleged failure or other 

action. 

(lE) Where a complaint is duly made to the Commissioner by or on behalf of a person that the 
person has sustained injustice or hardship in consequence of maladministration by any person or 

body in the exercise of any function under section 113 of the Health and Social Care (Community 

Health and Standards) Act 2003 (complaints about health care), the Commissioner may, subject to 

the provisions of this Act, investigate the alleged maladministration. 
(2) In determining whether to initiate, continue or discontinue an investigation under this 

Act, the Commissioner shall act in accordance with his own discretion. 

(3) Any question whether a complaint is duly made to the Commissioner shall be determined 

by him. 

(4) Nothing in this Act authorises or requires the Commissioner to question the merits of a 

decision taken without maladministration by a health service body in the exercise of a discretion 

vested in that body. 

Matters excludedfrom investigation 

4 Availability of other remedy 
(1) The Commissioner shall not conduct an investigation in respect of action in relation to 

which the person aggrieved has or had -

(a) a right of appeal, reference or review to or before a tribunal constituted by or under any 

enactment or by virtue of Her Majesty's prerogative, or 

(b) a remedy by way of proceedings in any court of law, 
unless the Commissioner is satisfied that in the particular circumstances it is not reasonable to ex

pect that person to resort or have resorted to it. 
(2) The Commissioner shall not conduct an investigation in respect of action which has been, 

or is, the subject of an inquiry under section 84 of the National Health Service Act 1977. 

(4) Subsection (S) applies where -
(a) action by reference to which a complaint is made under section 3(1), (lA), (lC) or (lF)(a) 

or (b) is action by reference to which a complaint can be made under section 113(1) or (2) 

of the Health and Social Care (Community Health and Standards) Act 2003 under section 

14 of the NHS Redress Act 2006 or under a procedure operated by a health service body, a 
family health service provider or an independent provider, and 

(b) subsection (1), (2) or (3) does not apply as regards the action. 
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(5) In such a case the Commissioner shall not conduct an investigation in respect of the action 

unless he is satisfied that -

(a) the other procedure has been invoked and exhausted, or 

(b) in the particular circumstances it is not reasonable to expect that procedure to be 

invoked or (as the case may be) exhausted. 

Complaints 

8 Individuals or bodies entitled to complain 
(1) A complaint under this Act may be made by an individual or a body of persons, whether 

incorporated or not, other than a public authority. 

9 Requirements to be complied with 
(1) The following requirements apply in relation to a complaint, made to the Commissioner. 
(2) A complaint must be made in writing. 

(3) The complaint shall not be entertained unless it is made -

(a) by the person aggrieved, or 

(b) where the person by whom a complaint might have been made has died or is for any 

reason unable to act for himself, by-

(i) his personal representative, 

(ii) a member of his family, or 

(iii) some body or individual suitable to represent him. 

( 4) The Commissioner shall not entertain the complaint if it is made more than a year after the 

day on which the person aggrieved first had notice of the matters alleged in the complaint, unless 
he considers it reasonable to do so. 

(4A) In the case of a complaint against a person who is no longer of a description set out in 

section 2A(l) or (2), but was of such a description at the time of the action complained of, the 

Commissioner shall not entertain the complaint if it is made more than three years after the last 

day on which the person was a family health service provider. 

(4B) In the case of a complaint against a person falling within section 2B(l) or (2) in relation 

to whom there are no longer any such arrangements as are mentioned there, the Commissioner 

shall not entertain the complaint if it is made more than three years after the last day on which the 

person was an independent provider. 

10 Referral of complaint by health service body 
(1) A health service body may itself refer to the Commissioner a complaint made to that body 

that a person has, in consequence of a failure or maladministration for which the body is respon
sible, sustained such injustice or hardship as is mentioned in section 3(1). 

(2) A complaint may not be so referred unless it was made -

(a) in writing, 

(b) by the person aggrieved or by a person authorised by section 9(3) (b) to complain to the 

Commissioner on his behalf, and 

(c) not more than a year after the person aggrieved first had notice of the matters alleged 

in the complaint, or such later date as the Commissioner considers appropriate in any 

particular case. 
(3) A health service body may not refer a complaint under this section after the period of one 

year beginning with the day on which the body received the complaint. 
(4) Any question whether a complaint has been duly referred to the Commissioner under this 

section shall be determined by him. 

(5) A complaint referred to the Commissioner under this section shall be deemed to be duly 

made to him. 



152 H uman Rights Act 1998 

Human Rights Act 1998 

(1998, c. 42) 

Introduction 

1.-(1) In this Act 'the Convention rights' means the rights and fundamental freedoms set 

out in -

(a) Articles 2 to 12 and 14 of the Convention, 

(b) Articles 1 to 3 of the First Protocol, and 

(c) Article 1 of the Thirteenth Protocol, 
as read with Articles 16 to 18 of the Convention. 

(2) Those Articles are to have effect for the purposes of this Act subject to any designated dero

gation or reservation (as to which see sections 14 and 15). 
(3) The Articles are set out in Schedule 1. 

2 .-(1) A court or tribunal determining a question which has arisen in connection with a 

Convention right must take into account any-

(a) judgment, decision, declaration or advisory opinion of the European Court of Human 

Rights, 

(b) opinion of the Commission given in a report adopted under Article 31 of the 

Convention, or 
(c) decision of the Commission in connection with Article 26 or 27(2) of the Convention, or 

(d) decision of the Committee of Ministers taken under Article 46 of the Convention, when

ever made or given, so far as, in the opinion of the court or tribunal, it is relevant to the 

proceedings in which that question has arisen. 

Legislation 

3.-(1) So far as it is possible to do so, primary legislation and subordinate legislation must be 

read and given effect in a way which is compatible with the Convention rights. 

Public authorities 

6.-(1) It is unlawful for a public authority to act in a way which is incompatible with a 

Convention right. 

(2) Subsection (1) does not apply to an act if-
(a) as the result of one or more provisions of primary legislation, the authority could not 

have acted differently; or 

(b) in the case of one or more provisions of, or made under, primary legislation which can

not be read or given effect in a way which is compatible with the Convention rights, the 

authority was acting so as to give effect to or enforce those provisions. 

(3) In this section 'public authority' includes -
(a) a court or tribunal, and 

(b) any person certain of whose functions are functions of a public nature, but does not 
include either House of Parliament or a person exercising functions in connection with 
proceedings in Parliament. 

7.-(1) A person who claims that a public authority has acted (or proposes to act) in a way 

which is made unlawful by section 6(1) may -
(a) bring proceedings against the authority under this Act in the appropriate court or 

tribunal, or 
(b) rely on the Convention right or rights concerned in any legal proceedings, but only ifhe 

is (or would be) a victim of the unlawful act. 
(2) In subsection (1) (a) 'appropriate court or tribunal' means such court or tribunal as may be 

determined in accordance with rules; and proceedings against an authority include a counterclaim 
or similar proceeding. 
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(3) If the proceedings are brought on an application for judicial review, the applicant is to be 

taken to have a sufficient interest in relation to the unlawful act only if he is, or would be, a victim 

of that act. 

(7) For the purposes of this section, a person is a victim of an unlawful act only if he would 

be a victim for the purposes of Article 34 of the Convention if proceedings were brought in the 
European Court of Human Rights in respect of that act. 

(8) Nothing in this Act creates a criminal offence. 

8.-(1) In relation to any act (or proposed act) of a public authority which the court finds is (or 

would be) unlawful, it may grant such relief or remedy, or make such order, within its powers as it 

considers just and appropriate. 

(2) But damages may be awarded only by a court which has power to award damages, or to 

order the payment of compensation, in civil proceedings. 

(3) No award of damages is to be made unless, taking account of all the circumstances of the 

case, including -

(a) any other relief or remedy granted, or order made, in relation to the act in question (by 

that or any other court), and 
(b) the consequences of any decision (of that or any other court) in respect of that act, the 

court is satisfied that the award is necessary to afford just satisfaction to the person in 

whose favour it is made. 

( 4) In determining -

(a) whether to award damages, or 

(b) the amount of an award, 

the court must take into account the principles applied by the European Court of Human Rights in 

relation to the award of compensation under Article 41 of the Convention. 

S CHEDULE 

S CHEDULE 1 THE ARTICLES 

PART I T H E  CONVENTION 

Rights and freedoms 

Article 2 Right to life 
1. Everyone's right to life shall be protected by law. No one shall be deprived of his life inten

tionally save in the execution of a sentence of a court following his conviction of a crime for which 

this penalty is provided by law. 

2. Deprivation of life shall not be regarded as inflicted in contravention of this Article when it 

results from the use of force which is no more than absolutely necessary: 

(a) in defence of any person from unlawful violence; 

(b) in order to effect a lawful arrest or to prevent the escape of a person lawfully 
detained; 

(c) in action lawfully taken for the purpose of quelling a riot or insurrection. 

Article 3 Prohibition of torture 
No one shall be subjected to torture or to inhuman or degrading treatment or punishment. 

Article 5 Right to liberty and security 
1. Everyone has the right to liberty and security of person. No one shall be deprived of his lib

erty save in the following cases and in accordance with a procedure prescribed by law: 
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(e) the lawful detention of persons for the prevention of the spreading of infectious dis

eases, of persons of unsound mind, alcoholics or drug addicts or vagrants; 

2. Everyone who is arrested shall be informed promptly, in a language which he understands, 

of the reasons for his arrest and of any charge against him. 

4. Everyone who is deprived of his liberty by arrest or detention shall be entitled to take pro

ceedings by which the lawfulness of his detention shall be decided speedily by a court and his re

lease ordered if the detention is not lawful. 

5. Everyone who has been the victim of arrest or detention in contravention of the provisions 

of this Article shall have an enforceable right to compensation. 

Article 6 Right to a fair trial 
1. In the determination of his civil rights and obligations or of any criminal charge against 

him, everyone is entitled to a fair and public hearing within a reasonable time by an inde

pendent and impartial tribunal established by law. Judgment shall be pronounced publicly 
but the press and public may be excluded from all or part of the trial in the interest of morals, 

public order or national security in a democratic society, where the interests of juveniles or the 

protection of the private life of the parties so require, or to the extent strictly necessary in the 

opinion of the court in special circumstances where publicity would prejudice the interests of 
justice. 

Article 8 Right to respect for private and family life 
1. Everyone has the right to respect for his private and family life, his home and his 

correspondence. 

2. There shall be no interference by a public authority with the exercise of this right except 

such as is in accordance with the law and is necessary in a democratic society in the interests of 
national security, public safety or the economic well-being of the country, for the prevention of 

disorder or crime, for the protection of health or morals, or for the protection of the rights and 

freedoms of others. 

Article 9 Freedom of thought, conscience and religion 
1. Everyone has the right to freedom of thought, conscience and religion; this right includes 

freedom to change his religion or belief and freedom, either alone or in community with oth

ers and in public or private, to manifest his religion or belief, in worship, teaching, practice and 
observance. 

2.  Freedom to manifest one's religion or beliefs shall be subject only to such limitations as are 

prescribed by law and are necessary in a democratic society in the interests of public safety, for 

the protection of public order, health or morals, or for the protection of the rights and freedoms of 

others. 

Article 10 Freedom of expression 
1. Everyone has the right to freedom of expression. This right shall include freedom to hold 

opinions and to receive and impart information and ideas without interference by public authority 

and regardless of frontiers. This Article shall not prevent States from requiring the licensing of 
broadcasting, television or cinema enterprises. 

2. The exercise of these freedoms, since it carries with it duties and responsibilities, may 
be subject to such formalities, conditions, restrictions or penalties as are prescribed by law 

and are necessary in  a democratic society, in the interests of national security, territorial in

tegrity or public safety, for the prevention of disorder or crime, for the protection of health or 

morals, for the protection of the reputation or rights of others, for preventing the disclosure of 

information received in  confidence, or for maintaining the authority and impartiality of the 
judiciary. 
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Men and women of marriageable age have the right to marry and to found a family, according to 

the national laws governing the exercise of this right. 

Article 14 Prohibition of discrimination 
The enjoyment of the rights and freedom set forth In this Convention shall be secured without dis

crimination on any ground such as sex, race, colour, language, religion, political or other opinion, 

national or social origin, association with a national minority, property, birth or other status. 

Health Act 1999 

(1999, c. 8) 

PART III  MISCELLANEOUS AND SUPPLEMENTARY 

Miscellaneous 

60 Regulation of health care and associated professions 
(1) Her Majesty may by Order in Council make provision -

(a) modifying the regulation of any profession to which subsection (2) applies, so far as 

appears to Her to be necessary or expedient for the purpose of securing or improving 

the regulation of the profession or the services which the profession provides or to 

which it contributes, 

(b) regulating any other profession which appears to Her to be concerned (wholly or partly) 

with the physical or mental health of individuals and to require regulation in pursuance 
of this section, 

(c) modifying the functions, powers or duties of the Professional Standards Authority for 

Health and Social Care, 

(d) modifying the list of regulatory bodies (in section 25(3) of the National Health Service 

Reform and Health Care Professions Act 2002) in relation to which the Authority per

forms its functions, 

(e) modifying, as respects any such regulatory body, the range of functions of that body in 

relation to which the Authority performs its functions, 

(2) The professions referred to in subsection (l) (a) are -

(a) the professions regulated by the Medical Act 1983, the Dentists Act 1984, the Opticians 
Act 1989, the Osteopaths Act 1993 and the Chiropractors Act 1994, 

(aa) the professions regulated by the Pharmacy Order 2010, 

(b) the professions regulated by the Nursing and Midwifery Order 2001, 

(c) the professions regulated by the Health and Social Work Professions Order 2001 

(other than the social work profession in England), 

(d) any other profession regulated by Order in Council under this section (other than the 

social work profession in England). 

60A Standard of proof in fitness to practise proceedings 
(1) The standard of proof applicable to any proceedings to which this subsection applies is that 

applicable to civil proceedings. 
(2) Subsection (1) applies to any proceedings before -

(b) a committee of a regulatory body, a regulatory body itself or any officer of a regula
tory body, 

which relate to a person's fitness to practise a profession to which section 60(2) applies. 
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SCHEDUL E S  

S CHEDULE 3 REGULATION O F  HEALTH CARE 

AND ASSOCIATED PROFES SIONS 

Matters generally within the scope of the Orders 

1. An Order may make provision, in relation to any profession, for any of the following matters 
(among others) -

(a) the establishment and continuance of a regulatory body, 

(b) keeping a register of members admitted to practice, 

(c) education and training before and after admission to practice, 

(d) privileges of members admitted to practice, 

(e) standards of conduct and performance, 
(f) discipline and fitness to practise, 

(g) investigation and enforcement by or on behalf of the regulatory body, 

(h) appeals, 

(i) default powers exercisable by a person other than the regulatory body. 

National Health Service Reform and Health Care 

Professions Act 2002 

(2002, c. 17) 

PART 2 HEALTH AND SOCIAL CARE PROFE S S IONS ETC 

The Professional Standards Authority for Health and Social Care 

25 The Professional Standards Authority for Health and Social Care 
(1) There shall be a body corporate known as the Professional Standards Authority for Health 

and Social Care (in this group of sections referred to as 'the Authority'). 

(2) The general functions of the Authority are -

(a) to promote the interests of users of health care, users of social care in England, users 

of social work services in England and other members of the public in relation to the 

performance of their functions by the bodies mentioned in subsection (3) (in this 
group of sections referred to as 'regulatory bodies'), and by their committees and 

officers, 

(b) to promote best practice in the performance of those functions, 

(c) to formulate principles relating to good professional self-regulation, and to encourage 

regulatory bodies to conform to them, and 
(d) to promote co-operation between regulatory bodies; and between them, or any of 

them, and other bodies performing corresponding functions. 
(2A) The over-arching objective of the Authority in exercising its functions under subsection 

(2) (b) to (d) is the protection of the public. 

(2B) The pursuit by the Authority of its over-arching objective involves the pursuit of the fol
lowing objectives -

(a) to protect, promote and maintain the health, safety and well-being of the public; 

(b) to promote and maintain public confidence in the professions regulated by the regula
tory bodies; 
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(c) to promote and maintain proper professional standards and conduct for members of 

those professions; 

(d) to promote and maintain proper standards in relation to the carrying on of retail phar

macy businesses at registered pharmacies (as defined in article 3 (1) of the Pharmacy 

Order 2010 CS .I.  2010/231)); and 

(e) to promote and maintain proper standards and conduct for business registrants (as 
defined in section 36(1) of the Opticians Act 1989). 

(3) The bodies referred to in subsection (2) (a) are -

(a) the General Medical Council, 

(b) the General Dental Council, 

(c) the General Optical Council, 

(d) the General Osteopathic Council, 

(e) the General Chiropractic Council, 

(f) the General Pharmaceutical Council, 

(g) subject to section 26(6), the Pharmaceutical Society of Northern Ireland, 

(ga) the Nursing and Midwifery Council, 

(gb) the Health and Care Professions Council, and 

(j) any other regulatory body (within the meaning of Schedule 3 to the 1999 Act) estab

lished by an Order in Council under section 60 of that Act. 

Adoption and Children Act 2002 

(2002, c .  38) 

PART 1 ADOPTION 

Chapter 1 Introductory 
1 Considerations applying to the exercise of powers 

(1) Subsections 2-4 apply whenever a court is coming to a decision relating to the making of a 

parental order in relation to a child. 

(2) The paramount consideration of the court must be the child's welfare, throughout 

his life. 

(3) The court must at all times bear in mind that, in general, any delay in coming to the deci

sion is likely to prejudice the child's welfare. 

(4) The court must have regard to the following matters (among others) -

(a) the child's ascertainable wishes and feelings regarding the decision (considered in the 
light of the child's age and understanding), 

(b) the child's particular needs, 

(c) the likely effect on the child (throughout his life) of having ceased to be a member of the 

original family and become the subject of a parental order, 

(d) the child's age, sex, background and any of the child's characteristics which the court 
considers relevant, 

(e) any harm (within the meaning of the Children Act 1989 (c. 41)) which the child has suf

fered or is at risk of suffering, 
(f} the relationship which the child has with relatives, with any person who is a prospective 

adopter with whom the child is placed, and with any other person in relation to whom 

the court considers the relationship to be relevant. 
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Female Genital Mutilation Act 2003 

(2003, c. 31) 

1 Offence of female genital mutilation 
(1) A person is guilty of an offence if he excises, infibulates or otherwise mutilates the whole 

or any part of a girl's labia majora, labia minora or clitoris. 
(2) But no offence is committed by an approved person who performs -

(a) a surgical operation on a girl which is necessary for her physical or mental health, or 

(b) a surgical operation on a girl who is in any stage of labour, or has just given birth, for 

purposes connected with the labour or birth. 

(3) The following are approved persons -

(a) in relation to an operation falling within subsection (2)(a), a registered medical practitioner, 

(b) in relation to an operation falling within subsection (2)(b), a registered medical practi

tioner, a registered midwife or a person undergoing a course of training with a view to 

becoming such a practitioner or midwife. 
(4) There is also no offence committed by a person who -

(a) performs a surgical operation falling within subsection (2) (a) or (b) outside the United 

Kingdom, and 

(b) in relation to such an operation exercises functions corresponding to those of an 

approved person. 

(S) For the purpose of determining whether an operation is necessary for the mental health 

of a girl it is immaterial whether she or any other person believes that the operation is required as 

a matter of custom or ritual. 

2 Offence of assisting a girl to mutilate her own genitalia 
A person is guilty of an offence if he aids, abets, counsels or procures a girl to excise, infibulate or 

otherwise mutilate the whole or any part of her own labia majora, labia minora or clitoris. 

3 Offence of assisting a non-UK person to mutilate overseas a girl's genitalia 
(1) A person is guilty of an offence ifhe aids, abets, counsels or procures a person who is not a 

United Kingdom national or United Kingdom resident to do a relevant act of female genital mutila

tion outside the United Kingdom. 

(2) An act is a relevant act of female genital mutilation if-

(a) it is done in relation to a United Kingdom national or United Kingdom resident, and 

(b) it would, if done by such a person, constitute an offence under section 1 .  
(3) But  no offence is  committed if the relevant act of  female genital mutilation -

(a) is a surgical operation falling within section 1(2) (a) or (b), and 

(b) is performed by a person who, in relation to such an operation, is an approved person or 

exercises functions corresponding to those of an approved person. 

3A Offence of failing to protect girl from risk of genital mutilation 
(1) If a genital mutilation offence is committed against a girl under the age of 16, each person 

who is responsible for the girl at the relevant time is guilty of an offence. 
This is subject to subsection (S). 

(2) For the purposes of this section a person is 'responsible' for a girl in the following two cases. 

(3) The first case is where the person-
(a) has parental responsibility for the girl, and 

(b) has frequent contact with her. 
(4) The second case is where the person

(a) is aged 18 or over, and 
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(b) has assumed (and not relinquished) responsibility for caring for the girl in the manner of 

a parent. 

(S) It is a defence for the defendant to show that-
(a) at the relevant time, the defendant did not think that there was a significant risk of a 

genital mutilation offence being committed against the girl, and could not reasonably 

have been expected to be aware that there was any such risk, or 

(b) the defendant took such steps as he or she could reasonably have been expected to take 

to protect the girl from being the victim of a genital mutilation offence. 
(6) A person is taken to have shown the fact mentioned in subsection (S) (a) or (b) if

(a) sufficient evidence of the fact is adduced to raise an issue with respect to it, and 

(b) the contrary is not proved beyond reasonable doubt. 

(7) For the purposes of subsection (3) (b), where a person has frequent contact with a girl which 

is interrupted by her going to stay somewhere temporarily, that contact is treated as continuing dur

ing her stay there. 

4 Extension of sections 1 to 3A to extra-territorial acts or omissions 
(1) Sections 1 to 3 extend to any act done outside the United Kingdom by a United Kingdom 

national or United Kingdom resident. 

(lA) An offence under section 3A can be committed wholly or partly outside the United Kingdom 

by a person who is a United Kingdom national or a United Kingdom resident. 

(2) If an offence under this Act is committed outside the United Kingdom
( a) proceedings may be taken, and 

(b) the offence may for incidental purposes be treated as having been committed, in any 

place in England and Wales or Northern Ireland. 

4A Anonymity of victims 
Schedule 1 provides for the anonymity of persons against whom a female genital mutilation offence 

(as defined in that Schedule) is alleged to have been committed. 

5 Penalties for offences 
(1) A person guilty of an offence under section 1, 2 or 3 is liable-

(a) on conviction on indictment, to imprisonment for a term not exceeding 14 years or a fine 

(or both), 

(b) on summary conviction, to imprisonment for a term not exceeding six months or a fine 

not exceeding the statutory maximum (or both). 

(2) A person guilty of an offence under section 3A is liable-

( a) on conviction on indictment, to imprisonment for a term not exceeding seven years or a 

fine (or both), 
(b) on summary conviction in England and Wales, to imprisonment for a term not exceeding 

12 months or a fine (or both), 

(c) on summary conviction in Northern Ireland, to imprisonment for a term not exceeding 
6 months or a fine not exceeding the statutory maximum (or both) . 

SA Female genital mutilation protection orders 
(1) Schedule 2 provides for the making of female genital mutilation protection orders. 

SB Duty to notify police of female genital mutilation 
(1) A person who works in a regulated profession in England and Wales must make a notifica

tion under this section (an 'FGM notification') if, in the course of his or her work in the profession, 
the person discovers that an act of female genital mutilation appears to have been carried out on a 
girl who is aged under 18. 

(2) For the purposes of this section-

( a) a person works in a 'regulated profession' if the person is-
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(i) a healthcare professional, 

(ii) a teacher, or 

(iii) a social care worker in Wales; 

(b) a person 'discovers' that an act of female genital mutilation appears to have been carried 

out on a girl in either of the following two cases. 

(3) The first case is where the girl informs the person that an act of female genital mutilation 

(however described) has been carried out on her. 

( 4) The second case is where-
( a) the person observes physical signs on the girl appearing to show that an act of female 

genital mutilation has been carried out on her, and 

(b) the person has no reason to believe that the act was, or was part of, a surgical operation 

within section 1(2)(a) or (b). 

(5) An FGM notification-

(a) is to be made to the chief officer of police for the area in which the girl resides; 

(b) must identify the girl and explain why the notification is made; 
(c) must be made before the end of one month from the time when the person making the 

notification first discovers that an act of female genital mutilation appears to have been 
carried out on the girl; 

(d) may be made orally or in writing. 

S CHEDULE 2 

FEMALE GENITAL MUTILATION PROTECTION ORDERS 

Power to make FGM protection order 

1 .  (1) The court in England and Wales may make an order (an 'FGM protection order') for the 

purposes of-

(a) protecting a girl against the commission of a genital mutilation offence, or 

(b) protecting a girl against whom any such offence has been committed. 

(2) In deciding whether to exercise its powers under this paragraph and, if so, in what manner, 

the court must have regard to all the circumstances, including the need to secure the health, safety 

and well-being of the girl to be protected. 

(3) An FGM protection order may contain-

( a) such prohibitions, restrictions or requirements, and 
(b) such other terms, 

as the court considers appropriate for the purposes of the order. 
( 4) The terms of an FGM protection order may, in particular, relate to-

(a) conduct outside England and Wales as well as (or instead of) conduct within England 

and Wales; 

(b) respondents who are, or may become, involved in other respects as well as (or instead of) 
respondents who commit or attempt to commit, or may commit or attempt to commit, a 

genital mutilation offence against a girl; 
(c) other persons who are, or may become, involved in other respects as well as respondents 

of any kind. 
(5) For the purposes of sub-paragraph ( 4) examples of involvement in other respects are-

( a) aiding, abetting, counselling, procuring, encouraging or assisting another person to 

commit, or attempt to commit, a genital mutilation offence against a girl; 

(b) conspiring to commit, or to attempt to commit, such an offence. 
(6) An FGM protection order may be made for a specified period or until varied or discharged 

(see paragraph 6). 
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Health and Social Care (Community Health 

and Standards) Act 2003 

(2003, c. 43) 

Chapter 9 Complaints 

113 Complaints about health care 
(1) The Secretary of State may by regulations make provision about the handling and consid-

eration of complaints made under the regulations about -
(a) the exercise of any of the functions of an English NHS body or a cross-border SHA; 

(b) the provision of health care by or for such a body; 

(c) the provision of services by such a body or any other person in pursuance of arrange

ments made by the body under section 7S of the National Health Service Act 2006 or 

section 33 of the National Health Service (Wales) Act 2006 in relation to the exercise of 

the health-related functions of a local authority. 

(d) anything done by the National Health Service Commissioning Board or a clinical com

missioning group in pursuance of arrangements made under section 7 A of the National 
Health Service Act 2006. 

(3) Regulations under this section may provide for a complaint to be considered by one or 

more of the following -

(a) an NHS body; 

(c) an independent lay person; 
(d) an independent panel established under the regulations; 

(e) any other person or body. 

148 Interpretation of Part 2 
In this Part -

'cross-border SHA' means a Special Health Authority not performing functions only or mainly in 
respect of England or only or mainly in respect of Wales; 

Human Fertil isation and Embryology 

(Deceased Fathers) Act 2003 

(2003, c. 24) 

1 Certain deceased men to be registered as fathers 
[See section 28 and section 29 of the Human Fertilisation and Embryology Act 1990] 

3 Retrospective, transitional and transitory provision 
(1) This Act shall (in addition to any case where the sperm or embryo is used on or after the 

coming into force of section 1) apply to any case where the sperm of a man, or any embryo the cre

ation of which was brought about with the sperm of a man, was used on or after 1st August 1991 
and before the coming into force of that section. 

(2) Where the child concerned was born before the coming into force of section 1 of this Act, 
section 28(SA) or (as the case may be) (SB) of the Human Fertilisation and Embryology Act 1990 

(c. 37) shall have effect as if for paragraph (e) there were substituted -
'(e) the woman has elected in writing not later than the end of the period of six months beginning 

with the coming into force of this subsection for the man to be treated for the purpose mentioned in 
subsection (SI) below as the father of the child'. 



162 Human Tissue Act 2004 

(3) Where the child concerned was born before the coming into force of section 1 of 

this Act, section 28(SC) of the Act of 1990 shall have effect as if for paragraph (f) there were 

substituted -

'(f) the woman has elected in writing not later than the end of the period of six months beginning 

with the coming into force of this subsection for the other party to the marriage to be treated for the 

purpose mentioned in subsection (SI) below as the father of the child'. 

(4) Where the child concerned was born before the coming into force of section 1 of 

this Act, section 28(SD) of the Act of 1990 shall have effect as if for paragraph (f) there were 

substituted -

'(f) the woman has elected in writing not later than the end of the period of six months beginning 

with the coming into force of this subsection for the man to be treated for the purpose mentioned in 

subsection (SI) below as the father of the child'. 

(S) Where the child concerned was born before the coming into force of section 1 of this Act, 

section 28 of the Act of 1990 shall have effect as if-
(a) subsection (SE) were omitted; and 

(b) in subsection (SF) for the words from '(which requires' to 'that day)' there were substi

tuted '(which requires an election to be made not later than the end of a period of six 

months)'. 

(6) Where the man who might be treated as the father of the child died before the passing of 

this Act -

(a) subsections (SA) and (SB) of section 28 of the Act of 1990 shall have effect as if para

graph (d) of each subsection were omitted; 
(b) subsections (SC) and (SD) of that section of that Act shall have effect as if paragraph (e) 

of each subsection were omitted. 

Human Tissue Act 2004 

(2004, c. 30) 

PART 1 REMOVAL, STORAGE AND USE OF 

HUMAN ORGANS AND OTHER TISSUE FOR 

S C HEDULED PURPOSES 

1 Authorisation of activities for scheduled purposes 
(1) The following activities shall be lawful if done with appropriate consent -

(a) the storage of the body of a deceased person for use for a purpose specified in Schedule 

1, other than anatomical examination; 
(b) the use of the body of a deceased person for a purpose so specified, other than anatom

ical examination; 

(c) the removal from the body of a deceased person, for use for a purpose specified in 
Schedule 1, of any relevant material of which the body consists or which it contains; 

(d) the storage for use for a purpose specified in Part 1 of Schedule 1 of any relevant ma

terial which has come from a human body; 
(e) the storage for use for a purpose specified in Part 2 of Schedule 1 of any relevant ma

terial which has come from the body of a deceased person; 
(f) the use for a purpose specified in Part 1 of Schedule 1 of any relevant material which has 

come from a human body; 
(g) the use for a purpose specified in Part 2 of Schedule 1 of any relevant material which has 

come from the body of a deceased person. 
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(2) The storage of the body of a deceased person for use for the purpose of anatomical exam

ination shall be lawful if done with the appropriate consent and after -

(a) the confirmation of the cause of death by a medical examiner in accordance with regu

lations under section 20 (1) (f) (i) of the Coroners and Justice Act 2009 or the issue by a 

medical examiner of a certificate of the cause of death in accordance with regulations 

under section 20(1) (h)(i) of that Act . . .  

(3) The use of the body of a deceased person for the purpose of anatomical examination shall 

be lawful if done -

(a) with appropriate consent, and 

(b) after the death of the person has been registered -

(i) under section 15 of the Births and Deaths Registration Act 1953. 

(4) Subsections (1) to (3) do not apply to an activity of a kind mentioned there if it is done in 

relation to -

(a) a body to which subsection (5) applies, or 

(b) relevant material to which subsection (6) applies. 
(5) This subsection applies to a body if-

(a) it has been imported, or 
(b) it is the body of a person who died before the day on which this section comes into force 

and at least one hundred years have elapsed since the date of the person's death. 

(6) This subsection applies to relevant material if
(a) it has been imported, 
(b) it has come from a body which has been imported, or 

(c) it is material which has come from the body of a person who died before the day on 

which this section comes into force and at least one hundred years have elapsed since 

the date of the person's death. 

(7) Subsection (1) (d) does not apply to the storage of relevant material for use for the purpose 

of research in connection with disorders, or the functioning, of the human body if -

(a) the material has come from the body of a living person, and 

(b) the research falls within subsection (9). 

(8) Subsection (1) (f) does not apply to the use of relevant material for the purpose of research 
in connection with disorders, or the functioning, of the human body if-

(a) the material has come from the body of a living person, and 

(b) the research falls within subsection (9) . 
(9) Research falls within this subsection if-

(a) it is ethically approved in accordance with regulations made by the Secretary of 

State, and 

(b) it is to be, or is, carried out in circumstances such that the person carrying it out is not 

in possession, and not likely to come into possession, of information from which the 

person from whose body the material has come can be identified. 
(9A) Subsection (l) (f) does not apply to the use of relevant material for the purpose of re

search where the use of the material requires consent under paragraph 6(1) or 12(1) of Schedule 

3 to the Human Fertilisation and Embryology Act 1990 (use of human cells to create an embryo 

or a human admixed embryo) or would require such consent but for paragraphs 16 and 20 of that 

Schedule. 
(10) The following activities shall be lawful -

(a) the storage for use for a purpose specified in Part 2 of Schedule 1 of any relevant ma

terial which has come from the body of a living person; 

(b) the use for such a purpose of any relevant material which has come from the body of a 
living person; 

(c) an activity in relation to which subsection (4), (7) or (8) has effect. 
(12) Nothing in this section applies to -
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(a) the use of relevant material in connection with a device to which Directive 98179/EC 
of the European Parliament and of the Council on in vitro diagnostic medical devices 

applies, where the use falls within the Directive, or . 
(b) the storage of relevant material for use falling within paragraph (a). 

(13) In this section, the references to a body or material which has been imported do not in

clude a body or material which has been imported after having been exported with a view to its 

subsequently being re-imported. 

2 'Appropriate consent': children 
(1) This section makes provision for the interpretation of 'appropriate consent in section 1 in 

relation to an activity involving the body, or material from the body, of a person who is a child or 

has died a child ('the child concerned'). 

(2) Subject to subsection (3), where the child concerned is alive, 'appropriate consent' means 

his consent. 
(3) Where -

(a) the child concerned is alive, 

(b) neither a decision of his to consent to the activity, nor a decision of his not to consent to 

it, is in force, and 

(c) either he is not competent to deal with the issue of consent in relation to the activity or, 
though he is competent to deal with that issue, he fails to do so, 

'appropriate consent' means the consent of a person who has parental responsibility for him. 
(4) Where the child concerned has died and the activity is one to which subsection (5) applies, 

'appropriate consent' means his consent in writing. 

(5) This subsection applies to an activity involving storage for use, or use, for the purpose of

(a) public display, or 

(b) where the subject-matter of the activity is not excepted material, anatomical examination. 

(6) Consent in writing for the purposes of subsection (4) is only valid if-

(a) it is signed by the child concerned in the presence of at least one witness who attests the 

signature, or 

(b) it is signed at the direction of the child concerned, in his presence and in the presence of 

at least one witness who attests the signature. 
(7) Where the child concerned has died and the activity is not one to which subsection 

(5) applies, 'appropriate consent' means -

(a) if a decision of his to consent to the activity, or a decision of his not to consent to it, was 

in force immediately before he died, his consent; 

(b) if paragraph (a) does not apply -
(i) the consent of a person who had parental responsibility for him immediately be

fore he died, or 
(ii) where no person had parental responsibility for him immediately before he died, 

the consent of a person who stood in a qualifying relationship to him at that time. 

3 'Appropriate consent': adults 
(1) This section makes provision for the interpretation of 'appropriate consent' in section 1 in 

relation to an activity involving the body, or material from the body, of a person who is an adult or 

has died an adult ('the person concerned'). 

(2) Where the person concerned is alive, 'appropriate consent' means his consent. 
(3) Where the person concerned has died and the activity is one to which subsection ( 4) applies, 

'appropriate consent' means his consent in writing. 
( 4) This subsection applies to an activity involving storage for use, or use, for the purpose of

(a) public display, or 
(b) where the subject-matter of the activity is not excepted material, anatomical 

examination. 

(5) Consent in writing for the purposes of subsection (3) is only valid if-
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(a) it is signed by the person concerned in the presence of at least one witness who attests 

the signature, 

(b) it is signed at the direction of the person concerned, in his presence and in the presence 

of at least one witness who attests the signature, or 
(c) it is contained in a will of the person concerned made in accordance with the 

requirements of-

(i) section 9 of the Wills Act 1837 (c. 26). 
(6) Where the person concerned has died and the activity is not one to which subsection 

(4) applies, 'appropriate consent' means -

(a) if a decision of his to consent to the activity, or a decision of his not to consent to it, was 

in force immediately before he died, his consent; 

(b) if

(i) 

(ii) 

paragraph (a) does not apply, and 

he has appointed a person or persons under section 4 to deal after his death 

with the issue of consent in relation to the activity, consent given under the 

appointment; 
(ba) if neither paragraph (a) nor paragraph (b) applies and the activity is one to which sub

section (6A) applies, the deemed consent of the person concerned; 

(c) if neither paragraph (a) nor paragraph (b) applies, and the activity is not one to which 

subsection (6A) applies the consent of a person who stood in a qualifying relationship 

to him immediately before he died. 

(6A) This subsection applies to the following activities done in England unless the body is the 

body of an excepted adult-

(a) the storage of the body of a deceased person for use for the purpose of transplantation; 

(b) the removal from the body of a deceased person, for use for the purpose of transplant
ation, of any permitted material of which the body consists or which it contains; 

(c) the storage for use for the purpose of transplantation of any permitted material which 

has come from a human body; 

(d) the use for the purpose of transplantation of any permitted material which has come 

from a human body. 

(6B) The person concerned is to be deemed, for the purposes of subsection (6)(ba), to have con

sented to the activity unless a person who stood in a qualifying relationship to the person concerned 

immediately before death provides information that would lead a reasonable person to conclude 

that the person concerned would not have consented. 

(7) Where the person concerned has appointed a person or persons under section 4 to deal 

after his death with the issue of consent in relation to the activity, the appointment shall be disre

garded for the purposes of subsection (6) if no one is able to give consent under it. 

(8) If it is not reasonably practicable to communicate with a person appointed under sec

tion 4 within the time available if consent in relation to the activity is to be acted on, he shall 

be treated for the purposes of subsection (7) as not able to give consent under the appointment 

in relation to it. 

(9) In subsection (6A)

'excepted adult' means-
(a) an adult who has died and who had not been ordinarily resident in England for a period 

of at least 12 months immediately before dying, or 

(b) an adult who has died and who for a significant period before dying lacked capacity to 

understand the effect of subsection (6)(ba); 

'permitted material' means relevant material other than relevant material of a type specified in 

regulations made by the Secretary of State. 
(10) For the purposes of the definition of 'excepted adult' in subsection (9) a significant period 

means a sufficiently long period as to lead a reasonable person to conclude that it would be inappro
priate for consent to be deemed to be given under subsection (6)(ba). 
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4 Nominated representatives 
(1) An adult may appoint one or more persons to represent him after his death in relation to 

consent for the purposes of section 1 .  
(2) A n  appointment under this section may b e  general or limited to consent in relation to such 

one or more activities as may be specified in the appointment. 
(3) An appointment under this section may be made orally or in writing. 

(4) An oral appointment under this section is only valid if made in the presence of at least two 

witnesses present at the same time. 

(5) A written appointment under this section is only valid if-

(a) it is signed by the person making it in the presence of at least one witness who attests the 

signature, 
(b) it is signed at the direction of the person making it, in his presence and in the presence 

of at least one witness who attests the signature, or 

(c) it is contained in a will of the person making it, being a will which is made in accordance 
with the requirements of-

(i) section 9 of the Wills Act 1837 (c. 26). 

(6) Where a person appoints two or more persons under this section in relation to the same 

activity, they shall be regarded as appointed to act jointly and severally unless the appointment 

provides that they are appointed to act jointly. 

(7) An appointment under this section may be revoked at any time. 

(8) Subsections (3) to (5) apply to the revocation of an appointment under this section as they 

apply to the making of such an appointment. 
(9) A person appointed under this section may at any time renounce his appointment. 

(10) A person may not act under an appointment under this section if-

(a) he is not an adult, or 

(b) he is of a description prescribed for the purposes of this provision by regulations made 

by the Secretary of State. 

5 Prohibition of activities without consent etc. 
(1) A person commits an offence if, without appropriate consent, he does an activity to which 

subsection (1), (2) or (3) of section 1 applies, unless he reasonably believes -

(a) that he does the activity with appropriate consent, or 
(b) that what he does is not an activity to which the subsection applies. 

(2) A person commits an offence if-
(a) he falsely represents to a person whom he knows or believes is going to, or may, do an 

activity to which subsection (1), (2) or (3) of section 1 applies -

(i) that there is appropriate consent to the doing of the activity, or 

(ii) that the activity is not one to which the subsection applies, and 

(b) he knows that the representation is false or does not believe it to be true. 
(3) Subject to subsection (4), a person commits an offence if, when he does an activity to which 

section 1(2) applies, neither of the following has been signed in relation to the cause of death of the 

person concerned -
(a) a certificate under section 22(1) of the Births and Deaths Registration Act 1953, and 

(b) a certificate under Article 25(2) of the Births and Deaths Registration (Northern 

Ireland) Order 1976 (S .I.  1976/1041 (N.I. 14)). 

(4) Subsection (3) does not apply-
(a) where the person reasonably believes -

(i) that a certificate under either of those provisions has been signed in relation to the 
cause of death of the person concerned, or 

(ii) that what he does is not an activity to which section 1(2) applies, or 
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(b) where the person comes into lawful possession of the body immediately after death 

and stores it prior to its removal to a place where anatomical examination is to 

take place. 

(5) Subject to subsection (6), a person commits an offence if, when he does an activity to which 

section 1(3) applies, the death of the person concerned has not been registered under either of the 

following provisions -

(a) section 15 of the Births and Deaths Registration Act 1953. 

(6) Subsection (5) does not apply where the person reasonably believes -

(a) that the death of the person concerned has been registered under either of those 
provisions, or 

(b) that what he does is not an activity to which section 1(3) applies. 

(7) A person guilty of an offence under this section shall be liable -

(a) on summary conviction to a fine not exceeding the statutory maximum; 

(b) on conviction on indictment -

(i) to imprisonment for a term not exceeding 3 years, or 

(ii) to a fine, or 

(iii) to both. 

(8) In this section, 'appropriate consent' has the same meaning as in section 1. 

6 Activities involving material from adults who lack capacity to consent 

Where-

( a) an activity of a kind mentioned in section l(l)(d) or (f) involves material from the body 

of a person who -
(i) is an adult, and 

(ii) lacks capacity to consent to the activity, and 
(b) neither a decision of his to consent to the activity, nor a decision of his not to consent to 

it, is in force, 
there shall for the purposes of this Part be deemed to be consent of his to the activity if it is done in 

circumstances of a kind specified by regulations made by the Secretary of State. 

7 Powers to dispense with need for consent 
(1) If the Authority is satisfied -

(a) that relevant material has come from the body of a living person, 

(b) that it is not reasonably possible to trace the person from whose body the material has 

come ('the donor'), 
(c) that it is desirable in the interests of another person (including a future person) that the 

material be used for the purpose of obtaining scientific or medical information about 

the donor, and 

(d) that there is no reason to believe -

(i) that the donor has died, 

(ii) that a decision of the donor to refuse to consent to the use of the material for that 

purpose is in force, or 

(iii) that the donor lacks capacity to consent to the use of the material for that purpose, 

it may direct that subsection (3) apply to the material for the benefit of the other 
person. 

(2) If the Authority is satisfied -

(a) that relevant material has come from the body of a living person, 
(b) that it is desirable in the interests of another person (including a future person) that the 

material be used for the purpose of obtaining scientific or medical information about 

the person from whose body the material has come ('the donor'), 

(c) that reasonable efforts have been made to get the donor to decide whether to consent to 
the use of the material for that purpose, 
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(d) that there is no reason to believe -

(i) that the donor has died, 

(ii) that a decision of the donor to refuse to consent to the use of the material for that 

purpose is in force, or 

(iii) that the donor lacks capacity to consent to the use of the material for that 

purpose, and 

(e) that the donor has been given notice of the application for the exercise of the power con
ferred by this subsection, 

it may direct that subsection (3) apply to the material for the benefit of the other person. 

(3) Where material is the subject of a direction under subsection (1) or (2), there shall for the 

purposes of this Part be deemed to be consent of the donor to the use of the material for the purpose 

of obtaining scientific or medical information about him which may be relevant to the person for 

whose benefit the direction is given. 

(4) The Secretary of State may by regulations enable the High Court, in such circumstances 
as the regulations may provide, to make an order deeming there for the purposes of this Part to be 

appropriate consent to an activity consisting of-

(a) the storage of the body of a deceased person for use for the purpose of research in con

nection with disorders, or the functioning, of the human body, 

(b) the use of the body of a deceased person for that purpose, 

(c) the removal from the body of a deceased person, for use for that purpose, of any rele

vant material of which the body consists or which it contains, 

(d) the storage for use for that purpose of any relevant material which has come from a 
human body, or 

(e) the use for that purpose of any relevant material which has come from a human body. 

8 Restriction of activities in relation to donated material 
(1) Subject to subsection (2), a person commits an offence if he -

(a) uses donated material for a purpose which is not a qualifying purpose, or 

(b) stores donated material for use for a purpose which is not a qualifying purpose. 

(2) Subsection (1) does not apply where the person reasonably believes that what he uses, or 

stores, is not donated material. 

(3) A person guilty of an offence under this section shall be liable -

(a) on summary conviction to a fine not exceeding the statutory maximum; 

(b) on conviction on indictment -

(i) to imprisonment for a term not exceeding 3 years, or 

(ii) to a fine, or 

(iii) to both. 

(4) In subsection (1), references to a qualifying purpose are to -

(a) a purpose specified in Schedule 1, 

(b) the purpose of medical diagnosis or treatment, 

(c) the purpose of decent disposal, or 

(d) a purpose specified in regulations made by the Secretary of State. 
(5) In this section, references to donated material are to -

(a) the body of a deceased person, or 
(b) relevant material which has come from a human body, which is, or has been, the subject 

of donation. 
(6) For the purposes of subsection (5), a body, or material, is the subject of donation if au

thority under section 1(1) to (3) exists in relation to it. 

9 Existing holdings 
(1) In its application to the following activities, section 1(1) shall have effect with the omission 

of the words 'if done with appropriate consent' -
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(a) the storage of an existing holding for use for a purpose specified in Schedule l;  
(b) the use of an existing holding for a purpose so specified. 

(2) Subsection (1) does not apply where the existing holding is a body, or separated part of a 
body, in relation to which section 10(3) or (5) has effect. 

(3) Section 5(1) and (2) shall have effect as if the activities mentioned in subsection (1) were 

not activities to which section 1(1) applies. 

(4) In this section, 'existing holding' means -
(a) the body of a deceased person, or 

(b) relevant material which has come from a human body, 

held, immediately before the day on which section 1 (1) comes into force, for use for a purpose spe

cified in Schedule 1 .  

10 Existing anatomical specimens 
(1) This section applies where a person dies during the three years immediately preceding the 

coming into force of section 1 .  

(2) Subsection (3) applies where -

(a) before section 1 comes into force, authority is given under section 4(2) or (3) of 
the Anatomy Act 1984 (c. 14) for the person's body to be used for anatomical 

examination, and 
(b) section 1 comes into force before anatomical examination of the person's body is 

concluded. 

(3) During so much of the relevant period as falls after section 1 comes into force, that au

thority shall be treated for the purposes of section 1 as appropriate consent in relation to -

(a) the storage of the person's body, or separated parts of his body, for use for the purpose 

of anatomical examination, and 

(b) the use of his body, or separated parts of his body, for that purpose. 

(4) Subsection (5) applies where -
(a) before section 1 comes into force, authority is given under section 6(2) or (3) of the 

Anatomy Act 1984 for possession of parts (or any specified parts) of the person's body to 
be held after anatomical examination of his body is concluded, and 

(b) anatomical examination of the person's body is concluded -

(i) after section 1 comes into force, but 

(i) before the end of the period of three years beginning with the date of the 

person's death. 

(5) With effect from the conclusion of the anatomical examination of the person's body, that 

authority shall be treated for the purposes of section 1 as appropriate consent in relation to -

(a) the storage for use for a qualifying purpose of a part of the person's body which -
(i) is a part to which that authority relates, and 

(ii) is such that the person cannot be recognised simply by examination of the part, and 

(b) the use for a qualifying purpose of such a part of the person's body. 

(6) Where for the purposes of section 1 there would not be appropriate consent in relation 

to an activity but for authority given under the Anatomy Act 1984 (c. 14) being treated for those 

purposes as appropriate consent in relation to the activity, section 1(1) to (3) do not authorise the 

doing of the activity otherwise than in accordance with that authority. 
(7) In subsection (3), 'the relevant period', in relation to a person, means whichever is the 

shorter of-
(a) the period of three years beginning with the date of the person's death, and 
(b) the period beginning with that date and ending when anatomical examination of the 

per-son's body is concluded. 

(8) In subsection (5), 'qualifying purpose' means a purpose specified in paragraph 6 or 9 of 
Schedule 1 .  
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11 Coroners 
(1) Nothing in this Part applies to anything done for purposes of functions of a coroner or 

under the authority of a coroner. 

(2) Where a person knows, or has reason to believe, that -

(a) the body of a deceased person, or 
(b) relevant material which has come from the body of a deceased person, is, or may be, 

required for purposes of functions of a coroner, he shall not act on authority under sec

tion 1 in relation to the body, or material, except with the consent of the coroner. 

12 Interpretation of Part 1 

In this Part, 'excepted material' means material which has -

(a) come from the body of a living person, or 

(b) come from the body of a deceased person otherwise than in the course of use of the 

body for the purpose of anatomical examination. 

PART 2 REGULATION OF ACTIVITI E S  
INVOLVING HUMAN TIS SUE 

The Human Tissue Authority 

13 The Human Tissue Authority 
(1) There shall be a body corporate to be known as the Human Tissue Authority (referred to in 

this Act as 'the Authority'). 

14 Remit 
(1) The following are the activities within the remit of the Authority -

(a) the removal from a human body, for use for a scheduled purpose, of any relevant ma

terial of which the body consists or which it contains; 

(b) the use, for a scheduled purpose, of-

(i) the body of a deceased person, or 

(ii) relevant material which has come from a human body; 

(c) the storage of an anatomical specimen or former anatomical specimen; 

(d) the storage (in any case not falling within paragraph (c)) of-

(i) the body of a deceased person, or 

(ii) relevant material which has come from a human body, for use for a scheduled 

purpose; 

(e) the import or export of-

(i) the body of a deceased person, or 
(ii) relevant material which has come from a human body, for use for a scheduled 

purpose; 

(f) the disposal of the body of a deceased person which has been -

(i) imported for use, 

(ii) stored for use, or 
(iii) used, for a scheduled purpose; 

(g) the disposal of relevant material which -
(i) has been removed from a person's body for the purposes of his medical 

treatment, 

(ii) has been removed from the body of a deceased person for the purposes of an ana

tomical, or post-mortem, examination, 
(iii) has been removed from a human body (otherwise than as mentioned in 

sub-paragraph (ii)) for use for a scheduled purpose, 
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(iv) has come from a human body and been imported for use for a scheduled purpose, or 

(v) has come from the body of a deceased person which has been imported for use for 

a scheduled purpose. 

(h) the procurement, processing, testing, storage, distribution, import or export of tissue 

or cells, in so far as those activities are activities to which regulation 7(1), (lA) or (2) of 
the 2007 Regulations applies and are not within the remit of the Authority by virtue of 

paragraphs (a) to (g); 

(i) the donation, testing, characterisation, procurement, preservation, transport, trans

plantation and disposal of human organs, in so far as those activities are activities to 

which regulation 5(1) of the 2012 Regulations applies and are not within the remit of 

the Authority by virtue of paragraphs (a) to (h). 

(2) Without prejudice to the generality of subsection (l) (a) and (b), the activities within the 
remit of the Authority include, in particular -

(a) the carrying-out of an anatomical examination, and 

(b) the making of a post-mortem examination. 

(2ZA) The activities within the remit of the Authority do not include the use, for a scheduled 

purpose, of relevant material where the use of the material requires consent under paragraph 6(1) 

or 12(1) of Schedule 3 to the Human Fertilisation and Embryology Act 1990 (use of human cells to 

create an embryo or a human admixed embryo) or would require such consent but for paragraphs 

16 and 20 of that Schedule. 

(2A) Expressions used in paragraph (h) of subsection (1) and in the 2007 Regulations have the 

same meaning in that paragraph as in those Regulations; and the reference to activities to which 

regulation 7(1), (lA) or (2) of those Regulations applies is to be read subject to regulation 2 (3) of 

those Regulations. 

(3) An activity is excluded from the remit of the Authority if-

(a) it relates to the body of a person who died before the day on which this section comes 

into force or to material which has come from the body of such a person, and 

(b) at least one hundred years have elapsed since the date of the person's death. 

(4) The Secretary of State may by order amend this section for the purpose of adding to the 

activities within the remit of the Authority. 

(S) In this section, 'relevant material', in relation to use for the scheduled purpose of trans
plantation, does not include blood or anything derived from blood. 

15 General functions 
The Authority shall have the following general functions -

(a) maintaining a statement of the general principles which it considers should be 

followed -
(i) in the carrying-on of activities within its remit, and 

(ii) in the carrying-out of its functions in relation to such activities; 

(b) providing in relation to activities within its remit such general oversight and guidance 

as it considers appropriate; 

(c) superintending, in relation to activities within its remit, compliance with 

(i) requirements imposed by or under Part 1 or this Part, and 
(ii) codes of practice under this Act; 

(d) providing to the public, and to persons carrying on activities within its remit, such in
formation and advice as it considers appropriate about the nature and purpose of such 
activities; 

(e) monitoring developments relating to activities within its remit and advising the 
Secretary of State, the National Assembly for Wales and the relevant Northern Ireland 
department on issues relating to such developments; 
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(f) advising the Secretary of State, the National Assembly for Wales or the relevant 

Northern Ireland department on such other issues relating to activities within its remit 

as he, the Assembly or the department may require. 

Licensing 

16 Licence requirement 
(1) No person shall do an activity to which this section applies otherwise than under the au

thority of a licence granted for the purposes of this section. 
(2) This section applies to the following activities -

(a) the carrying-out of an anatomical examination; 
(b) the making of a post-mortem examination; 

(c) the removal from the body of a deceased person (otherwise than in the course of an ac

tivity mentioned in paragraph (a) or (b)) of relevant material of which the body consists 

or which it contains, for use for a scheduled purpose other than transplantation; 

(d) the storage of an anatomical specimen; 

(e) the storage (in any case not falling within paragraph (d)) of
(i) the body of a deceased person, or 

(ii) relevant material which has come from a human body, for use for a scheduled purpose; 

(f) the use, for the purpose of public display, of-
(i) the body of a deceased person, or 

(ii) relevant material which has come from the body of a deceased person. 

(2A) This section does not apply to the procurement, testing, processing, storage, distribu

tion, import or export of tissue and cells in so far as those activities are activities to which regula

tion 7(1), (lA) or (2) of the 2007 Regulations applies. 

(2B) Expressions used in subsection (2A) and in the 2007 Regulations have the same meaning 

in that subsection as in those Regulations; and the reference to activities to which regulation 7(1), 

(lA) or (2) of those Regulations applies is to be read subject to regulation 2(3) of those Regulations. 

(3) The Secretary of State may by regulations specify circumstances in which storage of 

relevant material by a person who intends to use it for a scheduled purpose is excepted from 

subsection (2) (e) (ii). 

(4) An activity is excluded from subsection (2) if-

(a) it relates to the body of a person who died before the day on which this section comes 

into force or to material which has come from the body of such a person, and 

(b) at least one hundred years have elapsed since the date of the person's death. 

(6) Schedule 3 (which makes provision about licences for the purposes of this section) has 
effect. 

(7) In subsection (2) -
(a) references to storage do not include storage which is incidental to transportation, and 

(b) 'relevant material', in relation to use for the scheduled purpose of transplantation, does 

not include blood or anything derived from blood. 

25 Breach oflicence requirement 
(1) A person who contravenes section 16(1) commits an offence, unless he reasonably 

believes -

(a) that what he does is not an activity to which section 16 applies, or 

(b) that he acts under the authority of a licence. 
(2) A person guilty of an offence under subsection (1) shall be liable -

(a) on summary conviction to a fine not exceeding the statutory maximum; 
(b) on conviction on indictment -

(i) to imprisonment for a term not exceeding 3 years, or 

(ii) to a fine, or 

(iii) to both. 
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(1) The Authority may prepare and issue codes of practice for the purpose of-
(a) giving practical guidance to persons carrying on activities within its remit, and 

(b) laying down the standards expected in relation to the carrying-on of such activities. 

(2) The Authority shall deal under subsection (1) with the following matters -

(a) the carrying-out of anatomical examinations; 

(b) the storage of anatomical specimens; 

(c) the storage and disposal of former anatomical specimens; 

(d) the definition of death for the purposes of this Act; 

(e) communication with the family of the deceased in relation to the making of a 

post-mortem examination; 

(f) the making of post-mortem examinations; 

(g) communication with the family of the deceased in relation to the removal from the 
body of the deceased, for use for a scheduled purpose, of any relevant material of which 

the body consists or which it contains; 

(h) the removal from a human body, for use for a scheduled purpose, of any relevant ma

terial of which the body consists or which it contains; 

(i) the storage for use for a scheduled purpose, and the use for such a purpose, of

(i) the body of a deceased person, or 

(ii) relevant material which has come from a human body; 
(j) the storage for use for a scheduled purpose, and the use for such a purpose, of an exist

ing holding within the meaning of section 9; 

(k) the import, and the export, of-

(i) the body of a deceased person, or 

(ii) relevant material which has come from a human body, for use for a scheduled 

purpose; 

(I) the disposal of relevant material which -

(i) has been removed from a human body for use for a scheduled purpose, or 

(ii) has come from a human body and is an existing holding for the purposes of section 9. 
(3) In dealing under subsection (1) with the matters mentioned in subsection (2) (h) and (i), 

the Authority shall, in particular, deal with consent. 
(4) The Authority shall -

(a) keep any code of practice under this section under review, and 
(b) prepare a revised code of practice when appropriate. 

27 Provision with respect to consent 
(1) The duty under section 26(3) shall have effect, in particular, to require the Authority to lay 

down the standards expected in relation to the obtaining of consent where consent falls by virtue 
of section 2(7) (b)(ii) or 3(6) (c) to be obtained from a person in a qualifying relationship. 

(2) Subject to subsection (3), the standards required to be laid down by subsection (1) shall 

include provision to the effect set out in subsections (4) to (8). 

(3) The standards required to be laid down by subsection (1) may include provision to differ
ent effect in relation to cases which appear to the Authority to be exceptional .  

(4) The qualifying relationships for the purpose of sections 2(7) (b)(ii) and 3(6) (c) should be 
ranked in the following order -

(a) spouse, civil partner or partner; 
(b) parent or child; 
(c) brother or sister; 

(d) grandparent or grandchild; 

(e) child of a person falling within paragraph (c); 
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(f) stepfather or stepmother; 
(g) half-brother or half-sister; 

(h) friend of longstanding. 

(5) Relationships in the same paragraph of subsection ( 4) should be accorded equal ranking. 

(6) Consent should be obtained from the person whose relationship to the person concerned is 

accorded the highest ranking in accordance with subsections ( 4) and (5) .  

(7) If the relationship of  each of  two or  more persons to  the person concerned is accorded 
equal highest ranking in accordance with subsections (4) and (5), it is sufficient to obtain the con

sent of any of them. 

(8) In applying the principles set out above, a person's relationship shall be left out of account if

(a) he does not wish to deal with the issue of consent, 
(b) he is not able to deal with that issue, or 

(c) having regard to the activity in relation to which consent is sought, it is not reasonably 

practicable to communicate with him within the time available if consent in relation to 

the activity is to be acted on. 

(8ZA) The duty under section 26(3) shall also have effect, in particular, to require the Authority 

to give practical guidance on the circumstances in which the person concerned is to be deemed to 

have consented under section 3(6)(ba). 

(8ZB) In giving practical guidance by virtue of subsection (8ZA), the Authority must, in par

ticular, give guidance about the provision of information of the type described in section 3(6B) by 
a person who stood in a qualifying relationship to the person concerned immediately before death. 

28 Effect of codes 
(1) A failure on the part of any person to observe any provision of a code of practice under sec

tion 26 shall not of itself render the person liable to any proceedings. 

(2) The Authority may, in carrying out its functions with respect to licences, take into account 

any relevant observance of, or failure to observe, a code of practice under section 26, so far as deal

ing with a matter mentioned in any of paragraphs (a) to (c) and (e) to (j) of subsection (2) of that 

section. 

Anatomy 

30 Possession of anatomical specimens away from licensed premises 
(1) Subject to subsections (2) to (6), a person commits an offence if-

(a) he has possession of an anatomical specimen, and 

(b) the specimen is not on premises in respect of which an anatomy licence is in force. 

(2) Subsection (1) does not apply where -

(a) the specimen has come from premises in respect of which a storage licence is in force, and 

(b) the person -
(i) is authorised in writing by the designated individual to have possession of the 

specimen, and 

(ii) has possession of the specimen only for a purpose for which he is so authorised to 

have possession of it. 
(3) Subsection (1) does not apply where -

(a) the specimen is the body of a deceased person which is to be used for the purpose of 

anatomical examination, 

(b) the person who has possession of the body has come into lawful possession of it imme
diately after the deceased's death, and 

(c) he retains possession of the body prior to its removal to premises in respect of which an 

anatomy licence is in force. 
(4) Subsection (1) does not apply where the person has possession of the specimen only for the 

purpose of transporting it to premises -
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(b) where the specimen is to be used for the purpose of education, training or research. 

(S) Subsection (1) does not apply where the person has possession of the specimen for pur

poses of functions of, or under the authority of, a coroner. 

(6) Subsection (1) does not apply where the person reasonably believes -

(a) that what he has possession of is not an anatomical specimen, 

(b) that the specimen is on premises in respect of which an anatomy licence is in force, or 

(c) that any of subsections (2) to (S) applies. 

(7) A person guilty of an offence under subsection (1) shall be liable -

(a) on summary conviction to a fine not exceeding the statutory maximum; 

(b) on conviction on indictment -

(i) to imprisonment for a term not exceeding 3 years, or 

(ii) to a fine, or 

(iii) to both. 

(8) In this section -

'anatomy licence' means a licence authorising -

(a) the carrying-out of an anatomical examination, or 

(b) the storage of anatomical specimens; 

'storage licence' means a licence authorising the storage of anatomical specimens. 

31 Possession of former anatomical specimens away 
from licensed premises 

(1) Subject to subsections (2) to (5), a person commits an offence if
(a) he has possession of a former anatomical specimen, and 

(b) the specimen is not on premises in respect of which a storage licence is in force. 
(2) Subsection (1) does not apply where -

(a) the specimen has come from premises in respect of which a storage licence is in 

force, and 
(b) the person -

(i) is authorised in writing by the designated individual to have possession of the 

specimen, and 

(ii) has possession of the specimen only for a purpose for which he is so authorised to 
have possession of it. 

(3) Subsection (1) does not apply where the person has possession of the specimen only for the 
purpose of transporting it to premises -

(a) in respect of which a storage licence is in force, or 

(b) where the specimen is to be used for the purpose of education, training or research. 

( 4) Subsection (1) does not apply where the person has possession of the specimen -

(a) only for the purpose of its decent disposal, or 

(b) for purposes of functions of, or under the authority of, a coroner. 

(S) Subsection (1) does not apply where the person reasonably believes -

(a) that what he has possession of is not a former anatomical specimen, 

(b) that the specimen is on premises in respect of which a storage licence is in force, or 

(c) that any of subsections (2) to (4) applies. 
(6) A person guilty of an offence under subsection (1) shall be liable -

(a) on summary conviction to a fine not exceeding the statutory maximum; 

(b) on conviction on indictment -

(i) to imprisonment for a term not exceeding 3 years, or 
(ii) to a fine, or 
(iii) to both. 

(7) In this section, 'storage licence' means a licence authorising the storage, for use for a 
scheduled purpose, of relevant material which has come from a human body. 
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Trafficking 

32 Prohibition of commercial dealings in human material 
for transplantation 

(1) A person commits an offence if he -

(a) gives or receives a reward for the supply of, or for an offer to supply, any controlled 

material; 

(b) seeks to find a person willing to supply any controlled material for reward; 

(c) offers to supply any controlled material for reward; 

(d) initiates or negotiates any arrangement involving the giving of a reward for the supply 

of, or for an offer to supply, any controlled material; 
(e) takes part in the management or control of a body of persons corporate or unincor

porate whose activities consist of or include the initiation or negotiation of such 

arrangements. 

(2) Without prejudice to subsection (l)(b) and (c), a person commits an offence ifhe causes to 

be published or distributed, or knowingly publishes or distributes, an advertisement -

(a) inviting persons to supply, or offering to supply, any controlled material for reward, or 

(b) indicating that the advertiser is willing to initiate or negotiate any such arrangement as 

is mentioned in subsection (l)(d). 

(3) A person who engages in an activity to which subsection (1) or (2) applies does not commit 

an offence under that subsection if he is designated by the Authority as a person who may lawfully 

engage in the activity. 

( 4) A person guilty of an offence under subsection (1) shall be liable -
(a) on summary conviction -

(i) to imprisonment for a term not exceeding 12 months, or 

(ii) to a fine not exceeding the statutory maximum, or 

(iii) to both; 

(b) on conviction on indictment -

(i) to imprisonment for a term not exceeding 3 years, or 

(ii) to a fine, or 

(iii) to both. 
(5) A person guilty of an offence under subsection (2) shall be liable on summary conviction -

(a) to imprisonment for a term not exceeding 51 weeks, or 

(b) to a fine not exceeding level 5 on the standard scale, or 

(c) to both. 
(6) For the purposes of subsections (1) and (2), payment in money or money's worth to the 

holder of a licence shall be treated as not being a reward where -

(a) it is in consideration for transporting, removing, preparing, preserving or storing con

trolled material, and 
(b) its receipt by the holder of the licence is not expressly prohibited by the terms of the 

licence. 

(7) References in subsections (1) and (2) to reward, in relation to the supply of any controlled 
material, do not include payment in money or money's worth for defraying or reimbursing -

(a) any expenses incurred in, or in connection with, transporting, removing, preparing, 

preserving or storing the material, 

(b) any liability incurred in respect of-
(i) expenses incurred by a third party in, or in connection with, any of the activities 

mentioned in paragraph (a), or 
(ii) a payment in relation to which subsection (6) has effect, or 

(c) any expenses or loss of earnings incurred by the person from whose body the material 

comes so far as reasonably and directly attributable to his supplying the material from 
his body. 
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(8) For the purposes of this section, controlled material is any material which -

(a) consists of or includes human cells, 

(b) is, or is intended to be removed, from a human body, 

(c) is intended to be used for the purpose of transplantation, and 

(d) is not of a kind excepted under subsection (9). 

(9) The following kinds of material are excepted -

(a) gametes, 

(b) embryos, and 
(c) material which is the subject of property because of an application of human skill. 

(10) Where the body of a deceased person is intended to be used to provide material which -

(a) consists of or includes human cells, and 

(b) is not of a kind excepted under subsection (9), for use for the purpose of transplant

ation, the body shall be treated as controlled material for the purposes of this section. 

(11) In this section -
'advertisement' includes any form of advertising whether to the public generally, to any section 

of the public or individually to selected persons; 
'reward' means any description of financial or other material advantage. 

Transplants 

33 Restriction on transplants involving a live donor 
(1) Subject to subsections (3) and (5), a person commits an offence if-

(a) he removes any transplantable material from the body of a living person intending that 

the material be used for the purpose of transplantation, and 

(b) when he removes the material, he knows, or might reasonably be expected to know, 

that the person from whose body he removes the material is alive. 
(2) Subject to subsections (3) and (5), a person commits an offence if-

(a) he uses for the purpose of transplantation any transplantable material which has come 

from the body of a living person, and 

(b) when he does so, he knows, or might reasonably be expected to know, that the trans

plantable material has come from the body of a living person. 

(3) The Secretary of State may by regulations provide that subsection (1) or (2) shall not apply 

in a case where -

(a) the Authority is satisfied -that no reward has been or is to be given in contravention 

of section 32, and that such other conditions as are specified in the regulations are 

satisfied, and 

(b) such other requirements as are specified in the regulations are complied with. 

(4) Regulations under subsection (3) shall include provision for decisions of the Authority in 

relation to matters which fall to be decided by it under the regulations to be subject, in such cir

cumstances as the regulations may provide, to reconsideration in accordance with such procedure 

as the regulations may provide. 

(5) Where under subsection (3) an exception from subsection (1) or (2) is in force, a person 

does not commit an offence under that subsection if he reasonably believes that the exception 

applies. 
(6) A person guilty of an offence under this section is liable on summary conviction -

(a) to imprisonment for a term not exceeding 51 weeks, or 
(b) to a fine not exceeding level 5 on the standard scale, or 
(c) to both. 

(7) In this section -
'reward' has the same meaning as in section 32; 

'transplantable material' means material of a description specified by regulations made by the 
Secretary of State. 
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34 Information about transplant operations 
(1) The Secretary of State may make regulations requiring such persons as may be specified 

in the regulations to supply to such authority as may be so specified such information as may be so 

specified with respect to transplants that have been or are proposed to be carried out using trans

plantable material removed from a human body. 

(2) Any such authority shall keep a record of information supplied to it in pursuance of regula

tions under this section. 

(3) A person commits an offence if-

(a) he fails without reasonable excuse to comply with regulations under this section, or 

(b) in purported compliance with such regulations, he knowingly or recklessly supplies 

information which is false or misleading in a material respect. 

( 4) A person guilty of an offence under subsection (3) (a) is liable on summary conviction to a 
fine not exceeding level 3 on the standard scale. 

(5) A person guilty of an offence under subsection (3) (b) is liable on summary conviction to a 

fine not exceeding level 5 on the standard scale. 
(6) In this section, 'transplantable material' has the same meaning as in section 33. 

Exceptions 

39 Criminal justice purposes 
(1) Subject to subsection (2), nothing in section 14(1) or 16(2) applies to anything done for 

purposes related to -

(a) the prevention or detection of crime, or 

(b) the conduct of a prosecution. 
(2) Subsection (1) doesnotexceptfromsection 14(1) or 16(2) the carrying-outofa post-mortem 

examination for purposes of functions of a coroner. 

(3) The reference in subsection (2) to the carrying-out of a post-mortem examination does not in

clude the removal of relevant material from the body of a deceased person, or from a part of the body 

of a deceased person, at the first place where the body or part is situated to be attended by a constable. 

(4) For the purposes of subsection (l) (a), detecting crime shall be taken to include -

(a) establishing by whom, for what purpose, by what means and generally in what circum

stances any crime was committed, and 
(b) the apprehension of the person by whom any crime was committed; and the reference 

in subsection (l) (a) to the detection of crime includes any detection outside the United 

Kingdom of any crime or suspected crime. 

(5) In subsection (l)(b), the reference to a prosecution includes a prosecution brought in re

spect of any crime in a country or territory outside the United Kingdom. 

(6) In this section, references to crime include a reference to any conduct which -

(a) constitutes one or more criminal offences (whether under the law of a part of the United 

Kingdom or of a country or territory outside the United Kingdom), 
(b) is, or corresponds to, any conduct which, if it all took place in any one part of the United 

Kingdom, would constitute one or more criminal offences. 

40 Religious relics 
(1) This section applies -

(a) to the use of-
(i) the body of a deceased person, or 
(ii) relevant material which has come from a human body, for the purpose of public 

display at a place of public religious worship or at a place associated with such a 

place, and 

(b) to the storage of-
(i) the body of a deceased person, or 
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(ii) relevant material which has come from a human body, for use for the purpose 

mentioned in paragraph (a). 

(2) An activity to which this section applies is excluded from sections 14(1) and 16(2) if there 
is a connection between -

(a) the body or material to which the activity relates, and 

(b) the religious worship which takes place at the place of public religious worship 

concerned. 

(3) For the purposes of this section, a place is associated with a place of public religious wor
ship if it is used for purposes associated with the religious worship which takes place there. 

41 Interpretation of Part 2 
(1) In this Part -

Supplementary 

'the 2007 Regulations' means the Human Tissue (Quality and Safety for Human Application) 
Regulations 2007; 

'the 2012 Regulations' means the Quality and Safety of Organs Intended for Transplantation 
Regulations 2012; 

'anatomical specimen' means -
(a) the body of a deceased person to be used for the purpose of anatomical examination, or 

(b) the body of a deceased person in the course of being used for the purpose of anatomical 

examination (including separated parts of such a body); 

'designated individual', in relation to a licence, means the individual designated in the licence as 

the person under whose supervision the licensed activity is authorised to be carried on; 

'export' means export from England, Wales or Northern Ireland to a place outside England, 

Wales and Northern Ireland; 

'import' means import into England, Wales or Northern Ireland from a place outside England, 

Wales and Northern Ireland; 

'scheduled purpose' means a purpose specified in Schedule 1 .  

(2) In this Part, references to the carrying-out of  an anatomical examination are to the 

carrying-out of a macroscopic examination by dissection for anatomical purposes of the body of a 

deceased person, and, where parts of the body of a deceased person are separated in the course of 

such an examination, include the carrying-out of a macroscopic examination by dissection of the 

parts for those purposes. 

(3) In this Part, references to a person to whom a licence applies are to a person to whom the 
authority conferred by the licence extends (as provided by section 17). 

PART 3 M I SCELLANEOUS AND GENERAL 

Miscellaneous 

43 Preservation for transplantation 
(1) Where part of a body lying in a hospital, nursing home or other institution is or may be 

suitable for use for transplantation, it shall be lawful for the person having the control and man

agement of the institution -
(a) to take steps for the purpose of preserving the part for use for transplantation, and 

(b) to retain the body for that purpose. 
(2) Authority under subsection (1) (a) shall only extend -

(a) to the taking of the minimum steps necessary for the purpose mentioned in that 

provision, and 

(b) to the use of the least invasive procedure. 

(3) Authority under subsection (1) ceases to apply once it has been established that consent 
making removal of the part for transplantation lawful has not been, and will not be, given. 
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(4) Authority under subsection (1) shall extend to any person authorised to act under the 
authority by -

(a) the person on whom the authority is conferred by that subsection, or 

(b) a person authorised under this subsection to act under the authority. 

(5) An activity done with authority under subsection (1) shall be treated -
(a) for the purposes of Part 1, as not being an activity to which section 1(1) applies; 

(b) for the purposes of Part 2, as not being an activity to which section 16 applies. 

(SA) Section 11(2) applies to an act on authority under subsection (1) above as it applies to an 

act on authority under section 1. 

(6) In  this section, 'body' means the body of a deceased person. 

44 Surplus tissue 
(1) It shall be lawful for material to which subsection (2) or (3) applies to be dealt with as waste. 
(2) This subsection applies to any material which consists of or includes human cells and 

which has come from a person's body in the course of his -

(a) receiving medical treatment, 

(b) undergoing diagnostic testing, or 

(c) participating in research. 

(3) This subsection applies to any relevant material which -

(a) has come from a human body, and 

(b) ceases to be used, or stored for use, for a purpose specified in Schedule 1. 

( 4) This section shall not be read as making unlawful anything which is lawful apart from this 

section. 

45 Non-consensual analysis of DNA 
(1) A person commits an offence if-

(a) he has any bodily material intending -
(i) that any human DNA in the material be analysed without qualifying consent, and 

(ii) that the results of the analysis be used otherwise than for an excepted purpose, 

(b) the material is not of a kind excepted under subsection (2), and 

(c) he does not reasonably believe the material to be of a kind so excepted. 

(2) Bodily material is excepted if-

(a) it is material which has come from the body of a person who died before the day on 
which this section comes into force and at least one hundred years have elapsed since 

the date of the person's death, 
(b) it is an existing holding and the person who has it is not in possession, and not likely to 

come into possession, of information from which the individual from whose body the 

material has come can be identified, or 

(c) it is an embryo outside the human body. 

(3) A person guilty of an offence under this section -
(a) is liable on summary conviction to a fine not exceeding the statutory maximum; 

(b) is liable on conviction on indictment -
(i) to imprisonment for a term not exceeding 3 years, or 
(ii) to a fine, or 

(iii) to both. 
(4) Schedule 4 (which makes provision for the interpretation of 'qualifying consent' and 'use 

for an excepted purpose' in subsection (l) (a)) has effect. 

(5) In this section (and Schedule 4)-

'bodily material' means material which -

(a) has come from a human body, and 
(b) consists of or includes human cells; 

'existing holding' means bodily material held immediately before the day on which this section 
comes into force. 
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No proceedings for an offence under section 5, 32 or 33 shall be instituted -

(a) in England and Wales, except by or with the consent of the Director of Public 

Prosecutions. 

53 'Relevant material' 
(1) In this Act, 'relevant material' means material, other than gametes, which consists of or 

includes human cells. 

(2) In this Act, references to relevant material from a human body do not include -
(a) embryos outside the human body, or 

(b) hair and nail from the body of a living person. 

54 General interpretation 
(1) In this Act -

'adult' means a person who has attained the age of 18 years; 
'anatomical examination' means macroscopic examination by dissection for anatomical 

purposes; 

'anatomical purposes' means purposes of teaching or studying, or researching into, the gross 

structure of the human body; 

'the Authority' has the meaning given by section 13(1); 

'child', except in the context of qualifying relationships, means a person who has not attained 

the age of 18 years; 

'licence' means a licence under paragraph 1 of Schedule 3; 

'licensed activity', in relation to a licence, means the activity which the licence authorises to be 

carried on; 
'parental responsibility' -

(a) in relation to England and Wales, has the same meaning as in the Children Act 1989 

(c. 41). 

(2) In this Act -

(a) references to material from the body of a living person are to material from the body of 

a person alive at the point of separation, and 

(b) references to material from the body of a deceased person are to material from the body 

of a person not alive at the point of separation. 

(3) In this Act, references to transplantation are to transplantation to a human body and in

clude transfusion. 

(4) In this Act, references to decent disposal include, in relation to disposal of material which 
has come from a human body, disposal as waste. 

(S) In this Act, references to public display, in relation to the body of a deceased person, do not 

include -

(a) display for the purpose of enabling people to pay their final respects to the 

deceased, or 

(b) display which is incidental to the deceased's funeral. 

(6) In this Act 'embryo' and 'gametes' have the same meaning as they have by virtue of section 
1(1), (4) and (6) of the Human Fertilisation and Embryology Act 1990 in the other provisions of that 
Act (apart from section 4A). 

(7) For the purposes of this Act, material shall not be regarded as from a human body if it is 
created outside the human body. 

(8) For the purposes of this Act, except section 49, a person is another's partner if the two 

of them (whether of different sexes or the same sex) live as partners in an enduring family 
relationship. 
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(9) The following are qualifying relationships for the purposes of this Act, spouse, partner, 

parent, child, brother, sister, grandparent, grandchild, child of a brother or sister, stepfather, step

mother, half-brother, half-sister and friend of long standing. 

SCHEDULE 1 

SECTION 1 SCHEDULED PURPOSES 

PART 1 PURPOS E S  REQUIRING CONSENT: GENERAL 

(1) Anatomical examination. 

(2) Determining the cause of death. 
(3) Establishing after a person's death the efficacy of any drug or other treatment adminis

tered to him. 

(4) Obtaining scientific or medical information about a living or deceased person which may 

be relevant to any other person (including a future person). 

(S) Public display. 

(6) Research in connection with disorders, or the functioning, of the human body. 

(7) Transplantation. 

PART 2 PURPO S E S  REQUIRING CONSENT: 
DECEASED PERSONS 

(8) Clinical audit. 
(9) Education or training relating to human health. 

(10) Performance assessment. 

(11) Public health monitoring. 

(12) Quality assurance. 

S CHEDULE 4 

SECTION 45 SUPPLEMENTARY 

PART 1 QUALIFYING CONSENT 

Introductory 

1 This Part of this Schedule makes provision for the interpretation of 'qualifying consent' in 

section 45(l) (a) (i). 

Qualifying consent 

2-(1) In relation to analysis of DNA manufactured by the body of a person who is alive, 'quali

fying consent' means his consent, except where sub-paragraph (2) applies. 

(2) Where -

(a) the person is a child, 
(b) neither a decision of his to consent, nor a decision of his not to consent, is in force, and 
(c) either he is not competent to deal with the issue of consent or, though he is competent 

to deal with that issue, he fails to do so, 
'qualifying consent' means the consent of a person who has parental responsibility for him. 
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(3) In relation to analysis of DNA manufactured by the body of a person who has died an adult, 

'qualifying consent' means -

(a) if a decision of his to consent, or a decision of his not to consent, was in force immedi
ately before he died, his consent; 

(b) if paragraph (a) does not apply, the consent of a person who stood in a qualifying rela

tionship to him immediately before he died. 

(4) In relation to analysis of DNA manufactured by the body of a person who has died a child, 
'qualifying consent' means -

(a) if a decision of his to consent, or a decision of his not to consent, was in force immedi
ately before he died, his consent; 

(b) if paragraph (a) does not apply -

(i) the consent of a person who had parental responsibility for him immediately be

fore he died, or 

(ii) where no person had parental responsibility for him immediately before he died, 

the consent of a person who stood in a qualifying relationship to him at that time. 

PART 2 U S E  FOR AN EXCEPTED PURPO S E  

Introductory 

This Part of this Schedule makes provision for the interpretation of'use for an excepted purpose in 
section 45(l) (a) (ii). 

5-(1) Use of the results of an analysis of DNA for any of the following purposes is use for an 
excepted purpose -

(a) the medical diagnosis or treatment of the person whose body manufactured the DNA; 

(b) purposes of functions of a coroner; 

(c) purposes of functions of a procurator fiscal in connection with the investigation of 
deaths; 

(d) the prevention or detection of crime; 

(e) the conduct of a prosecution; 

(f) purposes of national security; 

(g) implementing an order or direction of a court or tribunal, including one outside the 

United Kingdom. 

(2) For the purposes of sub-paragraph (l) (d), detecting crime shall be taken to include -

(a) establishing by whom, for what purpose, by what means and generally in what circum

stances any crime was committed, and 

(b) the apprehension of the person by whom any crime was committed; and the reference 
in sub-paragraph (l) (d) to the detection of crime includes any detection outside the 

United Kingdom of any crime or suspected crime. 

(3) In sub-paragraph (l)(e), the reference to a prosecution includes a prosecution brought in 
respect of a crime in a country or territory outside the United Kingdom. 

(4) In this paragraph, a reference to a crime includes a reference to any conduct which -

(a) constitutes one or more criminal offences (whether under the law of a part of the United 

Kingdom or a country or territory outside the United Kingdom), 
(b) is, or corresponds to, conduct which, if it all took place in any one part of the United 

Kingdom, would constitute one or more criminal offences, . . .  

Purpose of research i n  connection with disorders, 
or functioning, of the human body 

6-(1) Use of the results of an analysis of DNA for the purpose of research in connection with 

disorders, or the functioning, of the human body is use for an excepted purpose if the bodily ma

terial concerned is the subject of an order under sub-paragraph (2). 
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Purposes relating to existing holdings 

7 Use of the results of an analysis of DNA for any of the following purposes is use for an 

excepted purpose if the bodily material concerned is an existing holding -

(a) clinical audit; 

(b) determining the cause of death; 

(c) education or training relating to human health; 

(d) establishing after a person's death the efficacy of any drug or other treatment adminis

tered to him; 
(e) obtaining scientific or medical information about a living or deceased person which 

may be relevant to any other person (including a future person); 

(f) performance assessment; 

(g) public health monitoring; 

(h) quality assurance; 

(i) research in connection with disorders, or the functioning, of the human body; 

(j) transplantation. 

Purposes relating to material from body of a living person 

8 Use of the results of an analysis of DNA for any of the following purposes is use for an 

excepted purpose if the bodily material concerned is from the body of a living person -

(a) clinical audit; 

(b) education or training relating to human health; 

(c) performance assessment; 

(d) public health monitoring; 

(e) quality assurance. 

9-(1) Use of the results of an analysis of DNA for the purpose of obtaining scientific or 

medical information about the person whose body manufactured the DNA is use for an excepted 

purpose if-

(a) the bodily material concerned is the subject of a direction under sub-paragraph (2) or 

(3) or an order under sub-paragraph (4) or (5), and 

(b) the information may be relevant to the person for whose benefit the direction is given 

or order is made. 

(2) If the Authority is satisfied -

(a) that bodily material has come from the body of a living person, 
(b) that it is not reasonably possible to trace the person from whose body the material has 

come ('the donor'), 

(c) that it is desirable in the interests of another person (including a future person) that 

DNA in the material be analysed for the purpose of obtaining scientific or medical in

formation about the donor, and 

(d) that there is no reason to believe -

(i) that the donor has died, 
(ii) that a decision of the donor to refuse consent to the use of the material for that pur

pose is in force, or 
(iii) that the donor lacks capacity to consent to the use of the material for that purpose, 

it may direct that this paragraph apply to the material for the benefit of the other 

person. 

(3) If the Authority is satisfied -
(a) that bodily material has come from the body of a living person, 
(b) that it is desirable in the interests of another person (including a future person) 

that DNA in the material be analysed for the purpose of obtaining scientific or med
ical information about the person from whose body the material has come ('the 
donor'), 
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(c) that reasonable efforts have been made to get the donor to decide whether to consent to 
the use of the material for that purpose, 

(d) that there is no reason to believe -

(i) that the donor has died, 
(ii) that a decision of the donor to refuse to consent to the use of the material for that 

purpose is in force, or 

(iii) that the donor lacks capacity to consent to the use of the material for that 

purpose, and 

(e) that the donor has been given notice of the application for the exercise of the power con

ferred by this sub-paragraph, 

it may direct that this paragraph apply to the material for the benefit of the other person. 
(4) If the Court of Session is satisfied -

(a) that bodily material has come from the body of a living person, 
(b) that it is not reasonably possible to trace the person from whose body the material has 

come ('the donor'), 

(c) that it is desirable in the interests of another person (including a future person) that 

DNA in the material be analysed for the purpose of obtaining scientific or medical in

formation about the donor, and 

(d) that there is no reason to believe -

(i) that the donor has died, 
(ii) that a decision of the donor to refuse consent to the use of the material for that pur

pose is in force, or 

(iii) that the donor is an incapable adult within the meaning of the Adults with 

Incapacity (Scotland) Act 2000 (asp 4), 

it may order that this paragraph apply to the material for the benefit of the other person. 

10 Use of the results of an analysis of DNA for the purpose of research in connection with 

disorders, or the functioning, of the human body is use for an excepted purpose if-

(a) the bodily material concerned is from the body of a living person, 

(b) the research is ethically approved in accordance with regulations made by the Secretary 

of State, and 

(c) the analysis is to be carried out in circumstances such that the person carrying it out is 

not in possession, and not likely to come into possession, of information from which the 

individual from whose body the material has come can be identified. 

Purpose authorised under section 1 

11 Use of the results of an analysis of DNA for a purpose specified in paragraph 7 is use for 

an excepted purpose if the use in England and Wales, or Northern Ireland, for that purpose of the 
bodily material concerned is authorised by section 1(1) or (lO)(c). 

Purposes relating to DNA of adults who lack capacity to consent 

12-(1) Use of the results of an analysis of DNA for a purpose specified under sub-paragraph 

(2) is use for an excepted purpose if-
(a) the DNA has been manufactured by the body of a person who -

(i) has attained the age of 18 years and, under the law of England and Wales or 
Northern Ireland, lacks capacity to consent to analysis of the DNA, or 

(ii) under the law of Scotland, is an adult with incapacity within the meaning of the 

Adults with Incapacity (Scotland) Act 2000, and 
(b) neither a decision of his to consent to analysis of the DNA for that purpose, nor a deci

sion of his not to consent to analysis of it for that purpose, is in force. 
(2) The Secretary of State may by regulations specify for the purposes of this paragraph pur

poses for which DNA may be analysed. 
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Mental Capacity Act 2005 

(2005, c. 9) 

PART 1 PERSONS WHO LACK CAPACITY 

The principles 

1 The principles 
(1) The following principles apply for the purposes of this Act. 

(2) A person must be assumed to have capacity unless it is established that he lacks capacity. 
(3) A person is not to be treated as unable to make a decision unless all practicable steps to help 

him to do so have been taken without success. 

(4) A person is not to be treated as unable to make a decision merely because he makes an un

wise decision. 

(S) An act done, or decision made, under this Act for or on behalf of a person who lacks cap

acity must be done, or made, in his best interests. 
(6) Before the act is done, or the decision is made, regard must be had to whether the purpose 

for which it is needed can be as effectively achieved in a way that is less restrictive of the person's 

rights and freedom of action. 

2 People who lack capacity 

Preliminary 

(1) For the purposes of this Act, a person lacks capacity in relation to a matter if at the material 

time he is unable to make a decision for himself in relation to the matter because of an impairment 

of, or a disturbance in the functioning of, the mind or brain. 

(2) It does not matter whether the impairment or disturbance is permanent or temporary. 

(3) A lack of capacity cannot be established merely by reference to -

(a) a person's age or appearance, or 

(b) a condition of his, or an aspect of his behaviour, which might lead others to make unjus

tified assumptions about his capacity. 

( 4) In proceedings under this Act or any other enactment, any question whether a person lacks 

capacity within the meaning of this Act must be decided on the balance of probabilities. 

(S) No power which a person ('D') may exercise under this Act -
(a) in relation to a person who lacks capacity, or 

(b) where D reasonably thinks that a person lacks capacity, is exercisable in relation to a 

person under 16. 

3 Inability to make decisions 
(1) For the purposes of section 2, a person is unable to make a decision for himself if he is 

unable -

(a) to understand the information relevant to the decision, 

(b) to retain that information, 
(c) to use or weigh that information as part of the process of making the decision, or 
(d) to communicate his decision (whether by talking, using sign language or any other 

means). 
(2) A person is not to be regarded as unable to understand the information relevant to a deci

sion if he is able to understand an explanation of it given to him in a way that is appropriate to his 

circumstances (using simple language, visual aids or any other means). 
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(3) The fact that a person is able to retain the information relevant to a decision for a short 

period only does not prevent him from being regarded as able to make the decision. 

(4) The information relevant to a decision includes information about the reasonably foresee
able consequences of-

(a) deciding one way or another, or 
(b) failing to make the decision. 

4 Best interests 
(1) In determining for the purposes of this Act what is in a person's best interests, the person 

making the determination must not make it merely on the basis of-

(a) the person's age or appearance, or 

(b) a condition of his, or an aspect of his behaviour, which might lead others to make unjus
tified assumptions about what might be in his best interests. 

(2) The person making the determination must consider all the relevant circumstances and, 

in particular, take the following steps. 

(3) He must consider -

(a) whether it is likely that the person will at some time have capacity in relation to the mat

ter in question, and 

(b) if it appears likely that he will, when that is likely to be. 

(4) He must, so far as reasonably practicable, permit and encourage the person to participate, 

or to improve his ability to participate, as fully as possible in any act done for him and any decision 

affecting him. 
(S) Where the determination relates to life-sustaining treatment he must not, in considering 

whether the treatment is in the best interests of the person concerned, be motivated by a desire to 
bring about his death. 

(6) He must consider, so far as is reasonably ascertainable -

(a) the person's past and present wishes and feelings (and, in particular, any relevant writ

ten statement made by him when he had capacity), 

(b) the beliefs and values that would be likely to influence his decision ifhe had capacity, and 

(c) the other factors that he would be likely to consider ifhe were able to do so. 

(7) He must take into account, if it is practicable and appropriate to consult them, the 

views of -

(a) anyone named by the person as someone to be consulted on the matter in question or on 
matters of that kind, 

(b) anyone engaged in caring for the person or interested in his welfare, 

(c) any donee of a lasting power of attorney granted by the person, and 

(d) any deputy appointed for the person by the court, as to what would be in the person's 

best interests and, in particular, as to the matters mentioned in subsection (6) . 

(8) The duties imposed by subsections (1) to (7) also apply in relation to the exercise of any 

powers which -

(a) are exercisable under a lasting power of attorney, or 

(b) are exercisable by a person under this Act where he reasonably believes that another 
person lacks capacity. 

(9) In the case of an act done, or a decision made, by a person other than the court, there is 
sufficient compliance with this section if (having complied with the requirements of subsections 

(1) to (7)) he reasonably believes that what he does or decides is in the best interests of the person 

concerned. 

(10) 'Life-sustaining treatment' means treatment which in the view of a person providing 
health care for the person concerned is necessary to sustain life. 

(11) 'Relevant circumstances' are those -

(a) of which the person making the determination is aware, and 
(b) which it would be reasonable to regard as relevant. 
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4A Restriction on deprivation of liberty 
(1) This Act does not authorise any person ('D') to deprive any other person ('P') of his liberty. 

(2) But that is subject to -

(a) the following provisions of this section, and 
(b) section 4B. 

(3) D may deprive P of his liberty if, by doing so, D is giving effect to a relevant decision of the court. 

(4) A relevant decision of the court is a decision made by an order under section 16(2) (a) in 

relation to a matter concerning P's personal welfare. 

(5) D may deprive P of his liberty if the deprivation is authorised by Schedule Al (hospital and 

care home residents: deprivation of liberty). 

4B Deprivation ofliberty necessary for life-sustaining treatment etc. 
(1) If the following conditions are met, D is authorised to deprive P of his liberty while a deci

sion as respects any relevant issue is sought from the court. 

(2) The first condition is that there is a question about whether D is authorised to deprive P of 

his liberty under section 4A. 

(3) The second condition is that the deprivation of liberty 

(a) is wholly or partly for the purpose of-

(i) giving P life-sustaining treatment, or 
(ii) doing any vital act, or 

(b) consists wholly or partly of-

(i) giving P life-sustaining treatment, or 
(ii) doing any vital act. 

(4) The third condition is that the deprivation of liberty is necessary in order to -

(a) give the life-sustaining treatment, or 

(b) do the vital act. 
(S) A vital act is any act which the person doing it reasonably believes to be necessary to pre

vent a serious deterioration in P's condition. 

5 Acts in connection with care or treatment 
(1) If a person ('D') does an act in connection with the care or treatment of another person 

('P'), the act is one to which this section applies if-

(a) before doing the act, D takes reasonable steps to establish whether P lacks capacity in 

relation to the matter in question, and 

(b) when doing the act, D reasonably believes -
(i) that P lacks capacity in relation to the matter, and 

(ii) that it will be in P's best interests for the act to be done. 
(2) D does not incur any liability in relation to the act that he would not have incurred if P -

(a) had had capacity to consent in relation to the matter, and 

(b) had consented to D's doing the act. 
(3) Nothing in this section excludes a person's civil liability for loss or damage, or his criminal 

liability, resulting from his negligence in doing the act. 
(4) Nothing in this section affects the operation of sections 24 to 26 (advance decisions to 

refuse treatment) . 

6 Section 5 acts: limitations 
(1) If D does an act that is intended to restrain P, it is not an act to which section 5 applies 

unless two further conditions are satisfied. 
(2) The first condition is that D reasonably believes that it is necessary to do the act in order to 

prevent harm to P. 

(3) The second is that the act is a proportionate response to -
(a) the likelihood of P's suffering harm, and 

(b) the seriousness of that harm. 
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(a) uses, or threatens to use, force to secure the doing of an act which P resists, or 

(b) restricts P's liberty of movement, whether or not P resists. 

(6) Section 5 does not authorise a person to do an act which conflicts with a decision made, 
within the scope of his authority and in accordance with this Part, by -

(a) a donee of a lasting power of attorney granted by P, or 

(b) a deputy appointed for P by the court. 
(7) But nothing in subsection (6) stops a person -

(a) providing life-sustaining treatment, or 

(b) doing any act which he reasonably believes to be necessary to prevent a serious deteri

oration in P's condition, while a decision as respects any relevant issue is sought from 

the court. 

Lasting powers of attorney 

9 Lasting powers of attorney 
(1) A lasting power of attorney is a power of attorney under which the donor ('P') confers on 

the do nee (or done es) authority to make decisions about all or any of the following -

(a) P's personal welfare or specified matters concerning P's personal welfare, and 

(b) P's property and affairs or specified matters concerning P's property and affairs, and 

which includes authority to make such decisions in circumstances where P no longer 

has capacity. 

(2) A lasting power of attorney is not created unless -

(a) section 10 is complied with, 

(b) an instrument conferring authority of the kind mentioned in subsection (1) is made and 

registered in accordance with Schedule 1, and 

(c) at the time when P executes the instrument, P has reached 18 and has capacity to 
execute it. 

(4) The authority conferred by a lasting power of attorney is subject to -

(a) the provisions of this Act and, in particular, sections 1 (the principles) and 4 (best 

interests), and 

(b) any conditions or restrictions specified in the instrument. 

10 Appointment of donees 
(1) A donee of a lasting power of attorney must be -

(a) an individual who has reached 18, or 

(b) if the power relates only to P's property and affairs, either such an individual or a trust 

corporation. 

11 Lasting powers of attorney: restrictions 
(1) A lasting power of attorney does not authorise the donee (or, if more than one, any of them) 

to do an act that is intended to restrain P, unless three conditions are satisfied. 

(2) The first condition is that P lacks, or the donee reasonably believes that P lacks, capacity in 

relation to the matter in question. 

(3) The second is that the donee reasonably believes that it is necessary to do the act in order 
to prevent harm to P. 

(4) The third is that the act is a proportionate response to 

(a) the likelihood of P's suffering harm, and 

(b) the seriousness of that harm. 

(7) Where a lasting power of attorney authorises the donee (or, if more than one, any of them) 
to make decisions about P's personal welfare, the authority -

(a) does not extend to making such decisions in circumstances other than those where P 
lacks, or the donee reasonably believes that P lacks, capacity, 
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(b) is subject to sections 24 to 26 (advance decisions to refuse treatment), and 

(c) extends to giving or refusing consent to the carrying out or continuation of a treatment 
by a person providing health care for P. 

(8) But subsection (7) (c) -

(a) does not authorise the giving or refusing of consent to the carrying out or continuation of 

life-sustaining treatment, unless the instrument contains express provision to that effect, and 

(b) is subject to any conditions or restrictions in the instrument. 

13 Revocation of lasting powers of attorney etc. 
(1) This section applies if -

(a) P has executed an instrument with a view to creating a lasting power of attorney, or 

(b) a lasting power of attorney is registered as having been conferred by P, and in this sec

tion references to revoking the power include revoking the instrument. 

(2) P may, at any time when he has capacity to do so, revoke the power. 

General powers of the court and appointment of deputies 

15 Power to make declarations 
(1) The court may make declarations as to -

(a) whether a person has or lacks capacity to make a decision specified in the declaration; 

(b) whether a person has or lacks capacity to make decisions on such matters as are 

described in the declaration; 

(c) the lawfulness or otherwise of any act done, or yet to be done, in relation to that person. 

(2) 'Act' includes an omission and a course of conduct. 

16 Powers to make decisions and appoint deputies:  general 
(1) This section applies if a person ('P') lacks capacity in relation to a matter or matters 

concerning -

(a) P's personal welfare, or 

(b) P's property and affairs. 

(2) The court may -

(a) by making an order, make the decision or decisions on P's behalf in relation to the mat

ter or matters, or 

(b) appoint a person (a 'deputy') to make decisions on P's behalf in relation to the matter or 

matters. 

(3) The powers of the court under this section are subject to the provisions of this Act and, in 

particular, to sections 1 (the principles) and 4 (best interests) . 

(4) When deciding whether it is in P's best interests to appoint a deputy, the court must have 

regard (in addition to the matters mentioned in section 4) to the principles that -

(a) a decision by the court is to be preferred to the appointment of a deputy to make a 

decision, and 

(b) the powers conferred on a deputy should be as limited in scope and duration as is rea

sonably practicable in the circumstances. 
(5) The court may make such further orders or give such directions, and confer on a deputy 

such powers or impose on him such duties, as it thinks necessary or expedient for giving effect to, 

or otherwise in connection with, an order or appointment made by it under subsection (2). 

(6) Without prejudice to section 4, the court may make the order, give the directions or make 

the appointment on such terms as it considers are in P's best interests, even though no application 

is before the court for an order, directions or an appointment on those terms. 

(7) An order of the court may be varied or discharged by a subsequent order. 
(8) The court may, in particular, revoke the appointment of a deputy or vary the powers con

ferred on him if it is satisfied that the deputy -
(a) has behaved, or is behaving, in a way that contravenes the authority conferred on him 

by the court or is not in P's best interests, or 
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(b) proposes to behave in a way that would contravene that authority or would not be in P's 

best interests. 

16A Section 16 powers: Mental Health Act patients etc. 
(1) If a person is ineligible to be deprived of liberty by this Act, the court may not include in a 

welfare order provision which authorises the person to be deprived of his liberty. 

(2) If-
(a) a welfare order includes provision which authorises a person to be deprived of his 

liberty, and 

(b) that person becomes ineligible to be deprived of liberty by this Act, the provision ceases 

to have effect for as long as the person remains ineligible. 

(3) Nothing in subsection (2) affects the power of the court under section 16(7) to vary or dis

charge the welfare order. 

(4) For the purposes of this section -

(a) Schedule lA applies for determining whether or not P is ineligible to be deprived of lib

erty by this Act; 

(b) 'welfare order' means an order under section 16(2) (a) . 

17 Section 16 powers: personal welfare 
(1) The powers under section 16 as respects P's personal welfare extend in particular to -

(a) deciding where P is to live; 

(b) deciding what contact, if any, P is to have with any specified persons; 

(c) making an order prohibiting a named person from having contact with P; 

(d) giving or refusing consent to the carrying out or continuation of a treatment by a person 

providing health care for P; 

(e) giving a direction that a person responsible for P's health care allow a different person 

to take over that responsibility. 
(2) Subsection (1) is subject to section 20 (restrictions on deputies). 

20 Restrictions on deputies 
(1) A deputy does not have power to make a decision on behalf of P in relation to a matter ifhe 

knows or has reasonable grounds for believing that P has capacity in relation to the matter. 

(2) Nothing in section 16(5) or 17 permits a deputy to be given power -

(a) to prohibit a named person from having contact with P; 

(b) to direct a person responsible for P's health care to allow a different person to take over 

that responsibility. 

(4) A deputy may not be given power to make a decision on behalf of P which is inconsistent 

with a decision made, within the scope of his authority and in accordance with this Act, by the donee 
of a lasting power of attorney granted by P (or, if there is more than one donee, by any of them) . 

(S) A deputy may not refuse consent to the carrying out or continuation of life-sustaining 

treatment in relation to P. 

(6) The authority conferred on a deputy is subject to the provisions of this Act and, in par

ticular, sections 1 (the principles) and 4 (best interests) . 

(7) A deputy may not do an act that is intended to restrain P unless four conditions are satisfied. 

(8) The first condition is that, in doing the act, the deputy is acting within the scope of an au
thority expressly conferred on him by the court. 

(9) The second is that P lacks, or the deputy reasonably believes that P lacks, capacity in rela

tion to the matter in question. 

(10) The third is that the deputy reasonably believes that it is necessary to do the act in order 
to prevent harm to P. 

(11) The fourth is that the act is a proportionate response to -

(a) the likelihood of P's suffering harm, and 
(b) the seriousness of that harm. 
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(12) For the purposes of this section, a deputy restrains P if he -

(a) uses, or threatens to use, force to secure the doing of an act which P resists, or 

(b) restricts P's liberty of movement, whether or not P resists, or if he authorises another 

person to do any of those things. 

Advance decisions to refuse treatment 

24 Advance decisions to refuse treatment: general 
(1) 'Advance decision' means a decision made by a person ('P'), after he has reached 18 and 

when he has capacity to do so, that if-

(a) at a later time and in such circumstances as he may specify, a specified treatment is 

proposed to be carried out or continued by a person providing health care for him, and 

(b) at that time he lacks capacity to consent to the carrying out or continuation of the treat

ment, the specified treatment is not to be carried out or continued. 

(2) For the purposes of subsection (l)(a), a decision may be regarded as specifying a treatment 
or circumstances even though expressed in layman's terms. 

(3) P may withdraw or alter an advance decision at any time when he has capacity to do so. 

(4) A withdrawal (including a partial withdrawal) need not be in writing. 

(5) An alteration of an advance decision need not be in writing (unless section 25(5) applies in 

relation to the decision resulting from the alteration). 

25 Validity and applicability of advance decisions 
(1) An advance decision does not affect the liability which a person may incur for carrying out 

or continuing a treatment in relation to P unless the decision is at the material time -

(a) valid, and 

(b) applicable to the treatment. 

(2) An advance decision is not valid if P -

(a) has withdrawn the decision at a time when he had capacity to do so, 

(b) has, under a lasting power of attorney created after the advance decision was made, 

conferred authority on the donee (or, if more than one, any of them) to give or refuse 

consent to the treatment to which the advance decision relates, or 

(c) has done anything else clearly inconsistent with the advance decision remaining his 

fixed decision. 

(3) An advance decision is not applicable to the treatment in question if at the material time P 

has capacity to give or refuse consent to it. 
(4) An advance decision is not applicable to the treatment in question if

(a) that treatment is not the treatment specified in the advance decision, 
(b) any circumstances specified in the advance decision are absent, or 

(c) there are reasonable grounds for believing that circumstances exist which P did not an

ticipate at the time of the advance decision and which would have affected his decision 

had he anticipated them. 

(5) An advance decision is not applicable to life-sustaining treatment unless -
(a) the decision is verified by a statement by P to the effect that it is to apply to that treat

ment even if life is at risk, and 
(b) the decision and statement comply with subsection (6) . 

(6) A decision or statement complies with this subsection only if

(a) it is in writing, 
(b) it is signed by P or by another person in P's presence and by P's direction, 

(c) the signature is made or acknowledged by P in the presence of a witness, and 

(d) the witness signs it, or acknowledges his signature, in P's presence. 
(7) The existence of any lasting power of attorney other than one of a description mentioned 

in subsection (2) (b) does not prevent the advance decision from being regarded as valid and 
applicable. 



26 Effect of advance decisions 
(1) Ifp has made an advance decision which is -

(a) valid, and 
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(b) applicable to a treatment, the decision has effect as if he had made it, and had had cap

acity to make it, at the time when the question arises whether the treatment should be 

carried out or continued. 

(2) A person does not incur liability for carrying out or continuing the treatment unless, at the 

time, he is satisfied that an advance decision exists which is valid and applicable to the treatment. 
(3) A person does not incur liability for the consequences of withholding or withdrawing a 

treatment from P if, at the time, he reasonably believes that an advance decision exists which is 
valid and applicable to the treatment. 

( 4) The court may make a declaration as to whether an advance decision -

(a) exists; 

(b) is valid; 

(c) is applicable to a treatment. 

(5) Nothing in an apparent advance decision stops a person -

(a) providing life-sustaining treatment, or 

(b) doing any act he reasonably believes to be necessary to prevent a serious deterior

ation in P's condition, while a decision as respects any relevant issue is sought from the 

court. 

28 Mental Health Act matters 
(1) Nothing in this Act authorises anyone -

(a) to give a patient medical treatment for mental disorder, or 

(b) to consent to a patient's being given medical treatment for mental disorder, if, at the 

time when it is proposed to treat the patient, his treatment is regulated by Part 4 of the 

Mental Health Act. 

(lA) Subsection (1) does not apply in relation to any form of treatment to which section SBA of 
that Act (electro-convulsive therapy, etc.) applies if the patient comes within subsection (7) of that 

section (informal patient under 18 who cannot give consent) . 

(lB) Section 5 does not apply to an act to which section 64B of the Mental Health Act applies 

(treatment of community patients not recalled to hospital). 

(2) 'Medical treatment', 'mental disorder' and 'patient' have the same meaning as in that Act. 

Research 

30 Research 
(1) Intrusive research carried out on, or in relation to, a person who lacks capacity to consent 

to it is unlawful unless it is carried out -

(a) as part of a research project which is for the time being approved by the appropriate 

body for the purposes of this Act in accordance with section 31, and 

(b) in accordance with sections 32 and 33. 

(2) Research is intrusive if it is of a kind that would be unlawful if it was carried out -

(a) on or in relation to a person who had capacity to consent to it, but 

(b) without his consent. 
(3) A clinical trial which is subject to the provisions of clinical trials regulations is not to be 

treated as research for the purposes of this section. 

(3A) Research is not intrusive to the extent that it consists of the use of a person's human cells 
to bring about the creation in vitro of an embryo or human admixed embryo, or the subsequent 

storage or use of an embryo or human admixed embryo so created. 
(3B) Expressions used in subsection (3A) and in Schedule 3 to the Human Fertilisation and 

Embryology Act 1990 (consents to use or storage of gametes, embryos or human admixed embryos 

etc.) have the same meaning in that subsection as in that Schedule. 
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( 4) 'Appropriate body', in relation to a research project, means the person, committee or other 

body specified in regulations made by the appropriate authority as the appropriate body in relation 

to a project of the kind in question. 

(S) 'Clinical trials regulations' means -
(a) the Medicines for Human Use (Clinical Trials) Regulations 2004 (S.I. 2004/1031) and 

any other regulations replacing those regulations or amending them, and 
(b) any other regulations relating to clinical trials and designated by the Secretary of State 

as clinical trials regulations for the purposes of this section. 

(6) In this section, section 32 and section 34, 'appropriate authority' means -

(a) in relation to the carrying out of research in England, the Secretary of State, and 

(b) in relation to the carrying out of research in Wales, the National Assembly for Wales. 

31 Requirements for approval 
(1) The appropriate body may not approve a research project for the purposes of this Act 

unless satisfied that the following requirements will be met in relation to research carried out as 

part of the project on, or in relation to, a person who lacks capacity to consent to taking part in the 

project ('P'). 

(2) The research must be connected with -
(a) an impairing condition affecting P, or 

(b) its treatment. 

(3) 'Impairing condition' means a condition which is (or may be) attributable to, or which 

causes or contributes to (or may cause or contribute to), the impairment of, or disturbance in the 

functioning of, the mind or brain. 

(4) There must be reasonable grounds for believing that research of comparable effectiveness 

cannot be carried out if the project has to be confined to, or relate only to, persons who have cap

acity to consent to taking part in it. 

(S) The research must -

(a) have the potential to benefit P without imposing on P a burden that is disproportionate 

to the potential benefit to P, or 

(b) be intended to provide knowledge of the causes or treatment of, or of the care of persons 

affected by, the same or a similar condition. 

(6) If the research falls within paragraph (b) of subsection (S) but not within paragraph (a), 
there must be reasonable grounds for believing -

(a) that the risk to P from taking part in the project is likely to be negligible, and 
(b) that anything done to, or in relation to, P will not -

(i) interfere with P's freedom of action or privacy in a significant way, or 

(ii) be unduly invasive or restrictive. 

(7) There must be reasonable arrangements in place for ensuring that the requirements of 
sections 32 and 33 will be met. 

32 Consulting carers etc. 
(1) This section applies if a person ('R') -

(a) is conducting an approved research project, and 
(b) wishes to carry out research, as part of the project, on or in relation to a person ('P') who 

lacks capacity to consent to taking part in the project. 
(2) R must take reasonable steps to identify a person who -

(a) otherwise than in a professional capacity or for remuneration, is engaged in caring for 

P or is interested in P's welfare, and 

(b) is prepared to be consulted by R under this section. 

(3) If R is unable to identify such a person he must, in accordance with guidance issued by the 
appropriate authority, nominate a person who -

(a) is prepared to be consulted by R under this section, but 
(b) has no connection with the project. 
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(4) R must provide the person identified under subsection (2), or nominated under subsection 

(3), with information about the project and ask him -

(a) for advice as to whether P should take part in the project, and 

(b) what, in his opinion, P's wishes and feelings about taking part in the project would be 

likely to be if P had capacity in relation to the matter. 
(5) If, at any time, the person consulted advises R that in his opinion P's wishes and feelings 

would be likely to lead him to decline to take part in the project (or to wish to withdraw from it) if 

he had capacity in relation to the matter, R must ensure -

(a) if P is not already taking part in the project, that he does not take part in it; 

(b) if P is taking part in the project, that he is withdrawn from it. 

(6) But subsection (5) (b) does not require treatment that P has been receiving as part of the 

project to be discontinued if R has reasonable grounds for believing that there would be a signifi
cant risk to P's health if it were discontinued. 

(7) The fact that a person is the donee of a lasting power of attorney given by P, or is P's deputy, 

does not prevent him from being the person consulted under this section. 

(8) Subsection (9) applies if treatment is being, or is about to be, provided for P as a matter 

of urgency and R considers that, having regard to the nature of the research and of the particular 

circumstances of the case -
(a) it is also necessary to take action for the purposes of the research as a matter of 

urgency, but 

(b) it is not reasonably practicable to consult under the previous provisions of this 

section. 

(9) R may take the action if -

(a) he has the agreement of a registered medical practitioner who is not involved in the or

ganisation or conduct of the research project, or 

(b) where it is not reasonably practicable in the time available to obtain that agreement, he 

acts in accordance with a procedure approved by the appropriate body at the time when 
the research project was approved under section 31. 

(10) But R may not continue to act in reliance on subsection (9) if he has reasonable grounds 
for believing that it is no longer necessary to take the action as a matter of urgency. 

3 3  Additional safeguards 
(1) This section applies in relation to a person who is taking part in an approved research pro

ject even though he lacks capacity to consent to taking part. 

(2) Nothing may be done to, or in relation to, him in the course of the research -

(a) to which he appears to object (whether by showing signs of resistance or otherwise) 

except where what is being done is intended to protect him from harm or to reduce or 

prevent pain or discomfort, or 
(b) which would be contrary to -

(i) an advance decision of his which has effect, or 

(ii) any other form of statement made by him and not subsequently withdrawn, of 

which R is aware. 

(3) The interests of the person must be assumed to outweigh those of science and society. 
(4) If he indicates (in any way) that he wishes to be withdrawn from the project he must be 

withdrawn without delay. 

(5) P must be withdrawn from the project, without delay, if at any time the person conduct
ing the research has reasonable grounds for believing that one or more of the requirements set out 

in section 31(2) to (7) is no longer met in relation to research being carried out on, or in relation 
to, P. 

(6) But neither subsection (4) nor subsection (5) requires treatment that P has been receiving 
as part of the project to be discontinued if R has reasonable grounds for believing that there would 
be a significant risk to P's health if it were discontinued. 
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34 Loss of capacity during research project 
(1) This section applies where a person ('P') -

(a) has consented to take part in a research project begun before the commencement of 
section 30, but 

(b) before the conclusion of the project, loses capacity to consent to continue to take 

part in it. 

(2) The appropriate authority may by regulations provide that, despite P's loss of capacity, 

research of a prescribed kind may be carried out on, or in relation to, P if-

(a) the project satisfies prescribed requirements, 
(b) any information or material relating to P which is used in the research is of a prescribed 

description and was obtained before P's loss of capacity, and 

(c) the person conducting the project takes in relation to P such steps as may be prescribed 

for the purpose of protecting him. 

(3) The regulations may, in particular, -
(a) make provision about when, for the purposes of the regulations, a project is to be treated 

as having begun; 

(b) include provision similar to any made by section 31, 32 or 33.  

Independent mental capacity advocate service 

35 Appointment of independent mental capacity advocates 
(1) The responsible authority must make such arrangements as it considers reasonable to en

able persons ('independent mental capacity advocates') to be available to represent and support 

persons to whom acts or decisions proposed under sections 37, 38 and 39 relate or persons who fall 

within section 39A, 39C or 39D. 

(4) In making arrangements under subsection (1), the responsible authority must have regard 
to the principle that a person to whom a proposed act or decision relates should, so far as practic

able, be represented and supported by a person who is independent of any person who will be re

sponsible for the act or decision. 

(6) For the purpose of enabling him to carry out his functions, an independent mental capacity 

advocate -

(a) may interview in private the person whom he has been instructed to represent, and 

(b) may, at all reasonable times, examine and take copies of-

(i) any health record, 

(ii) any record of, or held by, a local authority and compiled in connection with a social 

services function, and 
(iii) any record held by a person registered under Part 2 of the Care Standards Act 2000 

(c. 14), which the person holding the record considers may be relevant to the inde

pendent mental capacity advocate's investigation. 

(6A) In subsections (1) and (4), 'the responsible authority' means -

(a) in relation to the provision of the services of independent mental capacity advocates in 

the area of a local authority in England, that local authority, and 
(b) in relation to the provision of the services of independent mental capacity advocates in 

Wales, the Welsh Ministers. 

(7) In this section, section 36 and section 37, 'the appropriate authority' means -
(a) in relation to the provision of the services of independent mental capacity advocates in 

England, the Secretary of State, and 

(b) in relation to the provision of the services of independent mental capacity advocates in 
Wales, the National Assembly for Wales. 

36 Functions of independent mental capacity advocates 
(1) The appropriate authority may make regulations as to the functions of independent mental 

capacity advocates. 
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(2) The regulations may, in particular, make provision requiring an advocate to take such 

steps as may be prescribed for the purpose of-

(a) providing support to the person whom he has been instructed to represent ('P') so that 
P may participate as fully as possible in any relevant decision; 

(b) obtaining and evaluating relevant information; 

(c) ascertaining what P's wishes and feelings would be likely to be, and the beliefs and 

values that would be likely to influence P, ifhe had capacity; 

(d) ascertaining what alternative courses of action are available in relation to P; 

(e) obtaining a further medical opinion where treatment is proposed and the advocate 

thinks that one should be obtained. 

(3) The regulations may also make provision as to circumstances in which the advocate may 
challenge, or provide assistance for the purpose of challenging, any relevant decision. 

37 Provision of serious medical treatment by NHS body 
(1) This section applies if an NHS body -

(a) is proposing to provide, or secure the provision of, serious medical treatment for a 

person ('P') who lacks capacity to consent to the treatment, and 

(b) is satisfied that there is no person, other than one engaged in providing care or treat

ment for P in a professional capacity or for remuneration, whom it would be appropriate 

to consult in determining what would be in P's best interests. 

(2) But this section does not apply if P's treatment is regulated by Part 4 or 4A of the Mental 

Health Act. 
(3) Before the treatment is provided, the NHS body must instruct an independent mental cap

acity advocate to represent P. 

(4) If the treatment needs to be provided as a matter of urgency, it may be provided even 

though the NHS body has not been able to comply with subsection (3). 

(5) The NHS body must, in providing or securing the provision of treatment for P, take 

into account any information given, or submissions made, by the independent mental capacity 

advocate. 

(6) 'Serious medical treatment' means treatment which involves providing, withholding or 

withdrawing treatment of a kind prescribed by regulations made by the appropriate authority. 

(7) 'NHS body' has such meaning as may be prescribed by regulations made for the purposes 

of this section by -

(a) the Secretary of State, in relation to bodies in England, or 

(b) the National Assembly for Wales, in relation to bodies in Wales. 

38 Provision of accommodation by NHS body 
(1) This section applies if an NHS body proposes to make arrangements -

(a) for the provision of accommodation in a hospital or care home for a person ('P') who 

lacks capacity to agree to the arrangements, or 

(b) for a change in P's accommodation to another hospital or care home, and is satisfied that 
there is no person, other than one engaged in providing care or treatment for P in a pro

fessional capacity or for remuneration, whom it would be appropriate for it to consult in 

determining what would be in P's best interests. 
(2) But this section does not apply if P is accommodated as a result of an obligation imposed on 

him under the Mental Health Act. 
(2A) And this section does not apply if-

(a) an independent mental capacity advocate must be appointed under section 39A or 39C 
(whether or not by the NHS body) to represent P, and 

(b) the hospital or care home in which P is to be accommodated under the arrangements 
referred to in this section is the relevant hospital or care home under the authorisation 

referred to in that section. 
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(3) Before making the arrangements, the NHS body must instruct an independent mental cap
acity advocate to represent P unless it is satisfied that -

(a) the accommodation is likely to be provided for a continuous period which is less than 

the applicable period, or 

(b) the arrangements need to be made as a matter of urgency. 

(4) If the NHS body -

(a) did not instruct an independent mental capacity advocate to represent P before making 

the arrangements because it was satisfied that subsection (3) (a) or (b) applied, but 

(b) subsequently has reason to believe that the accommodation is likely to be provided for 

a continuous period -

(i) beginning with the day on which accommodation was first provided in accordance 

with the arrangements, and 
(ii) ending on or after the expiry of the applicable period, 

it must instruct an independent mental capacity advocate to represent P. 

(5) The NHS body must, in deciding what arrangements to make for P, take into account any 

information given, or submissions made, by the independent mental capacity advocate. 

(6) 'Care home' has the meaning given in section 3 of the Care Standards Act 2000 (c. 14). 

(7) 'Hospital' means -

(a) in relation to England a health service hospital as defined by section 275 of the National 
Health Service Act 2006, and 

(b) in relation to Wales, a health service hospital as defined by section 206 of the National 

Health Service (Wales) Act 2006 or an independent hospital as defined by section 2 of 

the Care Standards Act 2000. 

(8) 'NHS body' has such meaning as may be prescribed by regulations made for the purposes 

of this section by -

(a) the Secretary of State, in relation to bodies in England, or 

(b) the National Assembly for Wales, in relation to bodies in Wales. 

(9) 'Applicable period' means -

(a) in relation to accommodation in a hospital, 28 days, and 
(b) in relation to accommodation in a care home, 8 weeks. 

39A Person becomes subject to Schedule Al 
(1) This section applies if-

(a) a person ('P') becomes subject to Schedule Al, and 

(b) the managing authority of the relevant hospital or care home are satisfied that there is 

no person, other than one engaged in providing care or treatment for P in a professional 

capacity or for remuneration, whom it would be appropriate to consult in determining 

what would be in P's best interests. 
(2) The managing authority must notify the supervisory body that this section applies .  

(3) The supervisory body must instruct an independent mental capacity advocate to 

represent P. 

(4) Schedule Al makes provision about the role of an independent mental capacity advocate 
appointed under this section. 

(5) This section is subject to paragraph 161 of Schedule Al. 

(6) For the purposes of subsection (1), a person appointed under Part 10 of Schedule Al to be 
P's representative is not, by virtue of that appointment, engaged in providing care or treatment for 
P in a professional capacity or for remuneration. 

40 Exceptions 
(1) The duty imposed by sections 37(3), 38(3) or (4) or 39(4) or (5), 39A(3), 39C(3) or 39D(2) 

does not apply if there is -
(a) a person nominated by P (in whatever manner) as a person to be consulted on matters 

to which that duty relates, 
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(b) a donee of a lasting power of attorney created by P who is authorised to make decisions 

in relation to those matters, or 

(c) a deputy appointed by the court for P with power to make decisions in relation to those 

matters. 

Miscellaneous and supplementary 

42 Codes of practice 
(1) The Lord Chancellor must prepare and issue one or more codes of practice -

(a) for the guidance of persons assessing whether a person has capacity in relation to any 

matter, 

(b) for the guidance of persons acting in connection with the care or treatment of another 

person (see section 5), 

(c) for the guidance of donees of lasting powers of attorney, 

(d) for the guidance of deputies appointed by the court, 

(e) for the guidance of persons carrying out research in reliance on any provision made by 

or under this Act (and otherwise with respect to sections 30 to 34), 

(f) for the guidance of independent mental capacity advocates, 

(fa) for the guidance of persons exercising functions under Schedule Al, 

(fb) for the guidance of representatives appointed under Part 10 of Schedule Al, 

(g) with respect to the provisions of sections 24 to 26 (advance decisions and apparent ad

vance decisions), and 

(h) with respect to such other matters concerned with this Act as he thinks fit. 

(4) It is the duty of a person to have regard to any relevant code ifhe is acting in relation to a 

person who lacks capacity and is doing so in one or more of the following ways -
(a) as the donee of a lasting power of attorney, 

(b) as a deputy appointed by the court, 

(c) as a person carrying out research in reliance on any provision made by or under this 

Act (see sections 30 to 34), 

(d) as an independent mental capacity advocate, 

(da) in the exercise of functions under Schedule Al, 

(db) as a representative appointed under Part 10 of Schedule Al, 

(e) in a professional capacity, 

(f) for remuneration. 
(S) If it appears to a court or tribunal conducting any criminal or civil proceedings that -

(a) a provision of a code, or 

(b) a failure to comply with a code, is relevant to a question arising in the proceedings, the 

provision or failure must be taken into account in deciding the question. 

44 Ill-treatment or neglect 
(1) Subsection (2) applies if a person ('D') -

(a) has the care of a person ('P') who lacks, or whom D reasonably believes to lack, 

capacity, 

(b) is the do nee of a lasting power of attorney, or an enduring power of attorney (within the 

meaning of Schedule 4), created by P, or 
(c) is a deputy appointed by the court for P. 

(2) D is guilty of an offence if he ill-treats or wilfully neglects P. 

(3) A person guilty of an offence under this section is liable -

(a) on summary conviction, to imprisonment for a term not exceeding 12 months or a fine 

not exceeding the statutory maximum or both; 

(b) on conviction on indictment, to imprisonment for a term not exceeding 5 years or a fine 
or both. 
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PART 2 THE COURT OF PROTECTION 

AND THE PUBLIC GUARDIAN 

The Court of Protection 

45 The Court of Protection 
(1) There is to be a superior court of record known as the Court of Protection. 

(6) The office of the Supreme Court called the Court of Protection ceases to exist. 

The Public Guardian 

57 The Public Guardian 
(1) For the purposes of this Act, there is to be an officer, to be known as the Public Guardian. 

58 Functions of the Public Guardian 
(1) The Public Guardian has the following functions -

(a) establishing and maintaining a register oflasting powers of attorney, 

(b) establishing and maintaining a register of orders appointing deputies, 

(c) supervising deputies appointed by the court, 

(d) directing a Court of Protection Visitor to visit -

(i) a donee of a lasting power of attorney, 
(ii) a deputy appointed by the court, or 

(iii) the person granting the power of attorney or for whom the deputy is appointed 

('P'), and to make a report to the Public Guardian on such matters as he may 

direct, 

(e) receiving security which the court requires a person to give for the discharge of his 

functions, 

(f) receiving reports from donees oflasting powers of attorney and deputies appointed by 

the court, 

(g) reporting to the court on such matters relating to proceedings under this Act as the 

court requires, 
(h) dealing with representations (including complaints) about the way in which a donee 

of a lasting power of attorney or a deputy appointed by the court is exercising his 
powers, 

(i) publishing, in any manner the Public Guardian thinks appropriate, any information he 

thinks appropriate about the discharge of his functions. 

PART 3 M I S CELLANEOUS AND GENERAL 

Declaratory provision 

62 Scope of the Act 
For the avoidance of doubt, it is hereby declared that nothing in this Act is to be taken to affect the 

law relating to murder or manslaughter or the operation of section 2 of the Suicide Act 1961 (c. 
60) (assisting suicide). 

64 Interpretation 
(1) In this Act -

General 

'treatment' includes a diagnostic or other procedure. 
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S CHEDULE Al HOSPITAL AND CARE HOME 

RESIDENTS : DEPRIVATION OF LIBERTY 

PART 1 AUTHORISATION TO DEPRIVE 
RE S IDENTS OF LIBERTY ETC . 

1 Application of Part 
(1) This Part applies if the following conditions are met. 

(2) The first condition is that a person ('P') is detained in a hospital or care home - for the 

purpose of being given care or treatment - in circumstances which amount to deprivation of the 

person's liberty. 

(3) The second condition is that a standard or urgent authorisation is in force. 

(4) The third condition is that the standard or urgent authorisation relates 

(a) to P, and 

(b) to the hospital or care home in which P is detained. 

2 Authorisation to deprive P of liberty 
The managing authority of the hospital or care home may deprive P of his liberty by detaining him 
as mentioned in paragraph 1(2). 

3 No liability for acts done for purpose of depriving P ofliberty 
(1) This paragraph applies to any act which a person ('D') does for the purpose of detaining P 

as mentioned in paragraph 1(2). 

(2) D does not incur any liability in relation to the act that he would not have incurred if P 

(a) had had capacity to consent in relation to D's doing the act, and 

(b) had consented to D's doing the act. 

4 No protection for negligent acts etc. 
(1) Paragraphs 2 and 3 do not exclude a person's civil liability for loss or damage, or his crim

inal liability, resulting from his negligence in doing any thing. 

(2) Paragraphs 2 and 3 do not authorise a person to do anything otherwise than for the pur

pose of the standard or urgent authorisation that is in force. 

PART 3 THE QUALIFYING REQUIREMENTS 

The qualifying requirements 
12 (1) These are the qualifying requirements referred to in this Schedule -

(a) the age requirement; 

(b) the mental health requirement; 

(c) the mental capacity requirement; 

(d) the best interests requirement; 

(e) the eligibility requirement; 

(f) the no refusals requirement. 
(2) Any question of whether a person who is, or is to be, a detained resident meets the qualifying 

requirements is to be determined in accordance with this Part. 

(3) In a case where -
(a) the question of whether a person meets a particular qualifying requirement arises in re

lation to the giving of a standard authorisation, and 

(b) any circumstances relevant to determining that question are expected to change 
between the time when the determination is made and the time when the authorization 
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is expected to come into force, those circumstances are to be taken into account as they 

are expected to be at the later time. 

The age requirement 

13 The relevant person meets the age requirement if he has reached 18.  

The mental health requirement 

14 (1) The relevant person meets the mental health requirement ifhe is suffering from mental 

disorder (within the meaning of the Mental Health Act, but disregarding any exclusion for persons 

with learning disability). 

The mental capacity requirement 

15 The relevant person meets the mental capacity requirement if he lacks capacity in relation 

to the question whether or not he should be accommodated in the relevant hospital or care home for 
the purpose of being given the relevant care or treatment. 

The best interests requirement 

16 (1) The relevant person meets the best interests requirement if all of the following condi

tions are met. 

(2) The first condition is that the relevant person is, or is to be, a detained resident. 

(3) The second condition is that it is in the best interests of the relevant person for him to be a 

detained resident. 

(4) The third condition is that, in order to prevent harm to the relevant person, it is necessary 

for him to be a detained resident. 
(5) The fourth condition is that it is a proportionate response to -

(a) the likelihood of the relevant person suffering harm, and 

(b) the seriousness of that harm, 
for him to be a detained resident. 

The eligibility requirement 

17 (1) The relevant person meets the eligibility requirement unless he is ineligible to be 

deprived ofliberty by this Act. 

(2) Schedule lA applies for the purpose of determining whether or not P is ineligible to be 

deprived ofliberty by this Act. 

The no refusals requirement 

18 The relevant person meets the no refusals requirement unless there is a refusal within the 

meaning of paragraph 19 or 20. 

19 (1) There is a refusal if these conditions are met -

(a) the relevant person has made an advance decision; 

(b) the advance decision is valid; 

(c) the advance decision is applicable to some or all of the relevant treatment. 
(2) Expressions used in this paragraph and any of sections 24, 25 or 26 have the same meaning 

in this paragraph as in that section. 

20 (1) There is a refusal if it would be in conflict with a valid decision of a donee or deputy for 
the relevant person to be accommodated in the relevant hospital or care home for the purpose of 

receiving some or all of the relevant care or treatment -
(a) in circumstances which amount to deprivation of the person's liberty, or 

(b) at all. 
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National Health Service Act 2006 

(2006, c. 41) 

PART 1 PROMOTION AND PROVISION OF General duties of the Board 

THE HEALTH SERVICE IN ENGLAND 13C Duty to promote NHS Constitution 

The Secretary of State and the health 
13D Duty as to effectiveness, efficiency etc. 
13E Duty as to improvement in quality 

service in England 
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Secretary of State's duty to promote 
13F Duty as to promoting autonomy 

comprehensive health service 
13G Duty as to reducing inequalities 

lA Duty as to improvement in quality 
13H Duty to promote involvement of each 
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patient 
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13I Duty as to patient choice 
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13J Duty to obtain appropriate advice 
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lE Duty as to research 
13L Duty in respect of research 
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Chapter A2 Clinical Commissioning 
3A Power of clinical commissioning groups to 

Groups 
commission certain health services 
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PART 1 PROMOTION AND PROVIS ION OF 

THE HEALTH SERVICE IN ENGLAND 

The Secretary of State and the health service in England 

1 Secretary of State's duty to promote comprehensive health service 
(1) The Secretary of State must continue the promotion in England of a comprehensive health 

service designed to secure improvement -

(a) in the physical and mental health of the people of England, and 

(b) in the prevention, diagnosis and treatment of illness. 

( 4) The services provided as part of the health service in England must be free of charge except 
in so far as the making and recovery of charges is expressly provided for by or under any enact

ment, whenever passed. 

lA Duty as to improvement in quality of services 
(1) The Secretary of State must exercise the functions of the Secretary of State in relation 

to the health service with a view to securing continuous improvement in the quality of services 

provided to individuals for or in connection with -

(a) the prevention, diagnosis or treatment of illness, or 

(b) the protection or improvement of public health. 

(2) In discharging the duty under subsection (1) the Secretary of State must, in particular, act 

with a view to securing continuous improvement in the outcomes that are achieved from the pro

vision of the services. 
(3) The outcomes relevant for the purposes of subsection (2) include, in particular, outcomes 

which show -

(a) the effectiveness of the services, 
(b) the safety of the services, and 

(c) the quality of the experience undergone by patients. 

(4) In discharging the duty under subsection (1), the Secretary of State must have regard to 

the quality standards prepared by NICE under section 234 of the Health and Social Care Act 2012. 

lB Duty as to the NHS Constitution 
(1) In exercising functions in relation to the health service, the Secretary of State must have 

regard to the NHS Constitution. 

(2) In this Act, 'NHS Constitution' has the same meaning as in Chapter 1 of Part 1 of the Health 

Act 2009 (see section 1 of that Act). 

lC Duty as to reducing inequalities 
In exercising functions in relation to the health service, the Secretary of State must have regard to 

the need to reduce inequalities between the people ofEngland with respect to the benefits that they 
can obtain from the health service. 

lD Duty as to promoting autonomy 
(1) In exercising functions in relation to the health service, the Secretary of State must have 

regard to the desirability of securing, so far as consistent with the interests of the health service -

(a) that any other person exercising functions in relation to the health service or providing 
services for its purposes is free to exercise those functions or provide those services in 
the manner that it considers most appropriate, and 

(b) that unnecessary burdens are not imposed on any such person. 

(2) If, in the case of any exercise of functions, the Secretary of State considers that there is a 
conflict between the matters mentioned in subsection (1) and the discharge by the Secretary of 
State of the duties under section 1, the Secretary of State must give priority to the duties under that 
section. 
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lE Duty as to research 
In exercising functions in relation to the health service, the Secretary of State must promote -

(a) research on matters relevant to the health service, and 

(b) the use in the health service of evidence obtained from research. 

Role of the Board in the health service in England 

lH The National Health Service Commissioning Board and 
its general functions 

(1) There is to be a body corporate known as the National Health Service Commissioning 

Board ('the Board'). 

(2) The Board is subject to the duty under section 1(1) concurrently with the Secretary of State 

except in relation to that part of the health service that is provided in pursuance of the public health 

functions of the Secretary of State or local authorities. 

Role of clinical commissioning groups in the health service in England 

11 Clinical commissioning groups and their general functions 
(1) There are to be bodies corporate known as clinical commissioning groups established in 

accordance with Chapter A2 of Part 2 .  

(2) Each clinical commissioning group has the function of  arranging for the provision of  ser
vices for the purposes of the health service in England in accordance with this Act. 

General power 

2 General power 
The Secretary of State, the Board or a clinical commissioning group may do anything which is 

calculated to facilitate, or is conducive or incidental to, the discharge of any function conferred on 

that person by this Act. 

2A Secretary of State's duty as to protection of public health 
(1) The Secretary of State must take such steps as the Secretary of State considers appropriate 

for the purpose of protecting the public in England from disease or other dangers to health. 

(2) The steps that may be taken under subsection (1) include -
(a) the conduct of research or such other steps as the Secretary of State considers appro

priate for advancing knowledge and understanding; 

(b) providing microbiological or other technical services (whether in laboratories or 

otherwise); 

(c) providing vaccination, immunisation or screening services; 

(d) providing other services or facilities for the prevention, diagnosis or treatment of 

illness; 

(e) providing training; 

(f) providing information and advice; 

(g) making available the services of any person or any facilities. 

2B Functions of local authorities and Secretary of State as to improvement 
of public health 

(1) Each local authority must take such steps as it considers appropriate for improving the 

health of the people in its area. 
(2) The Secretary of State may take such steps as the Secretary of State considers appropriate 

for improving the health of the people of England. 

(3) The steps that may be taken under subsection (1) or (2) include -
(a) providing information and advice; 
(b) providing services or facilities designed to promote healthy living (whether by helping 

individuals to address behaviour that is detrimental to health or in any other way); 
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(c) providing services or facilities for the prevention, diagnosis or treatment of illness; 

(d) providing financial incentives to encourage individuals to adopt healthier lifestyles; 

(e) providing assistance (including financial assistance) to help individuals to minimise 

any risks to health arising from their accommodation or environment; 
(f) providing or participating in the provision of training for persons working or seeking to 

work in the field of health improvement; 
(g) making available the services of any person or any facilities. 

(4) The steps that may be taken under subsection (1) also include providing grants or loans (on 

such terms as the local authority considers appropriate) . 

Arrangements for the provision of certain health services 

3 Duties of clinical commissioning groups as to commissioning certain 
health services 

(1) A clinical commissioning group must arrange for the provision of the following to such 

extent as it considers necessary to meet the reasonable requirements of the persons for whom it 

has responsibility -
(a) hospital accommodation, 

(b) other accommodation for the purpose of any service provided under this Act, 

(c) medical, dental, ophthalmic, nursing and ambulance services, 

(d) such other services or facilities for the care of pregnant women, women who are breast

feeding and young children as the group considers are appropriate as part of the health 

service, 

(e) such other services or facilities for the prevention of illness, the care of persons suf
fering from illness and the after-care of persons who have suffered from illness as the 

group considers are appropriate as part of the health service, 

(f) such other services or facilities as are required for the diagnosis and treatment of 

illness. 

(lA) For the purposes of this section, a clinical commissioning group has responsibility for 

(a) persons who are provided with primary medical services b y  a member o f  the 

group, and 

(b) persons who usually reside in the group's area and are not provided with primary med
ical services by a member of any clinical commissioning group. 

(lE) The duty in subsection (1) does not apply in relation to a service or facility if the Board 

has a duty to arrange for its provision. 

(lF) In exercising its functions under this section and section 3A, a clinical commissioning 

group must act consistently with -

(a) the discharge by the Secretary of State and the Board of their duty under section 1(1) 

(duty to promote a comprehensive health service), and 

(b) the objectives and requirements for the time being specified in the mandate published 

under section 13A. 

3A Power of clinical commissioning groups to commission certain health 
services 

(1) Each clinical commissioning group may arrange for the provision of such services or fa
cilities as it considers appropriate for the purposes of the health service that relate to securing 
improvement -

(a) in the physical and mental health of the persons for whom it has responsibility, or 

(b) in the prevention, diagnosis and treatment of illness in those persons. 
(2) A clinical commissioning group may not arrange for the provision of a service or facility 

under subsection (1) if the Board has a duty to arrange for its provision by virtue of section 3B or 4. 
(3) Subsections (lA), (lB) and (lD) of section 3 apply for the purposes of this section as they 

apply for the purposes of that section. 
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3B Secretary of State's power to require Board to commission services 
(1) Regulations may require the Board to arrange, to such extent as it considers necessary to 

meet all reasonable requirements, for the provision as part of the health service of
(a) dental services of a prescribed description; 

(b) services or facilities for members of the armed forces or their families; 

(c) services or facilities for persons who are detained in a prison or in other accommoda

tion of a prescribed description; 

(d) such other services or facilities as may be prescribed. 

(2) A service or facility may be prescribed under subsection (1) (d) only if the Secretary of State 

considers that it would be appropriate for the Board (rather than clinical commissioning groups) to 

arrange for its provision as part of the health service. 

(3) In deciding whether it would be so appropriate, the Secretary of State must have regard to -

(a) the number of individuals who require the provision of the service or facility; 
(b) the cost of providing the service or facility; 

(c) the number of persons able to provide the service or facility; 

(d) the financial implications for clinical commissioning groups if they were required to 

arrange for the provision of the service or facility. 

(4) Before deciding whether to make regulations under this section, the Secretary of 

State must -

(a) obtain advice appropriate for that purpose, and 

(b) consult the Board. 

4 High security psychiatric services 
(1) The Board must arrange for the provision of hospital accommodation and services for 

persons who-

(a) are liable to be detained under the Mental Health Act 1983, and 

(b) in the opinion of the Secretary of State require treatment under conditions of high se

curity on account of their dangerous, violent or criminal propensities. 

(2) The hospital accommodation and services mentioned in subsection (1) are referred to in 
this section as 'high security psychiatric services'. 

(3) High security psychiatric services may be provided -

(a) only at hospital premises at which services are provided only for the persons mentioned 
in subsection (1), and 

(b) only by a person approved by the Secretary of State for the purposes of this subsection. 

(3A) The Secretary of State may-

(a) give directions to a person who provides high security psychiatric services about the 

provision by that person of those services; 

(b) give directions to the Board about the exercise of its functions in relation to high se

curity psychiatric services. 
(4) 'Hospital premises' means-

(a) a hospital, or 

(b) any part of a hospital which is treated as a separate unit. 

5 Other services 
Schedule 1 makes further provision about the provision of services for the purposes of the health 

service in England. 

Functions of Special Health Authorities 

7 Functions of Special Health Authorities 
(1) The Secretary of State may direct a Special Health Authority to exercise any functions of 

the Secretary of State or any other person which relate to the health service in England and are 

specified in the direction. 
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(lA) Subsection (1) does not apply to any function of the Secretary of State of making an order 

or regulations .  

(lB) Before exercising the power in subsection (1) in relation to a function of a person other 

than the Secretary of State, the Secretary of State must consult that person. 

(lC) Regulations may provide that a Special Health Authority specified in the regulations 

is to have such additional functions in relation to the health service in England as may be so 

specified. 

NHS contracts 

9 NHS contracts 
(1) In this Act, an NHS contract is an arrangement under which one health service body ('the 

commissioner') arranges for the provision to it by another health service body ('the provider')of 

goods or services which it reasonably requires for the purposes of its functions. 

(5) Whether or not an arrangement which constitutes an NHS contract would apart from this 

subsection be a contract in law, it must not be regarded for any purpose as giving rise to contractual 

rights or liabilities. 

Provision of services otherwise than by the Secretary of State 

12 Secretary of State's arrangements with other bodies 
(1) The Secretary of State may arrange with any person or body to provide, or assist in pro

viding anything which the Secretary of State has a duty or power to provide, or arrange for the 

provision of, under section 2A or 2B or Schedule l.  
(2) The bodies with whom arrangements may be made under subsection (1) include -

(a) the Board, 

(b) clinical commissioning groups, 

(c) any other public authorities, and 
(d) voluntary organisations. 

(3) The Secretary of State may make available any facilities provided by the Secretary of 

State under section 2A or 2B or Schedule 1 to any service provider or to any eligible voluntary 

organisation. 

PART 2 HEALTH S E RVICE BODI E S  

Chapter A l  The National Health Service Commissioning Board 

Secretary of State's mandate to the Board 

13A Mandate to Board 
(1) Before the start of each financial year, the Secretary of State must publish and lay before 

Parliament a document to be known as 'the mandate'. 

(2) The Secretary of State must specify in the mandate -

(a) the objectives that the Secretary of State considers the Board should seek to achieve in 

the exercise of its functions during that financial year and such subsequent financial 
years as the Secretary of State considers appropriate, and 

(b) any requirements that the Secretary of State considers it necessary to impose on the 
Board for the purpose of ensuring that it achieves those objectives. 

(7) The Board must -

(a) seek to achieve the objectives specified in the mandate, and 

(b) comply with any requirements so specified. 

(8) Before specifying any objectives or requirements in the mandate, the Secretary of State 

must consult -
(a) the Board, 
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(b) the Healthwatch England committee of the Care Quality Commission, and 

(c) such other persons as the Secretary of State considers appropriate. 

(9) Requirements included in the mandate have effect only if regulations so provide. 

General duties of the Board 

13C Duty to promote NHS Constitution 
(1) The Board must, in the exercise of its functions -

(a) act with a view to securing that health services are provided in a way which promotes 

the NHS Constitution, and 

(b) promote awareness of the NHS Constitution among patients, staff and members of the 

public. 

13D Duty as to effectiveness, efficiency etc. 
The Board must exercise its functions effectively, efficiently and economically. 

13E Duty as to improvement in quality of services 
(1) The Board must exercise its functions with a view to securing continuous improvement in 

the quality of services provided to individuals for or in connection with -

(a) the prevention, diagnosis or treatment of illness, or 
(b) the protection or improvement of public health. 

(2) In discharging its duty under subsection (1), the Board must, in particular, act with a view to 

securing continuous improvement in the outcomes that are achieved from the provision of the services. 
(3) The outcomes relevant for the purposes of subsection (2) include, in particular, outcomes 

which show -

(a) the effectiveness of the services, 

(b) the safety of the services, and 

(c) the quality of the experience undergone by patients. 

(4) In discharging its duty under subsection (1), the Board must have regard to -
(a) any document published by the Secretary of State for the purposes of this section, and 

(b) the quality standards prepared by NICE under section 234 of the Health and Social Care 

Act 2012. 

13F Duty as to promoting autonomy 
(1) In exercising its functions, the Board must have regard to the desirability of securing, so 

far as consistent with the interests of the health service -

(a) that any other person exercising functions in relation to the health service or providing 

services for its purposes is free to exercise those functions or provide those services in 

the manner it considers most appropriate, and 

(b) that unnecessary burdens are not imposed on any such person. 

(2) If, in the case of any exercise of functions, the Board considers that there is a conflict be

tween the matters mentioned in subsection (1) and the discharge by the Board of its duties under 

sections 1(1) and 1H(3)(b), the Board must give priority to those duties. 

13G Duty as to reducing inequalities 
The Board must, in the exercise of its functions, have regard to the need to -

(a) reduce inequalities between patients with respect to their ability to access health 

services, and 

(b) reduce inequalities between patients with respect to the outcomes achieved for them by 

the provision of health services. 

13H Duty to promote involvement of each patient 
The Board must, in the exercise of its functions, promote the involvement of patients, and their 
carers and representatives (if any), in decisions which relate to -

(a) the prevention or diagnosis of illness in the patients, or 
(b) their care or treatment. 
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The Board must, in the exercise of its functions, act with a view to enabling patients to make choices 

with respect to aspects of health services provided to them. 

13J Duty to obtain appropriate advice 
The Board must obtain advice appropriate for enabling it effectively to discharge its functions from 

persons who (taken together) have a broad range of professional expertise in -

(a) the prevention, diagnosis or treatment of illness, and 

(b) the protection or improvement of public health. 

13K Duty to promote innovation 
(1) The Board must, in the exercise of its functions, promote innovation in the provision of 

health services (including innovation in the arrangements made for their provision). 

(2) The Board may make payments as prizes to promote innovation in the provision of health 

services. 

13L Duty in respect of research 
The Board must, in the exercise of its functions, promote -

(a) research on matters relevant to the health service, and 

(b) the use in the health service of evidence obtained from research. 

13M Duty as to promoting education and training 
The Board must, in exercising its functions, have regard to the need to promote education and 

training for the persons mentioned in section lF(l) so as to assist the Secretary of State and Health 

Education England in the discharge of the duty under that section. 

13N Duty as to promoting integration 
(1) The Board must exercise its functions with a view to securing that health services are pro

vided in an integrated way where it considers that this would -

(a) improve the quality of those services (including the outcomes that are achieved from 

their provision), 

(b) reduce inequalities between persons with respect to their ability to access those 
services, or 

(c) reduce inequalities between persons with respect to the outcomes achieved for them by 

the provision of those services. 

(2) The Board must exercise its functions with a view to securing that the provision of health 

services is integrated with the provision of health-related services or social care services where it 

considers that this would -
(a) improve the quality of the health services (including the outcomes that are achieved 

from the provision of those services), 
(b) reduce inequalities between persons with respect to their ability to access those 

services, or 

(c) reduce inequalities between persons with respect to the outcomes achieved for them by 

the provision of those services. 

(3) The Board must encourage clinical commissioning groups to enter into arrangements with 

local authorities in pursuance of regulations under section 75 where it considers that this would secure
(a) that health services are provided in an integrated way and that this would have any of 

the effects mentioned in subsection (l) (a) to (c), or 

(b) that the provision of health services is integrated with the provision of health-related 
services or social care services and that this would have any of the effects mentioned in 
subsection (2) (a) to (c) . 

(4) In this section -
'health-related services' means services that may have an effect on the health of individuals but 

are not health services or social care services; 
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'social care services' means services that are provided in pursuance of the social services 

functions of local authorities (within the meaning of the Local Authority Social Services 

Act 1970) . 

13P Duty as respects variation in provision of health services 
The Board must not exercise its functions for the purpose of causing a variation in the proportion 

of services provided as part of the health service that is provided by persons of a particular descrip

tion if that description is by reference to -

(a) whether the persons in question are in the public or (as the case may be) private 

sector, or 

(b) some other aspect of their status. 

Public involvement 

13Q Public involvement and consultation by the Board 
(1) This section applies in relation to any health services which are, or are to be, provided 

pursuant to arrangements made by the Board in the exercise of its functions ('commissioning 
arrangements'). 

(2) The Board must make arrangements to secure that individuals to whom the services are 
being or may be provided are involved (whether by being consulted or provided with information 

or in other ways) -

(a) in the planning of the commissioning arrangements by the Board, 

(b) in the development and consideration of proposals by the Board for changes in the com

missioning arrangements where the implementation of the proposals would have an 

impact on the manner in which the services are delivered to the individuals or the range 

of health services available to them, and 
(c) in decisions of the Board affecting the operation of the commissioning arrangements 

where the implementation of the decisions would (if made) have such an impact. 
(3) The reference in subsection (2) (b) to the delivery of services is a reference to their delivery 

at the point when they are received by users. 

13R Information on safety of services provided by the health service 
(1) The Board must establish and operate systems for collecting and analysing information 

relating to the safety of the services provided by the health service. 

(2) The Board must make information collected by virtue of subsection (1), and any other in

formation obtained by analysing it, available to such persons as the Board considers appropriate. 
(4) The Board must give advice and guidance, to such persons as it considers appropriate, 

for the purpose of maintaining and improving the safety of the services provided by the health 

service. 

(5) The Board must monitor the effectiveness of the advice and guidance given by it under 

subsection (4). 

(6) A clinical commissioning group must have regard to any advice or guidance given to it 

under subsection (4). 

13S Guidance in relation to processing of information 
(1) The Board must publish guidance for registered persons on the practice to be followed by 

them in relation to the processing of-

(a) patient information, and 
(b) any other information obtained or generated in the course of the provision of the health 

service. 

(2) Registered persons who carry on an activity which involves, or is connected with, the pro

vision of health care must have regard to any guidance published under this section. 
(3) In this section, 'patient information', 'processing' and 'registered person' have the same 

meaning as in section 20A of the Health and Social Care Act 2008. 
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13T Business plan 
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(1) Before the start of each financial year, the Board must publish a business plan setting out 

how it proposes to exercise its functions in that year and each of the next two financial years. 

13U Annual report 
(1) As soon as practicable after the end of each financial year, the Board must publish an an

nual report on how it has exercised its functions during the year. 

13W Board's power to generate income, etc. 
(1) The Board has power to do anything specified in section 7(2) of the Health and Medicines 

Act 1988 (provision of goods, services, etc.) for the purpose of making additional income available 

for improving the health service. 
(2) The Board may exercise a power conferred by subsection (1) only to the extent that its exer

cise does not to any significant extent interfere with the performance by the Board of its functions. 

13X Power to make grants etc. 
(1) The Board may make payments by way of grant or loan to a voluntary organisation which 

provides or arranges for the provision of services which are similar to the services in respect of 

which the Board has functions. 

13Z4 Interpretation 
(1) In this Chapter -

Interpretation 

'the health service' means the health service in England; 

'health services' means services provided as part of the health service and, in sections 130 and 

13Q, also includes services that are to be provided as part of the health service. 

Chapter A2 Clinical Commissioning Groups 

Establishment of clinical commissioning groups 

14A General duties of Board in relation to clinical commissioning groups 
(1) The Board must exercise its functions under this Chapter so as to ensure that at any time 

after the day specified by order of the Secretary of State for the purposes of this section each pro

vider of primary medical services is a member of a clinical commissioning group. 

(2) The Board must exercise its functions under this Chapter so as to ensure that at any time 

after the day so specified the areas specified in the constitutions of clinical commissioning groups -

(a) together cover the whole ofEngland, and 

(b) do not coincide or overlap. 
(3) For the purposes of this Chapter, 'provider of primary medical services' means a person 

who is a party to an arrangement mentioned in subsection (4) . 

(4) The arrangements mentioned in this subsection are -

(a) a general medical services contract to provide primary medical services of a prescribed 

description, 
(b) arrangements under section 83(2) for the provision of primary medical services of a 

prescribed description, 

(c) section 92 arrangements for the provision of primary medical services of a prescribed 
description. 

14B Applications for the establishment of clinical commissioning groups 
(1) An application for the establishment of a clinical commissioning group may be made to 

the Board. 
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(2) The application may be made by any two or more persons each of whom -
(a) is or wishes to be a provider of primary medical services, and 

(b) wishes to be a member of the clinical commissioning group. 

14L Governing bodies of clinical commissioning groups 
(1) A clinical commissioning group must have a governing body. 

14P Duty to promote NHS Constitution 
(1) Each clinical commissioning group must, in the exercise of its functions -

(a) act with a view to securing that health services are provided in a way which promotes 

the NHS Constitution, and 

(b) promote awareness of the NHS Constitution among patients, staff and members of the 
public. 

14Q Duty as to effectiveness, efficiency etc. 
Each clinical commissioning group must exercise its functions effectively, efficiently and 

economically. 

14R Duty as to improvement in quality of services 
(1) Each clinical commissioning group must exercise its functions with a view to securing con

tinuous improvement in the quality of services provided to individuals for or in connection with the 

prevention, diagnosis or treatment of illness. 

(2) In discharging its duty under subsection (1), a clinical commissioning group must, in par

ticular, act with a view to securing continuous improvement in the outcomes that are achieved 

from the provision of the services. 

(3) The outcomes relevant for the purposes of subsection (2) include, in particular, outcomes 

which show -

(a) the effectiveness of the services, 
(b) the safety of the services, and 

(c) the quality of the experience undergone by patients. 

(4) In discharging its duty under subsection (1), a clinical commissioning group must have 

regard to any guidance published under section 14Z8. 

14S Duty in relation to quality of primary medical services 
Each clinical commissioning group must assist and support the Board in discharging its duty under 

section 13E so far as relating to securing continuous improvement in the quality of primary med

ical services. 

14T Duties as to reducing inequalities 
Each clinical commissioning group must, in the exercise of its functions, have regard to the 

need to -
(a) reduce inequalities between patients with respect to their ability to access health 

services, and 

(b) reduce inequalities between patients with respect to the outcomes achieved for them by 
the provision of health services. 

14U Duty to promote involvement of each patient 
(1) Each clinical commissioning group must, in the exercise of its functions, promote 

the involvement of patients, and their carers and representatives (if any), in decisions which 

relate to-
(a) the prevention or diagnosis of illness in the patients, or 
(b) their care or treatment. 

14V Duty as to patient choice 
Each clinical commissioning group must, in the exercise of its functions, act with a view to enab

ling patients to make choices with respect to aspects of health services provided to them. 
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(1) Each clinical commissioning group must obtain advice appropriate for enabling it effect

ivelyto discharge its functions from persons who (taken together) have a broad range of professional 

expertise in -

(a) the prevention, diagnosis or treatment of illness, and 

(b) the protection or improvement of public health. 

14X Duty to promote innovation 
Each clinical commissioning group must, in the exercise of its functions, promote innovation 

in the provision of health services (including innovation in the arrangements made for their 

provision). 

14Y Duty in respect of research 
Each clinical commissioning group must, in the exercise of its functions, promote -

(a) research on matters relevant to the health service, and 

(b) the use in the health service of evidence obtained from research. 

14Z Duty as to promoting education and training 
Each clinical commissioning group must, in exercising its functions, have regard to the need to pro

mote education and training for the persons mentioned in section lF(l) so as to assist the Secretary 

of State in the discharge of the duty under that section. 

14Zl Duty as to promoting integration 
(1) Each clinical commissioning group must exercise its functions with a view to securing that 

health services are provided in an integrated way where it considers that this would -

(a) improve the quality of those services (including the outcomes that are achieved from 

their provision), 

(b) reduce inequalities between persons with respect to their ability to access those 

services, or 

(c) reduce inequalities between persons with respect to the outcomes achieved for them by 

the provision of those services. 

(2) Each clinical commissioning group must exercise its functions with a view to securing that 

the provision of health services is integrated with the provision of health-related services or social 
care services where it considers that this would -

(a) improve the quality of the health services (including the outcomes that are achieved 

from the provision of those services), 

(b) reduce inequalities between persons with respect to their ability to access those 

services, or 

(c) reduce inequalities between persons with respect to the outcomes achieved for them by 

the provision of those services .  

Public involvement 

14Z2 Public involvement and consultation by clinical commissioning 
groups 

(1) This section applies in relation to any health services which are, or are to be, provided 
pursuant to arrangements made by a clinical commissioning group in the exercise of its functions 
('commissioning arrangements'). 

(2) The clinical commissioning group must make arrangements to secure that individuals to 

whom the services are being or may be provided are involved (whether by being consulted or pro

vided with information or in other ways) -
(a) in the planning of the commissioning arrangements by the group, 

(b) in the development and consideration of proposals by the group for changes in the com
missioning arrangements where the implementation of the proposals would have an 
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impact on the manner in which the services are delivered to the individuals or the range 
of health services available to them, and 

(c) in decisions of the group affecting the operation of the commissioning arrangements 

where the implementation of the decisions would (if made) have such an impact. 
(3) The clinical commissioning group must include in its constitution -

(a) a description of the arrangements made by it under subsection (2), and 

(b) a statement of the principles which it will follow in implementing those arrangements. 

(6) The reference in subsection (2) (b) to the delivery of services is a reference to their delivery 

at the point when they are received by users. 

14Z8 Guidance on commissioning by the Board 
(1) The Board must publish guidance for clinical commissioning groups on the discharge of 

their commissioning functions. 

(2) Each clinical commissioning group must have regard to guidance under this section. 
(3) The Board must consult the Healthwatch England committee of the Care Quality 

Commission -

(a) before it first publishes guidance under this section, and 

(b) before it publishes any revised guidance containing changes that are, in the opinion of 

the Board, significant. 

14Z10 Power of Board to provide assistance or support 
(1) The Board may provide assistance or support to a clinical commissioning group. 

(2) The assistance that may be provided includes -

(a) financial assistance, and 

(b) making the services of the Board's employees or any other resources of the Board avail

able to the clinical commissioning group. 

Commissioning plans and reports 

14Zll Commissioning plan 
(1) Before the start of each relevant period, a clinical commissioning group must prepare a 

plan setting out how it proposes to exercise its functions in that period. 
(4) The clinical commissioning group must publish the plan. 

(5) The clinical commissioning group must give a copy of the plan to the Board before the date 

specified by the Board in a direction. 

(6) The clinical commissioning group must give a copy of the plan to each relevant Health and 

Wellbeing Board. 

14Z14 Opinion of Health and Wellbeing Boards on commissioning plans 
(1) A relevant Health and Wellbeing Board -

(a) may give the Board its opinion on whether a plan published by a clinical commissioning 

group under section 14211(4) or 14212(2) takes proper account of each joint health and 
wellbeing strategy published by the Health and Wellbeing Board which relates to the 

period (or any part of the period) to which the plan relates, and 
(b) if it does so, must give the clinical commissioning group a copy of its opinion. 

(2) In this section, 'joint health and wellbeing strategy' has the same meaning as in section 14213. 

14Z15 Reports by clinical commissioning groups 
(1) In each financial year other than its first financial year, a clinical commissioning group 

must prepare a report (an 'annual report') on how it has discharged its functions in the previous 
financial year. 

14Z16 Performance assessment of clinical commissioning groups 
(1) The Board must conduct a performance assessment of each clinical commissioning group 

in respect of each financial year. 
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14Z21 Power to give directions, dissolve clinical commissioning groups etc. 
(1) This section applies if the Board is satisfied that -

(a) a clinical commissioning group is failing or has failed to discharge any of its functions, or 

(b) there is a significant risk that a clinical commissioning group will fail to do so. 

(2) The Board may direct the clinical commissioning group to discharge such of those func

tions, and in such manner and within such period or periods, as may be specified in the direction. 

(3) The Board may direct -

(a) the clinical commissioning group, or 

(b) the accountable officer of the group, 

to cease to perform any functions for such period or periods as may be specified in the direction. 

(4) The Board may -

(a) terminate the appointment of the clinical commissioning group's accountable officer, 

and 

(b) appoint another person to be its accountable officer. 

(6) The Board may vary the constitution of the clinical commissioning group, including doing 

so by-

(a) varying its area, 

(b) adding any person who is a provider of primary medical services to the list of 

members, or 

(c) removing any person from that list. 

(7) The Board may dissolve the clinical commissioning group. 

Chapter 3 NHS trusts 

25 NHS trusts 
(1) The Secretary of State may by order establish bodies, called National Health Service trusts 

('NHS trusts'), to provide goods and services for the purposes of the health service. 

(2) An order under subsection (1) is referred to in this Act as 'an NHS trust order'. 

26 General duty of NHS trusts 
An NHS trust must exercise its functions effectively, efficiently and economically. 

Chapter 4 Special Health Authorities 

28 Special Health Authorities 
(1) The Secretary of State may by order establish special bodies for the purpose of exercising 

any functions which may be conferred on them by or under this Act. 

(3) A body established under this section is called a Special Health Authority. 

Chapter 5 NHS foundation trusts 

Introductory 

30 NHS foundation trusts 
(1) An NHS foundation trust is a public benefit corporation the function of which is to pro

vide in accordance with this Chapter goods and services for the purposes of the health service in 

England. 

Authorisation 

33 Applications by NHS trusts 
(1) An NHS trust may make an application to the regulator for authorisation to become an 

NHS foundation trust, if the application is supported by the Secretary of State. 
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39 Register of NHS foundation trusts 
(1) The regulator must continue to maintain a register of NHS foundation trusts. 

Functions 

43 Provision of goods and services 
(1) The principal purpose of an NHS foundation trust is the provision of goods and services for 

the purposes of the health service in England. 

(2) An NHS foundation trust may provide goods and services for any purposes related to -

(a) the provision of services provided to individuals for or in connection with the preven

tion, diagnosis or treatment of illness, and 

(b) the promotion and protection of public health. 

(2A) An NHS foundation trust does not fulfil its principal purpose unless, in each financial year, 

its total income from the provision of goods and services for the purposes of the health service in 

England is greater than its total income from the provision of goods and services for any other purposes. 
(3) An NHS foundation trust may also carry on activities other than those mentioned in sub

section (2) for the purpose of making additional income available in order better to carry on its 

principal purpose. 

44 Power to charge for accommodation etc. 
(6) According to the nature of its functions, an NHS foundation trust may, in the case of 

patients being provided with goods and services for the purposes of the health service, make 

accommodation or further services available for patients who give undertakings (or for whom 

undertakings are given) to pay any charges imposed by the NHS foundation trust in respect of the 

accommodation or services. 

(7) An NHS foundation trust may exercise the power conferred by subsection (6) only to the 
extent that its exercise does not to any significant extent interfere with the performance by the 

NHS foundation trust of its functions. 

Miscellaneous 

63 General duty of NHS foundation trusts 
An NHS foundation trust must exercise its functions effectively, efficiently and economically. 

Chapter 6 Miscellaneous 

Intervention orders and default powers 

66 Intervention orders 
(1) This section applies to -

(a) NHS trusts, and 

(b) Special Health Authorities. 

(2) If the Secretary of State-

( a) considers that a body to which this section applies is not performing one or more of its 

functions adequately or at all, or that there are significant failings in the way the body 
is being run, and 

(b) is satisfied that it is appropriate for him to intervene under this section, 

he may make an order under this section in respect of the body (an 'intervention order'). 

Co-operation between NHS bodies 

72 Co-operation between NHS bodies 
(1) It is the duty of NHS bodies to co-operate with each other in exercising their functions. 

(2) For the purposes of this section, NICE is an NHS body. 
(3) For the purposes of this section, the Health and Social Care Information Centre is an 

NHS body. 



National Health Service Act 2006 219 

PART 4 MEDICAL SERVICE S  

Duty of the Board in relation to primary medical services 

83 Primary medical services 
(1) The Board must, to the extent that it considers necessary to meet all reasonable require

ments, exercise its powers so as to secure the provision of primary medical services throughout 

England. 

(2) The Board may (in addition to any other power conferred on it) make such arrangements 
for the provision of primary medical services as it considers appropriate; and it may, in particular, 

make contractual arrangements with any person. 

(2A) Arrangements made for the purposes of subsection (1) or (2) may include arrangements 

for the performance of a service outside England. 

(3) The Board must publish information about such matters as may be prescribed in relation 

to the primary medical services provided under this Act. 

(5) Regulations may provide that services of a prescribed description must, or must not, be 
regarded as primary medical services for the purposes of this Act. 

(6) Regulations under this section may in particular describe services by reference to the 

manner or circumstances in which they are provided. 

General medical services contracts 

84 General medical services contracts: introductory 
(1) The Board may enter into a contract under which primary medical services are provided in 

accordance with the following provisions of this Part. 

(2) A contract under this section is called in this Act a 'general medical services contract'. 

(3) A general medical services contract may make such provision as may be agreed between 
the Board and the contractor or contractors in relation to -

(a) the services to be provided under the contract, 

(b) remuneration under the contract, and 

(c) any other matters. 

(4) The services to be provided under a general medical services contract may include -

(a) services which are not primary medical services, 

(b) services to be provided outside England. 

(5) In this Part, 'contractor', in relation to a general medical services contract, means any 

person entering into the contract with the Primary Care Trust. 

85 Requirement to provide certain primary medical services 
(1) A general medical services contract must require the contractor or contractors to provide, 

for his or their patients, primary medical services of such descriptions as may be prescribed. 

(2) Regulations under subsection (1) may in particular describe services by reference to the 

manner or circumstances in which they are provided. 

86 Persons eligible to enter into GMS contracts 
(1) The Board may, subject to such conditions as may be prescribed, enter into a general med

ical services contract with -
(a) a medical practitioner, 
(b) two or more individuals practising in partnership where the conditions in subsection 

(2) are satisfied, or 
(c) a company limited by shares where the conditions in subsection (3) are satisfied. 

(2) The conditions referred to in subsection (l) (b) are that -
(a) at least one partner is a medical practitioner, and 

(b) any partner who is not a medical practitioner is either -

(i) an NHS employee, 
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(ii) a section 92 employee, section 107 employee, section 50 employee, section 64 em

ployee, section 17C employee or Article 15B employee, 

(iii) a health care professional who is engaged in the provision of services under this 

Act or the National Health Service (Wales) Act 2006 (c. 42), or 

(iv) an individual falling within section 93(1) (d). 

(3) The conditions referred to in subsection (1) (c) are that -
(a) at least one share in the company is both legally and beneficially owned by a medical 

practitioner, and 

(b) any share which is not so owned is both legally and beneficially owned by a person re

ferred to in subsection (2)(b). 

(4) Regulations may make provision as to the effect, in relation to a general medical services 

contract entered into by individuals practising in partnership, of a change in the membership of 

the partnership. 

(5) In this section -

'health care professional', 'NHS employee', 'section 92 employee', 'section 107 employee', 'section 

50 employee', 'section 64 employee', 'section 17C employee' and 'Article 15B employee' have the 

meaning given by section 93. 

87 GMS contracts: payments 
(1) The Secretary of State may give directions as to payments to be made under general med

ical services contracts. 

(2) A general medical services contract must require payments to be made under the contract 

in accordance with directions under this section. 

(3) Directions under subsection (1) may in particular -

(a) provide for payments to be made by reference to compliance with standards or the 

achievement of levels of performance, 

(b) provide for payments to be made by reference to -
(i) any scheme or scale specified in the direction, or 

(ii) a determination made by any person in accordance with factors specified in the 

direction, 

(c) provide for the making of payments in respect of individual practitioners, 

(d) provide that the whole or any part of a payment is subject to conditions (and may 

provide that payments are payable by the Board only if it is satisfied as to certain 

conditions), 
(e) make provision having effect from a date before the date of the direction, provided that, 

having regard to the direction as a whole, the provision is not detrimental to the per

sons to whose remuneration it relates. 

(4) Before giving a direction under subsection (1), the Secretary of State -

(a) must consult any body appearing to him to be representative of persons to whose remu

neration the direction would relate, and 

(b) may consult such other persons as he considers appropriate. 
(5) 'Payments' includes fees, allowances, reimbursements, loans and repayments. 

88 GMS contracts: prescription of drugs, etc. 
(1) A general medical services contract must contain provision requiring the contractor or 

contractors to comply with any directions given by the Secretary of State for the purposes of this 
section as to the drugs, medicines or other substances which may or may not be ordered for patients 

in the provision of medical services under the contract. 

89 GMS contracts: other required terms 
(1) A general medical services contract must contain such provision as may be prescribed (in 

addition to the provision required by the preceding provisions of this Part). 
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(1) Regulations may make provision for the resolution of disputes as to the terms of a proposed 

general medical services contract. 

Performance of primary medical services 

91 Persons performing primary medical services 
(1) Regulations may provide that a health care professional of a prescribed description may 

not perform any primary medical service for which the Board is responsible unless he is included 

in a list maintained under the regulations by the Board. 

(2) For the purposes of this section -

(a) 'health care professional' means a person who is a member of a profession regulated by 

a body mentioned in section 25(3) of the National Health Service Reform and Health 

Care Professions Act 2002, 

(b) the Board is responsible for a medical service if it provides the service, or secures its 

provision, by or under any enactment. 

Other arrangements for the provision of primary medical services 

92 Arrangements by the Board for the provision of primary 
medical services 

(1) The Board may make agreements, other than arrangements pursuant to section 83(2) or 

general medical services contracts, under which primary medical services are provided. 

94 Regulations about section 92 arrangements 
(1) The Secretary of State may make regulations about the provision of services in accordance 

with section 92 arrangements. 

(2) The regulations must include provision for participants other than the Board to withdraw 

from section 92 arrangements if they wish to do so. 

Local Medical Committees 

97 Local Medical Committees 
(1) The Board may recognise a committee formed for an area which it is satisfied is 

representative of-

(a) the persons to whom subsection (2) applies, and 

(b) the persons to whom subsection (3) applies. 

(2) This subsection applies to -

(a) each medical practitioner who, under a general medical services contract entered into 

by him, is providing primary medical services in the area for which the committee is 

formed, and 

(b) each medical practitioner who, under a general ophthalmic services contract entered 

into by him, is providing primary ophthalmic services in that area. 

(3) This subsection applies to each other medical practitioner -

(a) who is performing primary medical services or primary ophthalmic services in the area 

for which the committee is formed -

(ii) in accordance with section 92 arrangements, or 
(iii) under a general medical services contract or a general ophthalmic services 

contract, and 
(b) who has notified the Board that he wishes to be represented by the committee (and has 

not notified it that he wishes to cease to be so represented) . 
(4) A committee recognised under this section is called the Local Medical Committee for the 

area for which it is formed. 
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PART 9 CHARGING 

Power to charge generally 

172 Charges for drugs, medicines or appliances, or pharmaceutical services 
(1) Regulations may provide for the making and recovery in such manner as may be prescribed 

of such charges as may be prescribed in respect of-

(a) the supply under this Act (otherwise than under Chapter 1 of Part 7) of drugs, medi
cines or appliances (including the replacement and repair of those appliances), and 

(b) such of the pharmaceutical services referred to in that Chapter as may be prescribed. 

(2) Regulations under this section may in particular make provision in relation to the supply 
of contraceptive substances and appliances under paragraph 8 of Schedule 1 .  

173 Exemptions from general charging 
(1) No charge may be made under regulations under section 172(1) in respect of-

(a) the supply of any drug, medicine or appliance for a patient who is resident in hospital, 

(b) the supply of any drug or medicine for the treatment of sexually transmitted disease 

(otherwise than in the provision of primary medical services or in accordance with a 

pilot scheme established under section 134(1) of this Act or an LPS scheme), 
(c) the supply of any appliance (otherwise than in pursuance of paragraph S (d) of Schedule 

1) for a person who is under 16 years of age or is under 19 years of age and receiving 

qualifying full-time education, or 

(d) the replacement or repair of any appliance in consequence of a defect in the appliance 

as supplied. 

PART 1 2  PUBLIC INVOLVEMENT AND S C RUTINY 

Chapter 2 Public involvement and consultation 

242 Public involvement and consultation 
(1) This section applies to -

(a) relevant English bodies, and 

(b) relevant Welsh bodies. 

(lA) In this section -

'relevant English body' means -

(c) an NHS trust that is not a relevant Welsh body, or 
(d) an NHS foundation trust; 

'relevant Welsh body' means an NHS trust all or most of whose hospitals, establishments and 
facilities are in Wales. 

(lB) Each relevant English body must make arrangements, as respects health services for 

which it is responsible, which secure that users of those services, whether directly or through rep

resentatives, are involved (whether by being consulted or provided with information, or in other 
ways) in -

(a) the planning of the provision of those services, 

(b) the development and consideration of proposals for changes in the way those services 
are provided, and 

(c) decisions to be made by that body affecting the operation of those services. 
(lC) Subsection (lB) (b) applies to a proposal only if implementation of the proposal would 

have an impact on -

(a) the manner in which the services are delivered to users of those services, or 
(b) the range of health services available to those users. 
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(lD) Subsection (lB) (c) applies to a decision only if implementation of the decision (if made) 

would have an impact on -

(a) the manner in which the services are delivered to users of those services, or 
(b) the range of health services available to those users. 

(lE) The reference in each of subsections (lC)(a) and (lD)(a) to the delivery of services is to 

their delivery at the point when they are received by users. 
(lF) For the purposes of subsections (lB) to (lE), 

(a) 'health services' does not include pharmaceutical services or local pharmaceutical 

services, and 

(b) a person is a 'user' of any health services if the person is someone to whom those ser

vices are being or may be provided. 
(lG) A relevant English body must have regard to any guidance given by the Secretary of State 

as to the discharge of the body's duty under subsection (lB) .  

(lH) The guidance mentioned in subsection (lG) includes (in particular) -

(a) guidance given by the Secretary of State as to when, or how often, involvement under 

arrangements under subsection (lB) is to be carried out; 

(b) guidance given by the Secretary of State as to the form to be taken by such involvement 

in any case specified by the guidance. 

(2) Each relevant Welsh body must make arrangements with a view to securing, as respects 

health services for which it is responsible, that persons to whom those services are being or may be 

provided are, directly or through representatives, involved in and consulted on -

(a) the planning of the provision of those services, 
(b) the development and consideration of proposals for changes in the way those services 

are provided, and 

(c) decisions to be made by that body affecting the operation of those services. 

(3) For the purposes of this section a body is responsible for health services -

(a) if the body provides or will provide those services to individuals, or 

(b) if another person provides, or will provide, those services to individuals -

(i) at that body's direction, 

(ii) on its behalf, or 
(iii) in accordance with an agreement or arrangements made by that body with that 

other person, 

and references in this section to the provision of services include references to the provision of ser

vices jointly with another person. 

PART 13 MIS CELLANEOUS 

Duty to keep under review 

24 7C Secretary of State's duty to keep health service functions 
under review 

(1) The Secretary of State must keep under review the effectiveness of the exercise by the bod

ies mentioned in subsection (2) of functions in relation to the health service in England. 

(2) The bodies mentioned in this subsection are -
(a) the Board; 
(b) Monitor; 

(c) the Care Quality Commission and its Healthwatch England committee; 

(d) the National Institute for Health and Care Excellence; 
(e) the Health and Social Care Information Centre; 

(f) Special Health Authorities. 
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Annual report 

247D Secretary of State's annual report 
(1) The Secretary of State must publish an annual report on the performance of the health 

service in England. 

(2) The report must include the Secretary of State's assessment of the effectiveness of the dis

charge of the duties under sections lA and lC. 

(3) The Secretary of State must lay any report prepared under this section before Parliament. 

Patient information 

251 Control of patient information 
(1) The Secretary of State may by regulations make such provision for and in connection with 

requiring or regulating the processing of prescribed patient information for medical purposes as 

he considers necessary or expedient -
(a) in the interests of improving patient care, or 

(b) in the public interest. 

(2) Regulations under subsection (1) may, in particular, make provision -

(a) for requiring prescribed communications of any nature which contain patient informa

tion to be disclosed by health service bodies or relevant social care bodies in prescribed 

circumstances -

(i) to the person to whom the information relates, 

(ii) (where it relates to more than one person) to the person to whom it principally 

relates, or 

(iii) to a prescribed person on behalfof any such person as is mentioned in sub-paragraph 

(i) or (ii), in such manner as may be prescribed, 

(b) for requiring or authorising the disclosure or other processing of prescribed patient 

information to or by persons of any prescribed description subject to compliance with 

any prescribed conditions (including conditions requiring prescribed undertakings to 

be obtained from such persons as to the processing of such information), 
(c) for securing that, where prescribed patient information is processed by a person in 

accordance with the regulations, anything done by him in so processing the informa

tion must be taken to be lawfully done despite any obligation of confidence owed by him 

in respect of it, 
(d) for creating offences punishable on summary conviction by a fine not exceeding level 

5 on the standard scale or such other level as is prescribed or for creating other proce

dures for enforcing any provisions of the regulations. 

(3) Subsections (1) and (2) are subject to subsections (4) to (7). 

(6) Regulations under subsection (1) may not make provision for requiring the processing of 

confidential patient information solely or principally for the purpose of determining the care and 
treatment to be given to particular individuals. 

(7) Regulations under this section may not make provision for or in connection with the pro

cessing of prescribed patient information in a manner inconsistent with any provision of the data 
protection legislation. 

(8) Subsection (7) does not affect the operation of provisions made under subsection (2)(c) . 

(10) In this section 'patient information' means -
(a) information (however recorded) which relates to the physical or mental health or 

condition of an individual, to the diagnosis of his condition or to his care or treatment, 
and 

(b) information (however recorded) which is to any extent derived, directly or indirectly, 
from such information, whether or not the identity of the individual in question is as
certainable from the information. 
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(11) For the purposes of this section, patient information is 'confidential patient information' 

where -

(a) the identity of the individual in question is ascertainable -

(i) from that information, or 
(ii) from that information and other information which is in the possession of, or 

is likely to come into the possession of, the person processing that information, 

and 

(b) that information was obtained or generated by a person who, in the circumstances, 

owed an obligation of confidence to that individual. 

(12) In this section 'medical purposes' means the purposes of any of-

(a) preventative medicine, medical diagnosis, medical research, the provision of care and 

treatment and the management of health and social care services, and 

(b) informing individuals about their physical or mental health or condition, the diagnosis 

of their condition or their care and treatment. 

(13) In this section -

'health service body' means any body (including a government department) or person engaged 

in the provision of the health service that is prescribed, or of a description prescribed, for the pur
poses of this definition, 

'processing', in relation to information, means the use, disclosure or obtaining of the informa

tion or the doing of such other things in relation to it as may be prescribed for the purposes of this 

definition. 

Universities 

258 University clinical teaching and research 
(1) The functions under this Act of the Secretary of State, the Board and each clinical com

missioning group must be exercised so as to secure that there are made available such facilities 

as he considers are reasonably required by any university which has a medical or dental school, in 

connection with -

(a) clinical teaching, and 

(b) research connected with clinical medicine or clinical dentistry. 

Price of medical supplies 

262 Power to control prices 
(1) The Secretary of State may, after consultation with the industry body -

(a) limit any price which may be charged by any manufacturer or supplier for the supply of 
any health service medicine, and 

(b) provide for any amount representing sums charged by that person for that medicine in 

excess of the limit to be paid to the Secretary of State within a specified period. 
(2) The powers conferred by this section are not exercisable at any time in relation to a manu

facturer or supplier to whom at that time a voluntary scheme applies. 

263 Statutory schemes 
(1) The Secretary of State may, after consultation with the industry body and any other person 

the Secretary of State thinks appropriate, make a scheme (referred to in this section and section 
264 as a statutory scheme) for one or more of the following purposes -

(a) limiting the prices which may be charged by any manufacturer or supplier for the sup

ply of any health service medicines, 

(b) limiting the profits which may accrue to any manufacturer or supplier in connection 
with the manufacture or supply of any health service medicines 

(c) providing for any manufacturer or supplier of any health service medicines to pay to the 
Secretary of State an amount calculated by reference to sales or estimated sales of those 
medicines (whether on the basis of net prices, average selling prices or otherwise) . 
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(lA) Consultation about the proposed exercise of a power under subsection (1) must include 

consultation about the following-

(a) the economic consequences for the life sciences industry in the United Kingdom; 

(b) the consequences for the economy of the United Kingdom; 
(c) the consequences for patients to whom any health service medicines are to be supplied 

and for other health service patients. 

(2) A statutory scheme may, in particular, make any provision mentioned in subsections (4) to (6). 

( 4) The scheme may provide for any amount representing sums charged by any manufacturer 

or supplier to whom the scheme applies, in excess of the limits determined under the scheme, for 

health service medicines covered by the scheme to be paid by that person to the Secretary of State 

within a specified period. 

(5) The scheme may provide for any amount representing the profits, in excess of the lim

its determined under the scheme, accruing to any manufacturer or supplier to whom the scheme 

applies in connection with the manufacture or supply of health service medicines covered by the 

scheme to be paid by that person to the Secretary of State within a specified period. 

(SA) The scheme may provide for any amount payable in accordance with the scheme by any 

manufacturer or supplier to whom the scheme applies to be paid to the Secretary of State within a 

specified period. 

(6) The scheme may -

(a) prohibit any manufacturer or supplier to whom the scheme applies from increasing, 
without the approval of the Secretary of State, any price charged by him for the supply 

of any health service medicine covered by the scheme, and 

(b) provide for any amount representing any increase in contravention of that prohibition in 

the sums charged by that person for that medicine, so far as the increase is attributable to 
supplies to the health service, to be paid to the Secretary of State within a specified period. 

265 Enforcement 
(1) Regulations may provide for a person who contravenes any provision of orders, regula

tions or directions under sections 260 to 264A to be liable to pay a penalty to the Secretary of State. 

(2) The penalty may be -

(a) a single penalty not exceeding £100,000, or 

(b) a daily penalty not exceeding £10,000 for every day on which the contravention occurs 

or continues. 

Use of facilities in private practice 

267 Permission for use of facilities in private practice 
(1) A person to whom this section applies who wishes to use any relevant health service accom

modation or facilities for the purpose of providing medical, dental, pharmaceutical, ophthalmic or 

chiropody services to non-resident private patients may apply in writing to the Secretary of State 

for permission under this section. 

(2) Any application for permission under this section must specify -

(a) which of the relevant health service accommodation or facilities the applicant wishes to 
use for the purpose of providing services to such patients, and 

(b) which of the kinds of services mentioned in subsection (1) he wishes the permission 

to cover. 

(3) On receiving an application under this section the Secretary of State -

(a) must consider whether anything for which permission is sought would interfere with 

the giving of full and proper attention to persons seeking or afforded access otherwise 
than as private patients to any services provided under this Act, and 

(b) must grant the permission applied for unless in his opinion anything for which permis
sion is sought would so interfere. 

(4) Any grant of permission under this section is on such terms (including terms as to the pay
ment of charges for the use of the relevant health service accommodation or facilities pursuant to 
the permission) as the Secretary of State may from time to time determine. 
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(a) medical practitioners, registered pharmacists or other persons who provide pharma

ceutical services under Chapter 1 of Part 7, 

(b) chiropodists who provide services under this Act at premises where services are pro

vided under that Chapter, 

(c) persons providing primary medical services, primary dental services or primary oph

thalmic services under a general medical services contract, a general dental services 
contract or a general ophthalmic services contract, or in accordance with section 92 

arrangements or section 107 arrangements. 
(6) 'Relevant health service accommodation or facilities', in relation to a person to whom this 

section applies, means -

(a) any accommodation or facilities available at premises provided by the Secretary of State 

by virtue of this Act, being accommodation or facilities which that person is authorised 

to use for purposes of this Act, or 

(b) in the case of a person to whom this section applies by virtue of subsection (S) (b), ac

commodation or facilities which that person is authorised to use for purposes of this Act 

at premises where services are provided under Chapter 1 of Part 7. 

PART 14 SUPPLEMENTARY 

275 Interpretation 
(1) In this Act (except where the context otherwise requires) -

'the Board' means the National Health Service Commissioning Board, 
'clinical commissioning group' means a body established under section 14D of this Act, 

'facilities' includes the provision of (or the use of) premises, goods, materials, vehicles, plant or 

apparatus, 
'the FHSAA' means the Family Health Services Appeal Authority, 

'functions' includes powers and duties, 

'goods' include accommodation, 

'the health service' means the health service continued under section 1(1) and under section 1(1) 

of the National Health Service (Wales) Act 2006, 

'health service hospital' means a hospital vested in the Secretary of State for the purposes of his 

functions under this Act or vested in an NHS trust or an NHS foundation trust, 

'hospital' means -
(a) any institution for the reception and treatment of persons suffering from illness, 

(b) any maternity home, and 
(c) any institution for the reception and treatment of persons during convalescence or per

sons requiring medical rehabilitation, and includes clinics, dispensaries and outpatient 

departments maintained in connection with any such home or institution, and 'hospital 

accommodation' must be construed accordingly, 

'illness' includes any disorder or disability of the mind and any injury or disability requiring 

medical or dental treatment or nursing, 

'Local Health Board' means a body established under section 11 of the National Health Service 
(Wales) Act 2006 (c. 42), 

'medical' includes surgical, 

'medical practitioner' means a registered medical practitioner within the meaning of Schedule 1 
to the Interpretation Act 1978 (c. 30), 

'medicine' includes such chemical re-agents as are included in a list approved by the Secretary of 

State for the purposes of section 126, 
'modifications' includes additions, omissions and amendments, 

'NHS body' means -
(a) the Board, 
(b) a clinical commissioning group, 
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(c) a Special Health Authority, 

(d) an NHS trust, 
(e) an NHS foundation trust. 

'NICE' means the National Institute for Health and Care Excellence, 

'officer' includes servant, 

'patient' includes a woman who is pregnant or breast-feeding or who has recently given birth, 

'prescribed' means prescribed by regulations made by the Secretary of State, 

'property' includes rights, 

'regulations' means regulations made by the Secretary of State, 
'the regulator' means Monitor, 

'university' includes a university college, 

'voluntary organisation' means a body the activities of which are carried on otherwise than for 

profit, but does not include any public or local authority. 

(2) In this Act (except where the context otherwise requires) any reference to a body estab

lished under this Act or the National Health Service (Wales) Act 2006 includes a reference to a 
body continued in existence by virtue of this Act or that Act. 

278 Short title, extent and application 
(2) Subject to this section, this Act extends to England and Wales only. 

(3) Sections 260 to 266 in Part 13 (price of medical supplies) and this Part to the extent that it 

applies to those sections extend also to Scotland and Northern Ireland. 

NHS Redress Act 2006 

(2006, c. 44) 

England 9 Assistance for individuals seeking redress 
1 Power to establish redress scheme under scheme 
2 Application of scheme 10 Scheme members 
3 Redress under scheme 11  Scheme authority 
4 Commencement of proceedings under scheme 12 General duty to promote resolution 
5 Duty to consider potential application under scheme 

of scheme 13 Duties of co-operation 
6 Proceedings under scheme 14 Complaints 

7 Suspension of limitation period Supplementary 
8 Legal advice etc. 18 Interpretation 

England 

1 Power to establish redress scheme 
(1) The Secretary of State may by regulations establish a scheme for the purpose of enabling 

redress to be provided without recourse to civil proceedings in circumstances in which this section 
applies. 

(2) This section applies where under the law of England and Wales qualifying liability in tort 
on the part of a body or other person mentioned in subsection (3) arises in connection with the pro

vision, as part of the health service in England, of qualifying services. 

(3) The bodies and other persons referred to are -

(a) the Secretary of State, 

(aa) the National Health Service Commissioning Board, 
(ab) a clinical commissioning group, 
(d) a body or other person providing, or arranging for the provision of, services whose 

provision is the subject of arrangements with a body or other person mentioned in 
paragraph (a), (aa) or (ab). 
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(4) The reference in subsection (2) to qualifying liability in tort is to liability in tort owed 

(a) in respect of or consequent upon personal injury or loss arising out of or in connection 

with breach of a duty of care owed to any person in connection with the diagnosis of 

illness, or the care or treatment of any patient, and 

(b) in consequence of any act or omission by a health care professional. 

(5) For the purposes of subsection (2), services are qualifying services if

(a) they are provided in a hospital (in England or elsewhere), or 

(b) they are of such other description (including a description involving provision outside 

England) as the Secretary of State may specify by regulations. 

(11) In this section, 'hospital' has the same meaning as in the National Health Service Act 2006. 

2 Application of scheme 
(1) Subject to subsection (2), a scheme may make such provision defining its application as the 

Secretary of State thinks fit. 

(2) A scheme must provide that it does not apply in relation to a liability that is or has been the 

subject of civil proceedings. 

3 Redress under scheme 
(1) Subject to subsections (2) and (5), a scheme may make such provision as the Secretary of 

State thinks fit about redress under the scheme. 

(2) A scheme must provide for redress ordinarily to comprise -
(a) the making of an offer of compensation in satisfaction of any right to bring civil pro-

ceedings in respect of the liability concerned, 

(b) the giving of an explanation, 

(c) the giving of an apology, and 

(d) the giving of a report on the action which has been, or will be, taken to prevent similar 

cases arising, but may specify circumstances in which one or more of those forms of re

dress is not required. 

(3) A scheme may, in particular -

(a) make provision for the compensation that may be offered to take the form of entry into 
a contract to provide care or treatment or of financial compensation, or both; 

(b) make provision about the circumstances in which different forms of compensation may 
be offered. 

( 4) A scheme that provides for financial compensation to be offered may, in particular -

(a) make provision about the matters in respect of which financial compensation may be 

offered; 

(b) make provision with respect to the assessment of the amount of any financial 
compensation. 

(5) A scheme that provides for financial compensation to be offered -

(a) may specify an upper limit on the amount of financial compensation that may be 

included in an offer under the scheme; 

(b) if it does not specify a limit under paragraph (a), must specify an upper limit on the 
amount of financial compensation that may be included in such an offer in respect of 

pain and suffering; 
(c) may not specify any other limit on what may be included in such an offer by way of fi

nancial compensation. 

4 Commencement of proceedings under scheme 
(1) A scheme may make such provision as the Secretary of State thinks fit about the com

mencement of proceedings under the scheme. 

(3) A scheme may, in particular, make provision -

(a) about who may commence proceedings under the scheme; 
(b) about how proceedings under the scheme may be commenced; 

(c) for time limits in relation to the commencement of proceedings under the scheme; 



230 N H S  Redress Act 2006 

(d) about circumstances in which proceedings under the scheme may not be commenced; 
(e) requiring proceedings under the scheme to be commenced in specified circumstances; 

(f) for notification of the commencement of proceedings under the scheme in specified 

circumstances. 

5 Duty to consider potential application of scheme 
(1) The Secretary of State may by regulations make provision requiring any body or other 

person mentioned in subsection (2) -

(a) to consider, in such circumstances as the regulations may provide, whether a case 

that the body or other person is investigating or reviewing involves liability to which a 

scheme applies, and 

(b) if it appears that it does, to take such steps as the regulations may provide. 

(2) The bodies and other persons referred to are -

(a) any body or other person to whose liability a scheme applies, and 

(b) the Care Quality Commission. 

6 Proceedings under scheme 
(1) Subject to subsections (3) to (6), a scheme may make such provision as the Secretary of 

State thinks fit about proceedings under the scheme. 
(2) A scheme may, in particular, make provision -

(a) about the investigation of cases under the scheme (including provision for the over-

seeing of the investigation by an individual of a specified description); 

(b) about the making of decisions about the application of the scheme; 

(c) for time limits in relation to acceptance of an offer of compensation under the scheme; 

(d) about the form and content of settlement agreements under the scheme; 

(e) for settlement agreements under the scheme to be subject in cases of a specified descrip

tion to approval by a court; 

(f) about the termination of proceedings under the scheme. 

(3) A scheme must -
(a) make provision for the findings of an investigation of a case under the scheme to be 

recorded in a report, and 

(b) subject to subsection (4), make provision for a copy of the report to be provided on re

quest to the individual seeking redress. 

( 4) A scheme may provide that no copy of an investigation report need be provided -
(a) before an offer is made under the scheme or proceedings under the scheme are 

terminated, or 

(b) in such other circumstances as may be specified. 

(5) A scheme must provide for a settlement agreement under the scheme to include a waiver of 

the right to bring civil proceedings in respect of the liability to which the settlement relates. 

(6) A scheme must provide for the termination of proceedings under the scheme if the liability 

to which the proceedings relate becomes the subject of civil proceedings. 

7 Suspension of limitation period 
(1) A scheme must make provision for the period during which a liability is the subject of pro

ceedings under the scheme to be disregarded for the purposes of calculating whether any relevant 
limitation period has expired. 

(2) In subsection (1), the reference to any relevant limitation period is to any period of time 
for the bringing of civil proceedings in respect of the liability which is prescribed by or under the 

Limitation Act 1980 or any other enactment. 
(3) A scheme may define for the purposes of provision in pursuance of subsection (1) when 

liability is the subject of proceedings under the scheme. 
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(1) Subject to subsections (2) and (4), a scheme may make such provision as the Secretary of 

State thinks fit -

(a) for the provision of legal advice without charge to individuals seeking redress under the 

scheme; 
(b) for the provision in connection with proceedings under the scheme of other services, 

including the services of medical experts. 

(2) A scheme must make such provision as the Secretary of State considers appropriate in 

order to secure that individuals to whom an offer under the scheme is made have access to legal 

advice without charge in relation to -

(a) the offer, and 

(b) any settlement agreement. 

(3) Provision under subsection (l) (a) or (2) about who may provide the legal advice may 

operate by reference to whether a potential provider is included in a list prepared by a specified 

person. 

(4) A scheme that makes provision for the provision of the services of medical experts must 

provide for such experts to be instructed jointly by the scheme authority and the individual seeking 

redress under the scheme. 

9 Assistance for individuals seeking redress under scheme 
(1) It is the duty of the Secretary of State to arrange, to such extent as he considers necessary 

to meet all reasonable requirements, for the provision of assistance (by way of representation or 

otherwise) to individuals seeking, or intending to seek, redress under a scheme. 

(2) The Secretary of State may make such other arrangements as he thinks fit for the provision 
of assistance to individuals in connection with cases which are the subject of proceedings under a 

scheme. 

(3) The Secretary of State may make payments to any person in pursuance of arrangements 

under this section. 

(4) In making arrangements under this section, the Secretary of State must have regard to the 

principle that the provision of services under the arrangements in connection with a particular 

case should, so far as practicable, be independent of any person to whose conduct the case relates 

or who is involved in dealing with the case. 

10 Scheme members 
(1) Subject to subsection (3), a scheme may make such provision as the Secretary of State 

thinks fit -

(a) about membership of the scheme on the part of any body or other person to whose li

ability the scheme applies, and 

(b) about the functions of members in connection with the scheme. 

(2) A scheme may, in particular -

(a) require or permit a specified body or other person to be a member of the scheme; 

(b) require a member of the scheme to carry out specified functions in relation to specified 

proceedings under the scheme; 

(c) authorise members of the scheme to make arrangements under which functions under 
the scheme are carried out by one member on behalf of another; 

(d) require members of the scheme to have regard, in relation to the carrying out of func
tions under the scheme, to any relevant advice or other guidance issued by the scheme 

authority; 

(e) require, or enable the scheme authority to require, members of the scheme to keep spe
cified records in relation to the carrying out of functions under the scheme; 

(f) require, or enable the scheme authority to require, members of the scheme to provide 
the authority with information or documents relevant to its functions; 
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(g) require members of the scheme to make payments in accordance with the scheme by 
way of contribution to specified costs of its operation; 

(h) require a member of the scheme to charge an individual of a specified description with 

responsibility for overseeing the carrying out of specified functions conferred on the 

member under this Act; 

(i) require a member of the scheme to charge an individual of a specified description with 

responsibility for advising the member about lessons to be learnt from cases involving 

the member that are dealt with under the scheme. 

(3) A scheme must require a member of the scheme to prepare and publish an annual report 

about cases involving the member that are dealt with under the scheme and the lessons to be learnt 
from them. 

(4) The provision that may be made under this section includes provision which has the 
effect that a member of a scheme who has arranged for the provision of services has functions 

under the scheme which relate to someone else's liability in connection with the provision of the 

services. 

11 Scheme authority 
(1) A scheme must make provision for a specified Special Health Authority (in this Act referred 

to as 'the scheme authority') to have such functions in connection with the scheme as the Secretary 

of State thinks fit. 

(2) A scheme may, in particular, provide for the scheme authority to have functions in 

relation to -

(a) proceedings under the scheme; 

(b) payments under settlement agreements under the scheme; 

(c) the provision in connection with the scheme of advice or other guidance about specified 

matters; 

(d) the provision in connection with the scheme of legal advice without charge; 

(e) the assessment and payment of contributions by members of the scheme; 

(f) the monitoring of the carrying out by members of the scheme of their functions under it; 
(g) the provision to the Independent Regulator of Foundation Trusts of reports with respect 

to failure by NHS foundation trusts to carry out functions under the scheme; 

(h) the publication of annual data about the scheme. 

12 General duty to promote resolution under scheme 
A scheme must include provision requiring the scheme authority and the members of the scheme, 

in carrying out their functions under the scheme, to have regard in particular to the desirability of 

redress being provided without recourse to civil proceedings. 

13 Duties of co-operation 
(1) The scheme authority under a scheme and the Care Quality Commission must co-operate 

with each other where it appears to them that it is appropriate to do so for the efficient and effective 

discharge of their respective functions. 

(2) The scheme authority under a scheme and the National Patient Safety Agency must co
operate with each other where it appears to them that it is appropriate to do so for the efficient and 

effective discharge of their respective functions. 

14 Complaints 
(1) The Secretary of State may by regulations make provision about the handling and consid

eration of complaints made under the regulations about maladministration by any body or other 
person -

(a) in the exercise of functions under a scheme, 
(b) in the exercise of other functions relating to proceedings under a scheme, or 
(c) in connection with a settlement agreement entered into under a scheme. 
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(2) Regulations under subsection (1) must provide for complaints to be considered by

(a) the scheme authority, or 
(b) a member of the scheme. 

(3) Without prejudice to the generality of subsection (1), regulations under that subsection 

may make the following provision. 
(4) The regulations may make provision about 

(a) the persons who may make a complaint; 

(b) the complaints which may, or may not, be made under the regulations; 

(c) the persons to whom complaints may be made; 

(d) complaints which need not be considered; 

(e) the period within which complaints must be made; 

(f) the procedures to be followed in making, handling and considering a complaint; 

(g) matters which are excluded from consideration; 

(h) the making of a report or recommendations about a complaint; 

(i) the action to be taken as a result of a complaint. 

(S) The regulations may impose on the scheme authority, or a member of the scheme, obliga

tions with respect to producing, or making available to the public, information about the proce

dures to be followed under the regulations. 

(6) The regulations may also -

(a) provide for different parts or aspects of a complaint to be treated differently; 

(b) require the production of information or documents in order to enable a complaint to be 

properly considered; 
(c) authorise the disclosure of information or documents relevant to a complaint to a 

person who is considering a complaint under the regulations, notwithstanding any rule 

of common law that would otherwise prohibit or restrict the disclosure. 
(7) The regulations may make provision about complaints which raise both matters falling 

to be considered under the regulations and matters falling to be considered under other statutory 

complaints procedures, including in particular provision for enabling such a complaint to be made 

under the regulations. 

(8) The regulations may, in relation to complaints in connection with a scheme which are 

made or purport to be made under the regulations, make provision for securing -

(a) that any matters raised in such complaints which fall to be considered under other 

statutory complaints procedures are referred to the body or other person operating the 

appropriate procedures; 
(b) that any such matters are treated as if they had been raised in a complaint made under 

the appropriate procedures. 

(9) In subsections (7) and (8), 'statutory complaints procedures' means complaints proce

dures established by or under any enactment. 

Supplementary 

18 Interpretation 
(1) In this Act -

'health service' has the same meaning as in the National Health Service Act 2006; 
'illness' has the same meaning as in the National Health Service Act 2006; 
'patient' has the same meaning as in the National Health Service Act 2006; 

'personal injury' includes any disease and any impairment of a person's physical or mental 

health; 
'scheme', except in section 1, means a scheme established under that section . . .  
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PART 1 THE CARE QUALITY COMMIS SION 

Chapter 1 Introductory 

1 The Care Quality Commission 
(1) There is to be a body corporate known as the Care Quality Commission (referred to in this 

Part as 'the Commission'). 

(2) The Commission for Healthcare Audit and Inspection, the Commission for Social Care 

Inspection and the Mental Health Act Commission are dissolved. 

2 The Commission's functions 
(2) Those functions include -

(a) registration functions under Chapter 2, 

(b) review and investigation functions under Chapter 3, and 

(c) functions under the Mental Health Act 1983 (c. 20). 

3 The Commission's objectives 
(1) The main objective of the Commission in performing its functions is to protect and pro

mote the health, safety and welfare of people who use health and social care services .  
(2) The Commission is to  perform its functions for the general purpose of  encouraging -

(a) the improvement of health and social care services, 

(b) the provision of health and social care services in a way that focuses on the needs and 

experiences of people who use those services, and 
(c) the efficient and effective use of resources in the provision of health and social care 

services. 
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4 Matters to which the Commission must have regard 
(1) In performing its functions the Commission must have regard to -

(a) views expressed by or on behalf of members of the public about health and social care 

services, 

(b) experiences of people who use health and social care services and their families and 

friends, 

(c) views expressed by Local Healthwatch organisations or Local Healthwatch Contractors 

about the provision of health and social care services, 

(d) the need to protect and promote the rights of people who use health and social care 
services (including, in particular, the rights of children, of persons detained under the 

Mental Health Act 1983, of persons who are deprived of their liberty in accordance with 

the Mental Capacity Act 2005, and of other vulnerable adults), 

(e) the need to ensure that action by the Commission in relation to health and social care 

services is proportionate to the risks against which it would afford safeguards and is 

targeted only where it is needed, 

(f) any developments in approaches to regulatory action, and 

(g) best practice among persons performing functions comparable to those of the 

Commission (including the principles under which regulatory action should be trans

parent, accountable and consistent) . 

(3) In subsection (l) (c), 'Local Healthwatch contractor' has the meaning given by section 223 

of the Local Government and Public Involvement in Health Act 2007. 

5 Statement on user involvement 
(1) The Commission must publish a statement describing how it proposes to -

(a) promote awareness among service users and carers of its functions, 

(b) promote and engage in discussion with service users and carers about the provision of 
health and social care services and about the way in which the Commission exercises its 

functions, 

(c) ensure that proper regard is had to the views expressed by service users and carers, 

and 

(d) arrange for any of its functions to be exercised by, or with the assistance of, service 

users and carers. 

Chapter 2 Registration in respect of 
provision of health or social care 

Introductory 

8 'Regulated activity' 
(1) In this Part 'regulated activity' means an activity of a prescribed kind. 

(2) An activity may be prescribed for the purposes of subsection (1) only if-

(a) the activity involves, or is connected with, the provision of health or social care in, or in 

relation to, England, and 

(b) the activity does not involve the carrying on of any establishment or agency, within 
the meaning of the Care Standards Act 2000, for which Her Majesty's Chief Inspector 
of Education, Children's Services and Skills is the registration authority under 
that Act. 

(3) For the purposes of subsection (2), activities connected with the provision of health or 
social care include, in particular -

(a) the supply of staff who are to provide such care; 

(b) the provision of transport or accommodation for those who require such care; 
(c) the provision of advice in respect of such care. 
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9 'Health or social care' 
(1) This section has effect for the interpretation of this Part. 

(2) 'Health care' includes all forms of health care provided for individuals, whether relating 

to physical or mental health, and also includes procedures that are similar to forms of medical or 

surgical care but are not provided in connection with a medical condition. 

(3) 'Social care' includes all forms of personal care and other practical assistance provided 

for individuals who by reason of age, illness, disability, pregnancy, childbirth, dependence 

on alcohol or drugs, or any other similar circumstances, are in need of such care or other 

assistance. 

(4) 'Health or social care' means health care or social care. 

Registration of persons carrying on regulated activities 

10 Requirement to register as a service provider 
(1) Any person who carries on a regulated activity without being registered under this Chapter 

in respect of the carrying on of that activity is guilty of an offence. 

(3) In the following provisions of this Part, the registration of a person under this Chapter in 

respect of the carrying on of a regulated activity by that person is referred to as registration 'as a 

service provider' in respect of that activity. 

(4) A person guilty of an offence under this section is liable -

(a) on summary conviction, to a fine, or to imprisonment for a term not exceeding 

12 months, or to both; 

(b) on conviction on indictment, to a fine, or to imprisonment for a term not exceeding 

12 months, or to both. 
(5) In relation to an offence committed before the commencement of section 154(1) of the 

Criminal Justice Act 2003 (c. 44), the reference in subsection (4) (a) to 12 months is to be read as a 

reference to 6 months. 

11 Applications for registration as a service provider 
(1) A person seeking to be registered under this Chapter as a service provider must make an 

application to the Commission. 

Information to be available to public 

38 Provision of copies of registers 
(1) Subject to subsection (3), the Commission must secure that copies of any register kept for 

the purposes of this Chapter are available at its offices for inspection at all reasonable times by any 

person. 
(2) Subject to subsections (3) and (4), any person who asks the Commission for a copy of, or an 

extract from, a register kept for the purposes of this Chapter is entitled to have one. 

(3) Regulations may provide that subsections (1) and (2) do not apply-

(a) in such circumstances as may be prescribed, or 

(b) to such parts of a register as may be prescribed. 

Chapter 3 Quality of health and social care 

Reviews and investigations 

46 Reviews and performance assessments 
(1) The Commission must, in respect of such regulated activities and such registered service 

providers as may be prescribed -
(a) conduct reviews of the carrying on of the regulated activities by the service providers, 
(b) assess the performance of the service providers following each such review, and 

(c) publish a report of its assessment. 
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(1) The Commission may conduct any special review or investigation, and must do so if the 

Secretary of State so requests; but the Commission may not conduct a review or investigation 

under subsection (2)(ba) or (bb) without the approval of the Secretary of State. 
(2) A special review or investigation is a review (other than a review under section 46) of or 

an investigation into -

(a) the provision of NHS care, 

(b) the provision of adult social services, 

(ba) the exercise of the functions of the National Health Service Commissioning Board 
or a clinical commissioning group in arranging for the provision of NHS care 

under the National Health Service Act 2006 or section 117 of the Mental Health 

Act 1983, 

(bb) the exercise of the functions of English local authorities in arranging for the provision 

of adult social services, or 

(c) the exercise of functions by English Health Authorities. 

(3) Such a review or investigation may relate -

(a) to the overall provision of NHS care or adult social services or to the provision of NHS 
care or adult social services of a particular description; 

(b) to the overall exercise of functions or to the exercise of functions of a particular description; 

(c) to the provision of care or services or the exercise of functions by bodies or persons gen

erally or by particular bodies or persons. 

(4) Where the Commission conducts a review or investigation under this section, it must pub

lish a report. 

(S) The Commission must consider whether the report raises anything on which it ought to 

give advice to the Secretary of State under section 53(2). 

Chapter 5 Further functions 

53 Information and advice 
(1) The Commission must keep the Secretary of State informed about the following matters -

(a) the provision of NHS care; 

(b) the provision of adult social services; 

(c) the carrying on of regulated activities. 

(2) The Commission may at any time give the Secretary of State advice on anything connected 

with those matters. 

54 Studies as to economy, efficiency etc. 
(1) The Commission may undertake or promote comparative or other studies designed to en

able it to make recommendations -

(a) for improving economy, efficiency and effectiveness in any activity mentioned in 

subsection (2), 

(b) for improving the management, other than the financial management, of an English 

NHS body, or 
(c) for improving the management of an English local authority in its provision of adult 

social services. 
(2) Those activities are -

(a) the provision of health care by an English NHS provider, 

(c) the provision of adult social services by an English local authority, and 

(d) the making of arrangements by an English local authority for the provision of adult so
cial services. 

(3) The Commission may also undertake or promote studies designed to enable it to prepare 
reports as to the impact of-

(a) the operation of any particular statutory provisions, or 
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(b) any directions or guidance given by a Minister of the Crown (whether pursuant to any 

such provisions or otherwise), on economy, efficiency and effectiveness in an activity 

mentioned in subsection (2) (c) or (d). 

55 Publication of results of studies under s. 54 
(1) The Commission must publish -

(a) any recommendations made by it under subsection (1) of section 54, and 

(b) the result of any studies undertaken or promoted under that section. 

57 Reviews of data, studies and research 
(1) The Commission may review -

(a) studies and research undertaken by others, or the quality of data obtained by others, 

in relation to the provision of NHS care or adult social services or the carrying on of 

regulated activities, 

(b) the methods used in undertaking such studies and research or in collecting and ana

lysing such data, and 
(c) the validity of conclusions drawn from such studies and research or from such data. 

58 Publication of information 
(1) The Commission may make available to the public information relating to -

(a) the provision of NHS care; 

(b) the provision of adult social services; 

(c) the carrying on of regulated activities. 

(2) Subsection (1) is subject to sections 76 and 79(2). 

Chapter 6 Miscellaneous and general 

Inspections 

60 Inspections 
(1) The Commission may for the purposes of its regulatory functions carry out inspections of

(a) the carrying on of a regulated activity, 

(b) the provision of NHS care, 

(c) the provision of adult social services, or 

(d) the exercise of functions by an English NHS body. 

(2) For the purposes of this Part, the 'regulatory functions' of the Commission are its functions 
under Chapters 2, 3 and 5 except -

(a) its functions under section 53 (information and advice), 

(b) its functions under section 57 (reviews of data, studies and research), and 

(c) its functions under regulations under section 59 (additional functions) to the extent 

that the regulations provide that they are not to be treated as regulatory functions for 

the purposes of this Part. 

Inquiries 

75 Inquiries 
(1) The Secretary of State may cause an inquiry to be held into any matter connected with the 

exercise by the Commission of any of its functions. 

(2) Before an inquiry is begun, the Secretary of State may give a direction that it be held in private. 
(3) Where no such direction has been given, the person holding the inquiry may decide to hold 

it, or any part of it, in private. 

Information 

80 Code of practice on confidential personal information 
(1) The Commission must prepare and publish a code in respect of the practice it proposes to 

follow in relation to confidential personal information. 
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(2) The code must in particular make provision -

(a) about the obtaining by the Commission of information which, once obtained, will be 

confidential personal information, and 

(b) about the handling, use and disclosure by the Commission of confidential personal 
information. 

(3) Before publishing the code, the Commission must consult -
(a) the National Health Service Commissioning Board, and 

(b) such other persons as it considers appropriate. 

(5) In this section 'confidential personal information' means information which -

(a) is obtained by the Commission on terms or in circumstances requiring it to be held in 

confidence, and 
(b) relates to and identifies an individual. 

(6) For the purposes of subsection (5) (b), information obtained by the Commission is to be 

treated as identifying an individual if the individual can be identified from a combination of-
(a) the information, and 

(b) other information obtained by the Commission. 

Human Fertilisation and Embryology Act 2008 

(2008, c. 22) 

PART 2 PARENTHOOD IN CASE S  INVOLVING 

A S SISTED REPRODUCTION 

Meaning of 'mother' 

33 Meaning of 'mother' 
(1) The woman who is carrying or has carried a child as a result of the placing in her of an em

bryo or of sperm and eggs, and no other woman, is to be treated as the mother of the child. 

(2) Subsection (1) does not apply to any child to the extent that the child is treated by virtue of 
adoption as not being the woman's child. 

(3) Subsection (1) applies whether the woman was in the United Kingdom or elsewhere at the 

time of the placing in her of the embryo or the sperm and eggs. 

Application of sections 35 to 4 7 

34 Application of sections 35 to 47 
(1) Sections 35 to 47 apply, in the case of a child who is being or has been carried by a woman 

(referred to in those sections as 'W') as a result of the placing in her of an embryo or of sperm 

and eggs or her artificial insemination, to determine who is to be treated as the other parent of 

the child. 

(2) Subsection (1) has effect subject to the provisions of sections 39, 40 and 46 limiting the 

purposes for which a person is treated as the child's other parent by virtue of those sections. 

Meaning of 'father' 

35 Woman married to a man at time of treatment 
(1) If-

(a) at the time of the placing in her of the embryo or of the sperm and eggs or of her artificial 
insemination, W was a party to a marriage with a man, and 
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(b) the creation of the embryo carried by her was not brought about with the sperm of the 

other party to the marriage, 
then, subject to section 38(2) to (4), the other party to the marriage is to be treated as the father of 

the child unless it is shown that he did not consent to the placing in her of the embryo or the sperm 

and eggs or to her artificial insemination (as the case may be). 

(2) This section applies whether W was in the United Kingdom or elsewhere at the time men

tioned in subsection (l)(a). 

36 Treatment provided to woman where agreed fatherhood 
conditions apply 
If no man is treated by virtue of section 35 as the father of the child and no woman is treated by 

virtue of section 42 as a parent of the child but -
(a) the embryo or the sperm and eggs were placed in W, or W was artificially inseminated, 

in the course of treatment services provided in the United Kingdom by a person to 

whom a licence applies, 

(b) at the time when the embryo or the sperm and eggs were placed in W, or W was ar

tificially inseminated, the agreed fatherhood conditions (as set out in section 37) 

were satisfied in relation to a man, in relation to treatment provided to W under the 

licence, 
(c) the man remained alive at that time, and 

(d) the creation of the embryo carried byW was not brought about with the man's sperm, 

then, subject to section 38(2) to (4), the man is to be treated as the father of the child. 

37 The agreed fatherhood conditions 
(1) The agreed fatherhood conditions referred to in section 36(b) are met in relation to a man 

('M') in relation to treatment provided to W under a licence if, but only if, -

(a) M has given the person responsible a notice stating that he consents to being treated as 

the father of any child resulting from treatment provided to W under the licence, 

(b) W has given the person responsible a notice stating that she consents to M being so 

treated, 

(c) neither M nor W has, since giving notice under paragraph (a) or (b), given the person 
responsible notice of the withdrawal of M's or W's consent to M being so treated, 

(d) W has not, since the giving of the notice under paragraph (b), given the person 

responsible -

(i) a further notice under that paragraph stating that she consents to another man 

being treated as the father of any resulting child, or 

(ii) a notice under section 44(1) (b) stating that she consents to a woman being treated 
as a parent of any resulting child, and 

(e) W and M are not within prohibited degrees of relationship in relation to each other. 
(2) A notice under subsection (l)(a), (b) or (c) must be in writing and must be signed by the 

person giving it. 

38 Further provision relating to sections 35 and 36 
(1) Where a person is to be treated as the father of the child by virtue of section 35 or 36, no 

other person is to be treated as the father of the child. 

(2) In England and Wales and Northern Ireland, sections 35 and 36 do not affect any presump
tion, applying by virtue of the rules of common law, that a child is the legitimate child of the parties 
to a marriage. 

(3) In Scotland, sections 35 and 36 do not apply in relation to any child who, by virtue of any 

enactment or other rule of law, is treated as the child of the parties to a marriage. 
(4) Sections 35 and 36 do not apply to any child to the extent that the child is treated by virtue 

of adoption as not being the man's child. 
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39 Use of sperm, or transfer of embryo, after death of 
man providing sperm 

(1) If-

(a) the child has been carried by W as a result of the placing in her of an embryo or of sperm 
and eggs or her artificial insemination, 

(b) the creation of the embryo carried by W was brought about by using the sperm of a man 

after his death, or the creation of the embryo was brought about using the sperm of a 

man before his death but the embryo was placed in W after his death, 

(c) the man consented in writing (and did not withdraw the consent) -

(i) to the use of his sperm after his death which brought about the creation of the 

embryo carried by W or (as the case may be) to the placing in W after his death of 

the embryo which was brought about using his sperm before his death, and 
(ii) to being treated for the purpose mentioned in subsection (3) as the father of any 

resulting child, 

(d) W has elected in writing not later than the end of the period of 42 days from the day on 

which the child was born for the man to be treated for the purpose mentioned in subsec

tion (3) as the father of the child, and 

(e) no-one else is to be treated -

(i) as the father of the child by virtue of section 35 or 36 or by virtue of section 38(2) 

or (3), or 

(ii) as a parent of the child by virtue of section 42 or 43 or by virtue of adoption, then 

the man is to be treated for the purpose mentioned in subsection (3) as the father 

of the child. 

(2) Subsection (1) applies whether W was in the United Kingdom or elsewhere at the time of 
the placing in her of the embryo or of the sperm and eggs or of her artificial insemination. 

(3) The purpose referred to in subsection (1) is the purpose of enabling the man's particulars 

to be entered as the particulars of the child's father in a relevant register of births. 

(4) In the application of this section to Scotland, for any reference to a period of 42 days there 

is substituted a reference to a period of 21 days. 

40 Embryo transferred after death of husband etc. 
who did not provide sperm 

(1) If-
(a) the child has been carried by W as a result of the placing in her of an embryo, 

(b) the embryo was created at a time when W was a party to a marriage with a man, 

(c) the creation of the embryo was not brought about with the sperm of the other party to the 

marriage, 

(d) the other party to the marriage died before the placing of the embryo in W, 

(e) the other party to the marriage consented in writing (and did not withdraw the consent) 

(i) to the placing of the embryo in W after his death, and 

(ii) to being treated for the purpose mentioned in subsection (4) as the father of any 

resulting child, 

(f) W has elected in writing not later than the end of the period of 42 days from the day on 
which the child was born for the man to be treated for the purpose mentioned in subsec
tion (4) as the father of the child, and 

(g) no-one else is to be treated -

(i) as the father of the child by virtue of section 35 or 36 or by virtue of section 38(2) 

or (3), or 

(ii) as a parent of the child by virtue of section 42 or 43 or by virtue of adoption, 
then the man is to be treated for the purpose mentioned in subsection (4) as the father of the 
child. 
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(2) lf-
(a) the child has been carried by W as a result of the placing in her of an embryo, 
(b) the embryo was not created at a time when W was a party to a marriage or a civil part

nership but was created in the course of treatment services provided to W in the United 

Kingdom by a person to whom a licence applies, 

(c) a man consented in writing (and did not withdraw the consent) -

(i) to the placing of the embryo in W after his death, and 

(ii) to being treated for the purpose mentioned in subsection (4) as the father of any 

resulting child, 

(d) the creation of the embryo was not brought about with the sperm of that man, 
(e) the man died before the placing of the embryo in W, 

(f) immediately before the man's death, the agreed fatherhood conditions set out in sec

tion 37 were met in relation to the man in relation to treatment proposed to be provided 

to W in the United Kingdom by a person to whom a licence applies, 

(g) W has elected in writing not later than the end of the period of 42 days from the day on 

which the child was born for the man to be treated for the purpose mentioned in subsec

tion (4) as the father of the child, and 

(h) no-one else is to be treated -

(i) as the father of the child by virtue of section 35 or 36 or by virtue of section 38(2) 
or (3), or 

(ii) as a parent of the child by virtue of section 42 or 43 or by virtue of adoption, 

then the man is to be treated for the purpose mentioned in subsection (4) as the father of the 
child. 

(3) Subsections (1) and (2) apply whether W was in the United Kingdom or elsewhere at the 

time of the placing in her of the embryo. 

(4) The purpose referred to in subsections (1) and (2) is the purpose of enabling the man's 

particulars to be entered as the particulars of the child's father in a relevant register of births. 

(5) In the application of this section to Scotland, for any reference to a period of 42 days there 

is substituted a reference to a period of 21 days. 

41 Persons not to be treated as father 
(1) Where the sperm of a man who had given such consent as is required by paragraph 5 of 

Schedule 3 to the 1990 Act (consent to use of gametes for purposes of treatment services or non

medical fertility services) was used for a purpose for which such consent was required, he is not to 

be treated as the father of the child. 
(2) Where the sperm of a man, or an embryo the creation of which was brought about with 

his sperm, was used after his death, he is not, subject to section 39, to be treated as the father of 

the child. 

(3) Subsection (2) applies whether W was in the United Kingdom or elsewhere at the time of 
the placing in her of the embryo or of the sperm and eggs or of her artificial insemination. 

Cases in which woman to be other parent 

42 Woman in civil partnership or marriage to a 
woman at time of treatment 

(1) If at the time of the placing in her of the embryo or the sperm and eggs or of her artificial 

insemination, W was a party to a civil partnership or a marriage with another woman, then subject 

to section 45(2) to (4), the other party to the civil partnership or marriage is to be treated as a par

ent of the child unless it is shown that she did not consent to the placing in W of the embryo or the 
sperm and eggs or to her artificial insemination (as the case may be). 

(2) This section applies whether W was in the United Kingdom or elsewhere at the time men
tioned in subsection (1). 
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43 Treatment provided to woman who agrees that second 
woman is to be parent 
If no man is treated by virtue of section 35 as the father of the child and no woman is treated by 

virtue of section 42 as a parent of the child but -

(a) the embryo or the sperm and eggs were placed in W, or W was artificially inseminated, 
in the course of treatment services provided in the United Kingdom by a person to 

whom a licence applies, 

(b) at the time when the embryo or the sperm and eggs were placed in W, or W was arti

ficially inseminated, the agreed female parenthood conditions (as set out in section 

44) were met in relation to another woman, in relation to treatment provided to W 

under that licence, and 

(c) the other woman remained alive at that time, 

then, subject to section 45(2) to (4), the other woman is to be treated as a parent of the child. 

44 The agreed female parenthood conditions 
(1) The agreed female parenthood conditions referred to in section 43(b) are met in re

lation to another woman ('P') in relation to treatment provided to W under a licence if, but 

only if, -

(a) P has given the person responsible a notice stating that P consents to P being treated as 

a parent of any child resulting from treatment provided to W under the licence, 

(b) W has given the person responsible a notice stating that W agrees to P being so treated, 

(c) neither W nor P has, since giving notice under paragraph (a) or (b), given the person 

responsible notice of the withdrawal of P's or W's consent to P being so treated, 

(d) W has not, since the giving of the notice under paragraph (b), given the person 
responsible -

(i) a further notice under that paragraph stating that W consents to a woman other 

than P being treated as a parent of any resulting child, or 

(ii) a notice under section 37(l) (b) stating that W consents to a man being treated as 
the father of any resulting child, and 

(e) W and P are not within prohibited degrees of relationship in relation to each other. 

(2) A notice under subsection (l)(a), (b) or (c) must be in writing and must be signed by the 

person giving it. 

45 Further provision relating to sections 42 and 43 
(1) Where a woman is treated by virtue of section 42 or 43 as a parent of the child, no man is 

to be treated as the father of the child. 

(2) In England and Wales and Northern Ireland, sections 42 and 43 do not affect any presump
tion, applying by virtue of the rules of common law, that a child is the legitimate child of the parties 

to a marriage. 

(3) In Scotland, sections 42 and 43 do not apply in relation to any child who, by virtue of any 

enactment or other rule of law, is treated as the child of the parties to a marriage. 

( 4) Sections 42 and 43 do not apply to any child to the extent that the child is treated by virtue 

of adoption as not being the woman's child. 

46 Embryo transferred after death of civil partner or wife or intended 
female parent 

(1) If-

(a) the child has been carried by W as the result of the placing in her of an embryo, 

(b) the embryo was created at a time when W was a party to a civil partnership or marriage 

with another woman, 
(c) the other party to the civil partnership or marriage died before the placing of the 

embryo in W, 
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(d) the other party to the civil partnership or marriage consented in writing (and did not 

withdraw the consent) -
(i) to the placing of the embryo in W after the death of the other party, and 

(ii) to being treated for the purpose mentioned in subsection (4) as the parent of any 

resulting child, 
(e) W has elected in writing not later than the end of the period of 42 days from the day on 

which the child was born for the other party to the civil partnership or marriage to be 

treated for the purpose mentioned in subsection (4) as the parent of the child, and 

(f) no one else is to be treated -

(i) as the father of the child by virtue of section 35 or 36 or by virtue of section 45 (2) 

or (3), or 

(ii) as a parent of the child by virtue of section 42 or 43 or by virtue of adoption, 

then the other party to the civil partnership or marriage is to be treated for the purpose mentioned 

in subsection (4) as a parent of the child. 
(2) If-

(a) the child has been carried by W as the result of the placing in her of an embryo, 
(b) the embryo was not created at a time when W was a party to a marriage or a civil part

nership, but was created in the course of treatment services provided to W in the United 

Kingdom by a person to whom a licence applies, 

(c) another woman consented in writing (and did not withdraw the consent) -

(i) to the placing of the embryo in W after the death of the other woman, and 
(ii) to being treated for the purpose mentioned in subsection (4) as the parent of any 

resulting child, 

(d) the other woman died before the placing of the embryo in W, 

(e) immediately before the other woman's death, the agreed female parenthood conditions 

set out in section 44 were met in relation to the other woman in relation to treatment 

proposed to be provided to W in the United Kingdom by a person to whom a licence 

applies, 

(f) W has elected in writing not later than the end of the period of 42 days from the day on 

which the child was born for the other woman to be treated for the purpose mentioned 

in subsection (4) as the parent of the child, and 

(g) no one else is to be treated -
(i) as the father of the child by virtue of section 35 or 36 or by virtue of section 45 (2) 

or (3), or 
(ii) as a parent of the child by virtue of section 42 or 43 or by virtue of adoption, 

then the other woman is to be treated for the purpose mentioned in subsection (4) as a parent of 

the child. 

(3) Subsections (1) and (2) apply whether W was in the United Kingdom or elsewhere at the 

time of the placing in her of the embryo. 

(4) The purpose referred to in subsections (1) and (2) is the purpose of enabling the deceased 

woman's particulars to be entered as the particulars of the child's other parent in a relevant register 
of births. 

(5) In the application of subsections (1) and (2) to Scotland, for any reference to a period of 

42 days there is substituted a reference to a period of 21 days. 

4 7 Woman not to be other parent merely because of egg donation 
A woman is not to be treated as the parent of a child whom she is not carrying and has not carried, 

except where she is so treated -

(a) by virtue of section 42 or 43, or 
(b) by virtue of section 46 (for the purpose mentioned in subsection (4) of that section), or 
(c) by virtue of adoption. 
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Effect of sections 33 to 4 7 

48 Effect of sections 33 to 4 7 
(1) Where by virtue of section 33, 35, 36, 42 or43 a person is to be treated as the mother, father 

or parent of a child, that person is to be treated in law as the mother, father or parent (as the case 

may be) of the child for all purposes. 

(2) Where by virtue of section 33, 38, 41, 45 or 47 a person is not to be treated as a parent of the 

child, that person is to be treated in law as not being a parent of the child for any purpose. 

(3) Where section 39(1) or 40(1) or (2) applies, the deceased man -
(a) is to be treated in law as the father of the child for the purpose mentioned in section 

39(3) or 40(4), but 

(b) is to be treated in law as not being the father of the child for any other purpose. 

(4) Where section 46(1) or (2) applies, the deceased woman -

(a) is to be treated in law as a parent of the child for the purpose mentioned in section 

46(4), but 

(b) is to be treated in law as not being a parent of the child for any other purpose. 
(5) Where any of subsections (1) to (4) has effect, references to any relationship between two 

people in any enactment, deed or other instrument or document (whenever passed or made) are 
to be read accordingly. 

(6) In relation to England and Wales and Northern Ireland, a child who -
(a) has a parent by virtue of section 42, or 

(b) has a parent by virtue of section 43 who is at any time during the period beginning with 

the time mentioned in section 43 (b) and ending with the time of the child's birth a party 

to a civil partnership with the child's mother, 

is the legitimate child of the child's parents. 

References to parties to marriage or civil partnership 

49 Meaning of references to parties to a marriage 
(1) The references in sections 35 to 47 to the parties to a marriage at any time there referred to 

(a) are to the parties to a marriage subsisting at that time, unless a judicial separation was 

then in force, but 

(b) include the parties to a void marriage if either or both of them reasonably believed at 

that time that the marriage was valid; and for the purposes of those sections it is to be 

presumed, unless the contrary is shown, that one of them reasonably believed at that 
time that the marriage was valid. 

(2) In subsection (l) (a) 'judicial separation' includes a legal separation obtained in a country 
outside the British Islands and recognised in the United Kingdom. 

50 Meaning of references to parties to a civil partnership 
(1) The references in sections 35 to 47 to the parties to a civil partnership at any time there 

referred to -

(a) are to the parties to a civil partnership subsisting at that time, unless a separation order 

was then in force, but 

(b) include the parties to a void civil partnership if either or both of them reasonably 
believed at that time that the civil partnership was valid; and for the purposes of those 
sections it is to be presumed, unless the contrary is shown, that one of them reasonably 
believed at that time that the civil partnership was valid. 

(2) The reference in section 48(6) (b) to a civil partnership includes a reference to a void civil 
partnership if either or both of the parties reasonably believed at the time when they registered 

as civil partners of each other that the civil partnership was valid; and for this purpose it is to be 
presumed, unless the contrary is shown, that one of them reasonably believed at that time that the 

civil partnership was valid. 
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(3) In subsection (l) (a), 'separation order' means -

(a) a separation order under section 37(1)(d) or 16l(l)(d) of the Civil Partnership Act 2004 

(c. 33), 

(b) a decree of separation under section 120(2) of that Act, or 
(c) a legal separation obtained in a country outside the United Kingdom and recognized in 

the United Kingdom. 

Interpretation of references to father etc. where woman is other parent 

53 Interpretation of references to father etc. 
(1) Subsections (2) and (3) have effect, subject to subsections (4) and (6), for the interpret

ation of any enactment, deed or any other instrument or document (whenever passed or made) . 

(2) Any reference (however expressed) to the father of a child who has a parent by virtue of 

section 42 or 43 is to be read as a reference to the woman who is a parent of the child by virtue of 

that section. 
(3) Any reference (however expressed) to evidence of paternity is, in relation to a woman who 

is a parent by virtue of section 42 or 43, to be read as a reference to evidence of parentage. 

Parental orders 

54 Parental orders 
(1) On an application made by two people ('the applicants'), the court may make an order 

providing for a child to be treated in law as the child of the applicants if-

(a) the child has been carried by a woman who is not one of the applicants, as a result of the 

placing in her of an embryo or sperm and eggs or her artificial insemination, 

(b) the gametes of at least one of the applicants were used to bring about the creation of the 

embryo, and 

(c) the conditions in subsections (2) to (8) are satisfied. 
(lA) For the purposes of this section, neither of the following is to be treated as a person whose 

gametes were used to create an embryo ('embryo E') -

(a) where embryo E is a permitted embryo by virtue of regulations under section 3ZA(S) of 

the 1990 Act, the person whose mitochondrial DNA (not nuclear DNA) was used to bring 

about the creation of embryo E; 

(b) where embryo E has been created by the fertilisation of an egg which was a permitted 

egg by virtue of regulations under section 3ZA(S) of the 1990 Act, the person whose 
mitochondrial DNA (not nuclear DNA) was used to bring about the creation of that 

permitted egg. 

(2) The applicants must be -

(a) husband and wife, 

(b) civil partners of each other, or 
(c) two persons who are living as partners in an enduring family relationship and are not 

within prohibited degrees of relationship in relation to each other. 

(3) Except in a case falling within subsection (11), the applicants must apply for the order dur
ing the period of 6 months beginning with the day on which the child is born. 

( 4) At the time of the application and the making of the order -
(a) the child's home must be with the applicants, and 
(b) either or both of the applicants must be domiciled in the United Kingdom or in the 

Channel Islands or the Isle of Man. 
(S) At the time of the making of the order both the applicants must have attained the age of 18. 
(6) The court must be satisfied that both -

(a) the woman who carried the child, and 
(b) any other person who is a parent of the child but is not one of the applicants (including 

any man who is the father by virtue of section 35 or 36 or any woman who is a parent by 
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virtue of section 42 or 43), have freely, and with full understanding of what is involved, 

agreed unconditionally to the making of the order. 

(7) Subsection (6) does not require the agreement of a person who cannot be found or is incap

able of giving agreement; and the agreement of the woman who carried the child is ineffective for 
the purpose of that subsection if given by her less than six weeks after the child's birth. 

(8) The court must be satisfied that no money or other benefit (other than for expenses rea-

sonably incurred) has been given or received by either of the applicants for or in consideration of -

(a) the making of the order, 
(b) any agreement required by subsection (6), 

(c) the handing over of the child to the applicants, or 

(d) the making of arrangements with a view to the making of the order, 

unless authorised by the court. 

(10) Subsection (l) (a) applies whether the woman was in the United Kingdom or elsewhere 

at the time of the placing in her of the embryo or the sperm and eggs or her artificial insemination. 

General 

57 Repeals and transitional provision relating to Part 2 
(1) Sections 33 to 48 have effect only in relation to children carried by women as a result of the 

placing in them of embryos or of sperm and eggs, or their artificial insemination (as the case may 

be), after the commencement of those sections. 

(2) Sections 27 to 29 of the 1990 Act (which relate to status) do not have effect in relation to 

children carried by women as a result of the placing in them of embryos or of sperm and eggs, or 

their artificial insemination (as the case may be), after the commencement of sections 33 to 48. 

(3) Section 30 of the 1990 Act (parental orders in favour of gamete donors) ceases to have 
effect. 

58 Interpretation of Part 2 
(2) For the purposes of this Part, two persons are within prohibited degrees of relationship if 

one is the other's parent, grandparent, sister, brother, aunt or uncle; and in this subsection refer

ences to relationships -

(a) are to relationships of the full blood or half blood or, in the case of an adopted person, 
such of those relationships as would subsist but for adoption, and 

(b) include the relationship of a child with his adoptive, or former adoptive, parents, but do 

not include any other adoptive relationships. 
(3) Other expressions used in this Part and in the 1990 Act have the same meaning in this Part 

as in that Act. 

Health and Social Care Act 2012 

(2012, c. 7) 

61 Monitor 

PART 3 REGULATION OF HEALTH AND 
ADULT S OCIAL CARE SERVICE S  

Chapter 1 Monitor 

(1) The body corporate known as the Independent Regulator of NHS Foundation Trusts -
(a) is to continue to exist, and 
(b) is to be known as Monitor. 
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62 General duties 
(1) The main duty of Monitor in exercising its functions is to protect and promote the interests 

of people who use health care services by promoting provision of health care services which -

(a) is economic, efficient and effective, and 

(b) maintains or improves the quality of the services. 
(2) In carrying out its main duty, Monitor must have regard to the likely future demand for 

health care services. 

(3) Monitor must exercise its functions with a view to preventing anti-competitive behaviour 

in the provision of health care services for the purposes of the NHS which is against the interests of 

people who use such services. 

(4) Monitor must exercise its functions with a view to enabling health care services provided 

for the purposes of the NHS to be provided in an integrated way where it considers that this would 
(a) improve the quality of those services (including the outcomes that are achieved from 

their provision) or the efficiency of their provision, 
(b) reduce inequalities between persons with respect to their ability to access those 

services, or 

(c) reduce inequalities between persons with respect to the outcomes achieved for them by 

the provision of those services. 

(5) Monitor must exercise its functions with a view to enabling the provision of health care 

services provided for the purposes of the NHS to be integrated with the provision of health-related 

services or social care services where it considers that this would -
(a) improve the quality of those health care services (including the outcomes that are 

achieved from their provision) or the efficiency of their provision, 
(b) reduce inequalities between persons with respect to their ability to access those health 

care services, or 
(c) reduce inequalities between persons with respect to the outcomes achieved for them by 

the provision of those health care services. 

(6) Monitor must, in carrying out its duties under subsections (4) and (5), have regard to the 

way in which -
(a) the National Health Service Commissioning Board carries out its duties under section 

13N of the National Health Service Act 2006, and 

(b) clinical commissioning groups carry out their duties under section 14Zl of that Act. 
(7) Monitor must secure that people who use health care services, and other members of the 

public, are involved to an appropriate degree in decisions that Monitor makes about the exercise of 
its functions (other than decisions it makes about the exercise of its functions in a particular case). 

(8) Monitor must obtain advice appropriate for enabling it effectively to discharge its func

tions from persons who (taken together) have a broad range of professional expertise in -

(a) the prevention, diagnosis or treatment of illness (within the meaning of the National 

Health Service Act 2006), and 

(b) the protection or improvement of public health. 
(9) Monitor must exercise its functions in a manner consistent with the performance by the 

Secretary of State of the duty under section 1(1) of the National Health Service Act 2006 (promo

tion of comprehensive health service). 
(10) Monitor must not exercise its functions for the purpose of causing a variation in the pro

portion of health care services provided for the purposes of the NHS that is provided by persons of 

a particular description if that description is by reference to -
(a) whether the persons in question are in the public or (as the case may be) private sector, or 

(b) some other aspect of their status. 

64 General duties: supplementary 
(1) This section applies for the purposes of this Part. 
(2) 'Anti-competitive behaviour' means behaviour which would (or would be likely to) pre

vent, restrict or distort competition and a reference to preventing anti-competitive behaviour 
includes a reference to eliminating or reducing the effects (or potential effects) of the behaviour. 
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(3) 'Health care' means all forms of health care provided for individuals, whether relating to 

physical or mental health, with a reference in this Part to health care services being read accord

ingly; and for the purposes of this Part it does not matter if a health care service is also an adult 

social care service (as to which, see section 65). 

(4) 'The NHS' means the comprehensive health service continued under section 1 (1) of the 

National Health Service Act 2006, except the part of it that is provided in pursuance of the public 

health functions (within the meaning of that Act) of the Secretary of State or local authorities. 
(S) A reference to the provision of health care services for the purposes of the NHS is a refer

ence to their provision for those purposes in accordance with that Act. 

(6) Nothing in section 62 requires Monitor to do anything in relation to the supply to persons 

who provide health care services of goods that are to be provided as part of those services. 

66 Matters to have regard to in exercise of functions 
(1) In exercising its functions, Monitor must have regard, in particular, to the need to main

tain the safety of people who use health care services. 

(2) Monitor must, in exercising its functions, also have regard to the following matters in so 

far as they are consistent with the matter referred to in subsection (1) -
(a) the desirability of securing continuous improvement in the quality of health care ser

vices provided for the purposes of the NHS and in the efficiency of their provision, 

(b) the need for commissioners of health care services for the purposes of the NHS to en
sure that the provision of access to the services for those purposes operates fairly, 

(c) the need for commissioners of health care services for the purposes of the NHS to ensure 

that people who require health care services for those purposes are provided with access 

to them, 

(d) the need for commissioners of health care services for the purposes of the NHS to make 
the best use of resources when doing so, 

(e) the desirability of persons who provide health care services for the purposes of the NHS 
co-operating with each other in order to improve the quality of health care services 

provided for those purposes, 

(f) the need to promote research into matters relevant to the NHS by persons who provide 
health care services for the purposes of the NHS, 

(g) the need for high standards in the education and training of health care professionals 

who provide health care services for the purposes of the NHS, and 

(h) where the Secretary of State publishes a document for the purposes of section 13E of the 

National Health Service Act 2006 (improvement of quality of services), any guidance 

published by the Secretary of State on the parts of that document which the Secretary of 
State considers to be particularly relevant to Monitor's exercise of its functions. 

68 Duty to review regulatory burdens 
(1) Monitor must keep the exercise of its functions under review and secure that in exercising 

its functions it does not -

(a) impose burdens which it considers to be unnecessary, or 

(b) maintain burdens which it considers to have become unnecessary. 

Chapter 3 Licensing 

Licensing requirement 

81 Requirement for health service providers to be licensed 
(1) Any person who provides a health care service for the purposes of the NHS must hold a 

licence under this Chapter. 

83 Exemption regulations 
(1) Regulations (referred to in this section and section 84 as 'exemption regulations') may 

provide for the grant of exemptions from the requirement under section 81 in respect of-
(a) a prescribed person or persons of a prescribed description; 
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(b) the provision of a prescribed health care service or a health care service of a prescribed 

description. 

85 Application for licence 
(1) A person seeking to hold a licence under this Chapter must make an application to Monitor. 

93 Register oflicence holders 
(1) Monitor must maintain and publish a register of licence holders. 

PART 8 THE NATIONAL INSTITUTE FOR HEALTH 

AND CARE EXCELLENCE 

Establishment and general duties 

232 The National Institute for Health and Care Excellence 
(1) There is to be a body corporate known as the National Institute for Health and Care 

Excellence (referred to in this Part as 'NICE'). 

233 General duties 
(1) In exercising its functions NICE must have regard to -

(a) the broad balance between the benefits and costs of the provision of health services or 

of social care in England, 

(b) the degree of need of persons for health services or social care in England, and 
(c) the desirability of promoting innovation in the provision of health services or of social 

care in England. 
(2) NICE must exercise its functions effectively, efficiently and economically. 

(3) In this Part -

'health services' means services which must or may be provided as part of the health service in 

England; 
'social care' includes all forms of personal care and other practical assistance provided for indi

viduals who, by reason of age, illness, disability, pregnancy, childbirth, dependence on alcohol or 

drugs, or any other similar circumstances, are in need of such care or other assistance. 

Functions: quality standards 

234 Quality standards 
(1) The relevant commissionei;- may direct NICE to prepare statements of standards in relation 

to the provision of-

(a) NHS services, 

(b) public health services, or 

(c) social care in England. 

(2) In this Part such a statement is referred to as a 'quality standard'. 
(3) In preparing a quality standard NICE must consult the public and, for that purpose, may 

publish drafts of the standard. 
(4) NICE must keep a quality standard under review and may revise it as it considers 

appropriate. 
(10) In this section 'the relevant commissioner' -

(a) in relation to a quality standard in relation to the provision of NHS services, means the 
Board, and 

(b) in relation to a quality standard in relation to the provision of public health services or 

of social care in England, means the Secretary of State, 
and a reference to the relevant commissioner in relation to a joint quality standard is a reference to 

both the Secretary of State and the Board. 
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236 Advice or guidance to the Secretary of State or the Board 
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(1) NICE must give advice or guidance to the Secretary of State or the Board on any quality 

matter referred to it by the Secretary of State or (as the case may be) the Board. 

PART 12 FINAL PROVISIONS 

308 Extent 
(1) Subject to subsections (2) to (5), this Act extends to England and Wales only. 

Care Act 2014 

(2014, c. 23) 

Safeguarding adults at risk of abuse or neglect 

42 Enquiry by local authority 
(1) This section applies where a local authority has reasonable cause to suspect that an adult 

in its area (whether or not ordinarily resident there) -
(a) has needs for care and support (whether or not the authority is meeting any of those 

needs), 

(b) is experiencing, or is at risk of, abuse or neglect, and 

(c) as a result of those needs is unable to protect himself or herself against the abuse or neg

lect or the risk of it. 

(2) The local authority must make (or cause to be made) whatever enquiries it thinks neces

sary to enable it to decide whether any action should be taken in the adult's case (whether under 
this Part or otherwise) and, if so, what and by whom. 

(3) 'Abuse' includes financial abuse; and for that purpose 'financial abuse' includes -
(a) having money or other property stolen, 

(b) being defrauded, 
(c) being put under pressure in relation to money or other property, and 

(d) having money or other property misused. 

43 Safeguarding Adults Boards 
(1) Each local authority must establish a Safeguarding Adults Board (an 'SAB') for its area. 

(2) The objective of an SAB is to help and protect adults in its area in cases of the kind described 

in section 42(1). 
(3) The way in which an SAB must seek to achieve its objective is by co-ordinating and en

suring the effectiveness of what each of its members does. 

(4) An SAB may do anything which appears to it to be necessary or desirable for the purpose 
of achieving its objective. 

44 Safeguarding adults reviews 
(1) An SAB must arrange for there to be a review of a case involving an adult in its area 

with needs for care and support (whether or not the local authority has been meeting any of 
those needs) if-

(a) there is reasonable cause for concern about how the SAB, members of it or other persons 
with relevant functions worked together to safeguard the adult, and 

(b) condition 1 or 2 is met. 

(2) Condition 1 is met if-
(a) the adult has died, and 

(b) the SAB knows or suspects that the death resulted from abuse or neglect (whether or 
not it knew about or suspected the abuse or neglect before the adult died). 
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(3) Condition 2 is met if -

(a) the adult is still alive, and 

(b) the SAB knows or suspects that the adult has experienced serious abuse or neglect. 

( 4) An SAB may arrange for there to be a review ofany other case involving an adult in its area 

with needs for care and support (whether or not the local authority has been meeting any of those 

needs). 
(5) Each member of the SAB must co-operate in and contribute to the carrying out of a review 

under this section with a view to -

(a) identifying the lessons to be learnt from the adult's case, and 
(b) applying those lessons to future cases. 

Chapter 2 Health Research Authority 

Establishment 

109 The Health Research Authority 
(1) There is to be a body corporate called the Health Research Authority (referred to in this 

Act as 'the HRA'). 

General functions 

110 The HRA's functions 
(1) The main functions of the HRA are -

(a) functions relating to the co-ordination and standardisation of practice relating to the 

regulation of health and social care research (see section 111);  

(b) functions relating to research ethics committees (see sections 112 to 115);  

(c) functions as a memberof the United Kingdom Ethics Committee Authority (see section 116 

and the Medicines for Human Use (Clinical Trials) Regulations 2004 (S.I. 2004/1031)); 
(d) functions relating to approvals for processing confidential information relating to 

patients (see section 117 and the Health Service (Control of Patient Information) 

Regulations 2002 (S.I .  2002/1438)). 

(2) The main objective of the HRA in exercising its functions is -

(a) to protect participants and potential participants in health or social care research and 

the general public by encouraging research that is safe and ethical, and 

(b) to promote the interests of those participants and potential participants and the gen
eral public by facilitating the conduct of research that is safe and ethical (including by 

promoting transparency in research). 
(3) Health research is research into matters relating to people's physical or mental health; 

but a reference to health research does not include a reference to anything authorised under the 
Animals (Scientific Procedures) Act 1986. 

(4) Social care research is research into matters relating to personal care or other practical 

assistance for individuals aged 18 or over who are in need of care or assistance because of age, 

physical or mental illness, disability, pregnancy, childbirth, dependence on alcohol or drugs or 
other similar circumstances; and 'illness' has the meaning given by section 275(1) of the National 
Health Service Act 2006. 

(6) A reference to research that is ethical is a reference to research that conforms to generally 

accepted ethical standards. 
(7) Promoting transparency in research includes promoting -

(a) the registration of research; 
(b) the publication and dissemination of research findings and conclusions; 
(c) the provision of access to data on which research findings or conclusions are based; 
(d) the provision of information at the end of research to participants in the research; 
(e) the provision of access to tissue used in research, for use in future research. 
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(1) The HRA must ensure that research ethics committees it recognises or establishes under 
this Chapter provide an efficient and effective means of assessing the ethics of health and social 
care research. 

(2) A research ethics committee is a group of persons which assesses the ethics of research 

involving individuals; and the ways in which health or social care research might involve indi

viduals include, for example -

(a) by obtaining information from them; 

(b) by obtaining bodily tissue or fluid from them; 
(c) by using information, tissue or fluid obtained from them on a previous occasion; 
(d) by requiring them to undergo a test or other process (including xenotransplantation) . 

(3) For the purposes of subsection (1), the HRA -

(a) must publish a document (called 'the REC policy document') which specifies the 

requirements which it expects research ethics committees it recognises or establishes 

under this Chapter to comply with, and 

(b) must monitor their compliance with those requirements. 

(4) The HRA may do such other things in relation to research ethics committees it recognises 

or establishes under this Chapter as it considers appropriate; it may, for example -

(a) co-ordinate their work; 

(b) allocate work to them; 
(c) develop and maintain training programmes designed to ensure that their members and 

staff can carry out their work effectively; 

(d) provide them with advice and help (including help in the form of financial assistance). 

(5) The requirements in the REC policy document may, for example, relate to -

(a) membership; 

(b) proceedings; 

(c) staff; 

(d) accommodation and facilities; 
(e) expenses; 

(f) objectives and functions; 

(g) accountability; 

(h) procedures for challenging decisions. 

(6) The HRA must ensure that the requirements imposed on research ethics committees in the 

REC policy document do not conflict with the requirements imposed on them by the Medicines for 

Human Use (Clinical Trials) Regulations 2004 CS.I .  2004/1031). 

113 Approval of research 
(1) The HRA must publish guidance about -

(a) the cases in which, in its opinion, good practice requires a person proposing to con

duct health or social care research that involves individuals to obtain the approval of 

a research ethics committee recognised or established by the HRA under this Chapter, 
and 

(b) the cases in which an enactment requires a person proposing to conduct research of 

that kind to obtain that approval. 

115 Establishment by the HRA 
(1) The HRA may establish research ethics committees which have the following functions -

(a) approving research of the kind referred to in section 113(1); 
(b) giving such other approvals as enactments require. 

(2) The HRA must ensure that a research ethics committee established under this section 
complies with the requirements set out in the REC policy document. 

(3) The HRA may abolish a research ethics committee established under this section. 
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Social Action, Responsibility and Heroism Act 2015 

(2015, c. 3) 

1 When this Act applies 
This Act applies when a court, in considering a claim that a person was negligent or in breach of 

statutory duty, is determining the steps that the person was required to take to meet a standard 
of care. 

2 Social action 
The court must have regard to whether the alleged negligence or breach of statutory duty occurred 

when the person was acting for the benefit of society or any of its members. 

3 Responsibility 
The court must have regard to whether the person, in carrying out the activity in the course of 

which the alleged negligence or breach of statutory duty occurred, demonstrated a predominantly 

responsible approach towards protecting the safety or other interests of others. 

4 Heroism 
The court must have regard to whether the alleged negligence or breach of statutory duty occurred 

when the person was acting heroically by intervening in an emergency to assist an individual in danger. 

5 Extent, commencement and short title 
(1) This Act extends to England and Wales only. 

Consumer Rights Act 2015 

(2015, c.15) 

49 Service to be performed with reasonable care and skill 
(1) Every contract to supply a service is to be treated as including a term that the trader must 

perform the service with reasonable care and skill. 

57 Liability that cannot be excluded or restricted 
(1) A term of a contract to supply services is not binding on the consumer to the extent that it 

would exclude the trader's liability arising under section 49 (service to be performed with reason

able care and skill). 

65 Bar on exclusion or restriction of negligence liability 
(1) A trader cannot by a term of a consumer contract or by a consumer notice exclude or restrict 

liability for death or personal injury resulting from negligence. 

(2) Where a term of a consumer contract, or a consumer notice, purports to exclude or restrict 

a trader's liability for negligence, a person is not to be taken to have voluntarily accepted any risk 
merely because the person agreed to or knew about the term or notice. 

(3) In this section 'personal injury' includes any disease and any impairment of physical or 

mental condition. 

( 4) In this section 'negligence' means the breach of-
(a) any obligation to take reasonable care or exercise reasonable skill in the perform

ance of a contract where the obligation arises from an express or implied term of the 
contract, 

(b) a common law duty to take reasonable care or exercise reasonable skill . . .  

(S) It is immaterial for the purposes of subsection (4) -

(a) whether a breach of duty or obligation was inadvertent or intentional, or 
(b) whether liability for it arises directly or vicariously. 
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Access to Medical Treatments ( Innovation) Act 2016 

(2016, c. 9) 

1 Access to innovative medical treatments 
The purpose of this Act is to promote access to innovative medical treatments (including treatments 

consisting in the off-label use of medicines or the use of unlicensed medicines) by providing for -

(a) the establishment of a database of innovative medical treatments, and 

(b) access to information contained in the database. 

2 Database of innovative treatments 
(1) The Secretary of State may by regulations make provision conferring functions on the 

Health and Social Care Information Centre ('the HSCIC') in connection with the establishment, 

maintenance and operation of a database containing information about -

(a) innovative medical treatments carried out by doctors in England, and 

(b) the results of such treatments. 

(2) In this section, 'innovative medical treatment' means medical treatment for a condition 

that involves a departure from the existing range of accepted medical treatments for the condition. 

3 Section 2 :  supplementary 
(1) In section 2, 'doctor' means a registered medical practitioner. 

(2) For the purposes of section 2(2), the kinds of medical treatment that may be innovative 
medical treatments include (amongst other things) -

(a) the off-label use of an authorised medicinal product, and 

(b) the use of a medicinal product in respect of which no marketing authorisation is in 

force. 

(3) In subsection (2) (a), the reference to the off-label use of an authorised medicinal product is 

a reference to the use of the product -
(a) for a purpose other than one for which its use is specified, 

(b) in relation to a person who is not within a description of persons for whom its use is spe
cified, or 

(c) in any other way in which its use is not specified. 

(5) References in section 2 to medical treatment include references to treatment carried out for 

the purposes of medical research (but nothing in section 2 is to be read as affecting the regulation 

of medical research). 
(6) Nothing in section 2 applies in relation to treatment which is carried out solely for cosmetic 

purposes. 

4 Extent, commencement and short title 
(1) This Act extends to England and Wales only. 

Data Protection Act 2018 
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PART 1 PRELIMINARY 

1 Overview 
(1) This Act makes provision about the processing of personal data. 
(2) Most processing of personal data is subject to the GDPR. 

2 Protection of personal data 
(1) The GDPR, the applied GDPR and this Act protect individuals with regard to the processing 

of personal data, in particular by-

( a) requiring personal data to be processed lawfully and fairly, on the basis of the data sub
ject's consent or another specified basis, 
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(b) conferring rights on the data subject to obtain information about the processing of per

sonal data and to require inaccurate personal data to be rectified, and 

(c) conferring functions on the Commissioner, giving the holder of that office responsibility 

for monitoring and enforcing their provisions. 
(2) When carrying out functions under the GDPR, the applied GDPR and this Act, the 

Commissioner must have regard to the importance of securing an appropriate level of protection for 

personal data, taking account of the interests of data subjects, controllers and others and matters of 

general public interest. 

3 Terms relating to the processing of personal data 
(2) 'Personal data' means any information relating to an identified or identifiable living indi

vidual (subject to subsection (14)(c)). 

(3) 'Identifiable living individual' means a living individual who can be identified, directly or 
indirectly, in particular by reference to-

( a) an identifier such as a name, an identification number, location data or an online identi
fier, or 

(b) one or more factors specific to the physical, physiological, genetic, mental, economic, 

cultural or social identity of the individual. 

(4) 'Processing', in relation to information, means an operation or set of operations which is 

performed on information, or on sets of information, such as-

( a) collection, recording, organisation, structuring or storage, 
(b) adaptation or alteration, 

(c) retrieval, consultation or use, 
(d) disclosure by transmission, dissemination or otherwise making available, 

(e) alignment or combination, or 

(f) restriction, erasure or destruction, 

(subject to subsection (14) (c) and sections 5(7), 29(2) and 82(3), which make provision about 

references to processing in the different Parts of this Act). 

(5) 'Data subject' means the identified or identifiable living individual to whom personal data 

relates. 

(6) 'Controller' and 'processor', in relation to the processing of personal data to which Chapter 2 

or 3 of Part 2, Part 3 or Part 4 applies, have the same meaning as in that Chapter or Part (see sections 
5, 6, 32 and 83 and see also subsection (14)(d)). 

(7) 'Filing system' means any structured set of personal data which is accessible according to 
specific criteria, whether held by automated means or manually and whether centralised, decen

tralised or dispersed on a functional or geographical basis. 

(8) 'The Commissioner' means the Information Commissioner (see section 114). 
(9) 'The data protection legislation' means-

(a) the GDPR, 
(b) the applied GDPR, 
(c) this Act, 

(d) regulations made under this Act, and 

(e) regulations made under section 2(2) of the European Communities Act 1972 which 
relate to the GDPR or the Law Enforcement Directive. 

(10) 'The GDPR' means Regulation (EU) 2016/679 of the European Parliament and of the 

Council of 27 April 2016 on the protection of natural persons with regard to the processing of per

sonal data and on the free movement of such data (General Data Protection Regulation). 
(11) 'The applied GDPR' means the GDPR as applied by Chapter 3 of Part 2 .  

(12) 'The Law Enforcement Directive' means Directive (EU) 2016/680 of the European Parliament. 
(13) 'The Data Protection Convention' means the Convention for the Protection of Individuals 

with regard to Automatic Processing of Personal Data which was opened for signature on 28 January 
1981, as amended up to the day on which this Act is passed. 
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PART 2 GENERAL PROCES SING 

Chapter 1 Scope and definitions 

4 Processing to which this Part applies 
(1) This Part is relevant to most processing of personal data. 

(2) Chapter 2 of this Part-

(a) applies to the types of processing of personal data to which the GDPR applies by virtue of 

Article 2 of the GDPR, and 
(b) supplements, and must be read with, the GDPR. 

5 Definitions 
(1) Terms used in Chapter 2 of this Part and in the GDPR have the same meaning in Chapter 2 

as they have in the GDPR. 
(2) In subsection (1), the reference to a term's meaning in the GDPR is to its meaning in the 

GDPR read with any provision of Chapter 2 which modifies the term's meaning for the purposes of 

the GDPR. 

Chapter 2 The GDPR 

Special categories of personal data 

10 Special categories of personal data and criminal convictions etc data 
(1) Subsections (2) and (3) make provision about the processing of personal data described in 

Article 9(1) of the GDPR (prohibition on processing of special categories of personal data) in reli
ance on an exception in one of the following points of Article 9(2)-

(a) point (b) (employment, social security and social protection); 

(b) point (g) (substantial public interest); 

(c) point (h) (health and social care); 

(d) point (i) (public health); 
(e) point (j) (archiving, research and statistics). 

(2) The processing meets the requirement in point (b), (h), (i) or U) of Article 9(2) of the GDPR 
for authorisation by, or a basis in, the law of the United Kingdom or a part of the United Kingdom 

only if it meets a condition in Part 1 of Schedule 1. 

(3) The processing meets the requirement in point (g) of Article 9(2) of the GDPR for a basis in 

the law of the United Kingdom or a part of the United Kingdom only if it meets a condition in Part 2 

of Schedule 1 .  

11 Special categories of personal data etc: supplementary 
(1) For the purposes of Article 9(2)(h) of the GDPR (processing for health or social care pur

poses etc), the circumstances in which the processing of personal data is carried out subject to the 
conditions and safeguards referred to in Article 9(3) of the GDPR (obligation of secrecy) include 

circumstances in which it is carried out-
(a) by or under the responsibility of a health professional or a social work professional, or 
(b) by another person who in the circumstances owes a duty of confidentiality under an en

actment or rule of law. 

Specific processing situations 

19 Processing for archiving, research and statistical purposes: safeguards 
(1) This section makes provision about-

(a) processing of personal data that is necessary for archiving purposes in the public interest, 
(b) processing of personal data that is necessary for scientific or historical research pur

poses, and 

(c) processing of personal data that is necessary for statistical purposes. 
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(2) Such processing does not satisfy the requirement in Article 89(1) of the GDPR for the pro

cessing to be subject to appropriate safeguards for the rights and freedoms of the data subject if it is 

likely to cause substantial damage or substantial distress to a data subject. 

(3) Such processing does not satisfy that requirement if the processing is carried out for the 
purposes of measures or decisions with respect to a particular data subject, unless the purposes for 
which the processing is necessary include the purposes of approved medical research. 

(4) In this section-

'approved medical research' means medical research carried out by a person who has approval 

to carry out that research from-

( a) a research ethics committee recognised or established by the Health Research Authority 

under Chapter 2 of Part 3 of the Care Act 2014, or 

(b) a body appointed by any of the following for the purpose of assessing the ethics of re

search involving individuals-

(i) the Secretary of State, the Scottish Ministers, the Welsh Ministers, or a Northern 

Ireland department; 

(ii) a relevant NHS body; 
(iii) United Kingdom Research and Innovation or a body that is a Research Council for 

the purposes of the Science and Technology Act 1965; 

(iv) an institution that is a research institution for the purposes of Chapter 4A of 

Part 7 of the Income Tax (Earnings and Pensions) Act 2003 (see section 457 
of that Act) . . .  

Chapter 3 Other general processing 

Application of the GDPR 

22 Application of the GDPR to processing to which this Chapter applies 
(1) The GDPR applies to the processing of personal data to which this Chapter applies but as 

if its Articles were part of an Act extending to England and Wales, Scotland and Northern Ireland. 

(2) Chapter 2 of this Part applies for the purposes of the applied GDPR as it applies for the pur

poses of the GDPR. 

(3) In this Chapter, 'the applied Chapter 2' means Chapter 2 of this Part as applied by this 

Chapter. 
(5) A question as to the meaning or effect of a provision of the applied GDPR, or the applied 

Chapter 2, is to be determined consistently with the interpretation of the equivalent provision of the 

GDPR, or Chapter 2 of this Part, as it applies otherwise than by virtue of this Chapter, except so far 

as Schedule 6 requires a different interpretation. 

PART 3 LAW ENFORCEMENT PRO C E S S ING 

Chapter 1 Scope and definitions 

Scope 

29 Processing to which this Part applies 
(1) This Part applies to-

(a) the processing by a competent authority of personal data wholly or partly by automated 

means, and 

(b) the processing by a competent authority otherwise than by automated means of per

sonal data which forms part of a filing system or is intended to form part of a filing 
system. 
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33 Other definitions 
(2) 'Employee', in relation to any person, includes an individual who holds a position (whether 

paid or unpaid) under the direction and control of that person. 
(3) 'Personal data breach' means a breach of security leading to the accidental or unlawful 

destruction, loss, alteration, unauthorised disclosure of, or access to, personal data transmitted, 

stored or otherwise processed. 

( 4) 'Profiling' means any form of automated processing of personal data consisting of the use of 

personal data to evaluate certain personal aspects relating to an individual, in particular to analyse 

or predict aspects concerning that individual's performance at work, economic situation, health, 
personal preferences, interests, reliability, behaviour, location or movements. 

(5) 'Recipient', in relation to any personal data, means any person to whom the data is dis

closed, whether a third party or not, but it does not include a public authority to whom disclosure is 

or may be made in the framework of a particular inquiry in accordance with the law. 
(6) 'Restriction of processing' means the marking of stored personal data with the aim of limit

ing its processing for the future. 

(7) 'Third country' means a country or territory other than a member State. 

Chapter 2 Principles 

34 Overview and general duty of controller 
(1) This Chapter sets out the six data protection principles as follows-

(a) section 35(1) sets out the first data protection principle (requirement that processing be 

lawful and fair); 

(b) section 36(1) sets out the second data protection principle (requirement that purposes of 

processing be specified, explicit and legitimate); 

(c) section 37 sets out the third data protection principle (requirement that personal data be 

adequate, relevant and not excessive); 

(d) section 38(1) sets out the fourth data protection principle (requirement that personal 

data be accurate and kept up to date); 
(e) section 39(1) sets out the fifth data protection principle (requirement that personal data 

be kept for no longer than is necessary); 
(f) section 40 sets out the sixth data protection principle (requirement that personal data be 

processed in a secure manner). 

(2) In addition-
(a) each of sections 35, 36, 38 and 39 makes provision to supplement the principle to which 

it relates, and 

(b) sections 41 and 42 make provision about the safeguards that apply in relation to certain 

types of processing. 

(3) The controller in relation to personal data is responsible for, and must be able to demon

strate, compliance with this Chapter. 

35 The first data protection principle 
(1) The first data protection principle is that the processing of personal data for any of the law 

enforcement purposes must be lawful and fair. 

(2) The processing of personal data for any of the law enforcement purposes is lawful only if 
and to the extent that it is based on law and either-

(a) the data subject has given consent to the processing for that purpose, or 
(b) the processing is necessary for the performance of a task carried out for that purpose by 

a competent authority. 
(3) In addition, where the processing for any of the law enforcement purposes is sensitive pro

cessing, the processing is permitted only in the two cases set out in subsections (4) and (5). 
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(a) the data subject has given consent to the processing for the law enforcement purpose as 

mentioned in subsection (2)(a), and 

(b) at the time when the processing is carried out, the controller has an appropriate policy 

document in place (see section 42). 

(5) The second case is where-
(a) the processing is strictly necessary for the law enforcement purpose, 
(b) the processing meets at least one of the conditions in Schedule 8, and 
(c) at the time when the processing is carried out, the controller has an appropriate policy 

document in place (see section 42). 

(6) The Secretary of State may by regulations amend Schedule 8-

(a) by adding conditions; 

(b) by omitting conditions added by regulations under paragraph (a). 

(8) In this section, 'sensitive processing' means-

(a) the processing of personal data revealing racial or ethnic origin, political opinions, reli
gious or philosophical beliefs or trade union membership; 

(b) the processing of genetic data, or of biometric data, for the purpose of uniquely identi

fying an individual; 

(c) the processing of data concerning health; 
(d) the processing of data concerning an individual's sex life or sexual orientation. 

36 The second data protection principle 
(1) The second data protection principle is that-

(a) the law enforcement purpose for which personal data is collected on any occasion must 

be specified, explicit and legitimate, and 
(b) personal data so collected must not be processed in a manner that is incompatible with 

the purpose for which it was collected. 
(2) Paragraph (b) of the second data protection principle is subject to subsections (3) and (4). 

(3) Personal data collected for a law enforcement purpose may be processed for any other law 

enforcement purpose (whether by the controller that collected the data or by another controller) 

provided that-

(a) the controller is authorised by law to process the data for the other purpose, and 

(b) the processing is necessary and proportionate to that other purpose. 

(4) Personal data collected for any of the law enforcement purposes may not be processed for a 
purpose that is not a law enforcement purpose unless the processing is authorised by law. 

37 The third data protection principle 
The third data protection principle is that personal data processed for any of the law enforcement pur

poses must be adequate, relevant and not excessive in relation to the purpose for which it is processed. 

38 The fourth data protection principle 
(1) The fourth data protection principle is that-

(a) personal data processed for any of the law enforcement purposes must be accurate and, 

where necessary, kept up to date, and 

(b) every reasonable step must be taken to ensure that personal data that is inaccurate, hav
ing regard to the law enforcement purpose for which it is processed, is erased or rectified 
without delay. 

(2) In processing personal data for any of the law enforcement purposes, personal data based 
on facts must, so far as possible, be distinguished from personal data based on personal assessments. 

(3) In processing personal data for any of the law enforcement purposes, a clear distinction 

must, where relevant and as far as possible, be made between personal data relating to different 

categories of data subject, such as-
(a) persons suspected of having committed or being about to commit a criminal offence; 
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(b) persons convicted of a criminal offence; 

(c) persons who are or may be victims of a criminal offence; 

(d) witnesses or other persons with information about offences. 
(4) All reasonable steps must be taken to ensure that personal data which is inaccurate, incom

plete or no longer up to date is not transmitted or made available for any of the law enforcement 

purposes. 
(5) For that purpose-

(a) the quality of personal data must be verified before it is transmitted or made available, 

(b) in all transmissions of personal data, the necessary information enabling the recipient 

to assess the degree of accuracy, completeness and reliability of the data and the extent 

to which it is up to date must be included, and 

(c) if, after personal data has been transmitted, it emerges that the data was incorrect or 

that the transmission was unlawful, the recipient must be notified without delay. 

39 The fifth data protection principle 
(1) The fifth data protection principle is that personal data processed for any of the law enforce

ment purposes must be kept for no longer than is necessary for the purpose for which it is processed. 

(2) Appropriate time limits must be established for the periodic review of the need for the con

tinued storage of personal data for any of the law enforcement purposes. 

40 The sixth data protection principle 
The sixth data protection principle is that personal data processed for any of the law enforcement 

purposes must be so processed in a manner that ensures appropriate security of the personal 

data, using appropriate technical or organisational measures (and, in this principle, 'appropriate 
security' includes protection against unauthorised or unlawful processing and against accidental 

loss, destruction or damage). 

Chapter 3 Rights of the data subject 

43 Overview and scope 
(1) This Chapter-

(a) imposes general duties on the controller to make information available (see section 44); 

(b) confers a right of access by the data subject (see section 45); 
(c) confers rights on the data subject with respect to the rectification of personal data and 

the erasure of personal data or the restriction of its processing (see sections 46 to 48); 

(d) regulates automated decision-making (see sections 49 and SO); 
(e) makes supplementary provision (see sections 51 to 54). 

(2) This Chapter applies only in relation to the processing of personal data for a law enforce

ment purpose. 

(3) But sections 44 to 48 do not apply in relation to the processing of relevant personal data in 

the course of a criminal investigation or criminal proceedings, including proceedings for the pur
pose of executing a criminal penalty. 

(4) In subsection (3), 'relevant personal data' means personal data contained in a judicial deci
sion or in other documents relating to the investigation or proceedings which are created by or on 

behalf of a court or other judicial authority. 
(S) In this Chapter, 'the controller', in relation to a data subject, means the controller in relation 

to personal data relating to the data subject. 

44 Information: controller's general duties 
(1) The controller must make available to data subjects the following information (whether by 

making the information generally available to the public or in any other way)-
(a) the identity and the contact details of the controller; 
(b) where applicable, the contact details of the data protection officer (see sections 69 to 71); 
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(c) the purposes for which the controller processes personal data; 

(d) the existence of the rights of data subjects to request from the controller

(i) access to personal data (see section 45), 

(ii) rectification of personal data (see section 46), and 

(iii) erasure of personal data or the restriction of its processing (see section 47); 

(e) the existence of the right to lodge a complaint with the Commissioner and the contact 

details of the Commissioner. 
(2) The controller must also, in specific cases for the purpose of enabling the exercise of a data 

subject's rights under this Part, give the data subject the following-

( a) information about the legal basis for the processing; 

(b) information about the period for which the personal data will be stored or, where that is 

not possible, about the criteria used to determine that period; 

(c) where applicable, information about the categories of recipients of the personal data (in

cluding recipients in third countries or international organisations); 
(d) such further information as is necessary to enable the exercise of the data subject's rights 

under this Part. 

(3) An example of where further information may be necessary as mentioned in subsection 

(2)(d) is where the personal data being processed was collected without the knowledge of the data 

subject. 

(4) The controller may restrict, wholly or partly, the provision of information to the data sub

ject under subsection (2) to the extent that and for so long as the restriction is, having regard to 

the fundamental rights and legitimate interests of the data subject, a necessary and proportionate 

measure to-

(a) avoid obstructing an official or legal inquiry, investigation or procedure; 
(b) avoid prejudicing the prevention, detection, investigation or prosecution of criminal 

offences or the execution of criminal penalties; 

(c) protect public security; 

(d) protect national security; 

(e) protect the rights and freedoms of others. 

(5) Where the provision of information to a data subject under subsection (2) is restricted, 

wholly or partly, the controller must inform the data subject in writing without undue delay

( a) that the provision of information has been restricted, 

(b) of the reasons for the restriction, 
(c) of the data subject's right to make a request to the Commissioner under section 51, 

(d) of the data subject's right to lodge a complaint with the Commissioner, and 

(e) of the data subject's right to apply to a court under section 167. 

(6) Subsection (5)(a) and (b) do not apply to the extent that complying with them would under

mine the purpose of the restriction. 

(7) The controller must-

(a) record the reasons for a decision to restrict (whether wholly or partly) the provision of 
information to a data subject under subsection (2), and 

(b) ifrequested to do so by the Commissioner, make the record available to the Commissioner. 

Data subject's right of access 

45 Right of access by the data subject 
(1) A data subject is entitled to obtain from the controller-

(a) confirmation as to whether or not personal data concerning him or her is being pro
cessed, and 

(b) where that is the case, access to the personal data and the information set out in subsec
tion (2). 
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(2) That information is-

( a) the purposes of and legal basis for the processing; 

(b) the categories of personal data concerned; 
(c) the recipients or categories of recipients to whom the personal data has been disclosed 

(including recipients or categories of recipients in third countries or international 

organisations); 
(d) the period for which it is envisaged that the personal data will be stored or, where that is 

not possible, the criteria used to determine that period; 

(e) the existence of the data subject's rights to request from the controller

(i) rectification of personal data (see section 46), and 
(ii) erasure of personal data or the restriction of its processing (see section 47); 

(f) the existence of the data subject's right to lodge a complaint with the Commissioner and 
the contact details of the Commissioner; 

(g) communication of the personal data undergoing processing and of any available infor

mation as to its origin. 
(3) Where a data subject makes a request under subsection (1), the information to which the 

data subject is entitled must be provided in writing -

(a) without undue delay, and 

(b) in any event, before the end of the applicable time period (as to which see section 54). 

(4) The controller may restrict, wholly or partly, the rights conferred by subsection (1) to the 

extent that and for so long as the restriction is, having regard to the fundamental rights and legit

imate interests of the data subject, a necessary and proportionate measure to-

( a) avoid obstructing an official or legal inquiry, investigation or procedure; 
(b) avoid prejudicing the prevention, detection, investigation or prosecution of criminal 

offences or the execution of criminal penalties; 

(c) protect public security; 

(d) protect national security; 

(e) protect the rights and freedoms of others. 

(5) Where the rights of a data subject under subsection (1) are restricted, wholly or partly, the 

controller must inform the data subject in writing without undue delay

(a) that the rights of the data subject have been restricted, 

(b) of the reasons for the restriction, 
(c) of the data subject's right to make a request to the Commissioner under section 51, 

(d) of the data subject's right to lodge a complaint with the Commissioner, and 
(e) of the data subject's right to apply to a court under section 167. 

(6) Subsection (5)(a) and (b) do not apply to the extent that the provision of the information 

would undermine the purpose of the restriction. 

(7) The controller must-
(a) record the reasons for a decision to restrict (whether wholly or partly) the rights of a data 

subject under subsection (1), and 

(b) ifrequested to do so by the Commissioner, make the record available to the Commissioner. 

Data subject's rights to rectification or erasure etc. 

46 Right to rectification 
(1) The controller must, if so requested by a data subject, rectify without undue delay in

accurate personal data relating to the data subject. 
(2) Where personal data is inaccurate because it is incomplete, the controller must, if so 

requested by a data subject, complete it. 
(3) The duty under subsection (2) may, in appropriate cases, be fulfilled by the provision of a 

supplementary statement. 
(4) Where the controller would be required to rectify personal data under this section but the 

personal data must be maintained for the purposes of evidence, the controller must (instead of rec
tifying the personal data) restrict its processing. 
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(1) The controller must erase personal data without undue delaywhere-

(a) the processing of the personal data would infringe section 35, 36(1) to (3), 37, 38(1), 
39(1), 40, 41 or 42, or 

(b) the controller has a legal obligation to erase the data. 

(2) Where the controller would be required to erase personal data under subsection (1) but the 

personal data must be maintained for the purposes of evidence, the controller must (instead of eras
ing the personal data) restrict its processing. 

(3) Where a data subject contests the accuracy of personal data (whether in making a request 

under this section or section 46 or in any other way), but it is not possible to ascertain whether it is 

accurate or not, the controller must restrict its processing. 

(4) A data subject may request the controller to erase personal data or to restrict its processing 

(but the duties of the controller under this section apply whether or not such a request is made) . 

48 Rights under section 46 or 4 7: supplementary 
(1) Where a data subject requests the rectification or erasure of personal data or the restriction 

of its processing, the controller must inform the data subject in writing-

( a) whether the request has been granted, and 

(b) if it has been refused-
(i) of the reasons for the refusal, 

(ii) of the data subject's right to make a request to the Commissioner under section 51, 

(iii) of the data subject's right to lodge a complaint with the Commissioner, and 

(iv) of the data subject's right to apply to a court under section 167. 

(2) The controller must comply with the duty under subsection (1)

(a) without undue delay, and 

(b) in any event, before the end of the applicable time period (see section 54). 
(3) The controller may restrict, wholly or partly, the provision of information to the data sub

ject under subsection (l) (b)(i) to the extent that and for so long as the restriction is, having regard 

to the fundamental rights and legitimate interests of the data subject, a necessary and proportionate 

measure to-

(a) avoid obstructing an official or legal inquiry, investigation or procedure; 

(b) avoid prejudicing the prevention, detection, investigation or prosecution of criminal 

offences or the execution of criminal penalties; 

(c) protect public security; 
(d) protect national security; 
(e) protect the rights and freedoms of others. 

(4) Where the rights of a data subject under subsection (1) are restricted, wholly or partly, the 

controller must inform the data subject in writing without undue delay
( a) that the rights of the data subject have been restricted, 

(b) of the reasons for the restriction, 

(c) of the data subject's right to lodge a complaint with the Commissioner, and 

(d) of the data subject's right to apply to a court under section 167. 

(5) Subsection (4) (a) and (b) do not apply to the extent that the provision of the information 

would undermine the purpose of the restriction. 
(6) The controller must-

(a) record the reasons for a decision to restrict (whether wholly or partly) the provision of 

information to a data subject under subsection (l)(b)(i), and 
(b) if requested to do so by the Commissioner, make the record available to the Commissioner. 

(7) Where the controller rectifies personal data, it must notify the competent authority (if any) 

from which the inaccurate personal data originated. 

(8) In subsection (7), the reference to a competent authority includes (in addition to a com
petent authority within the meaning of this Part) any person that is a competent authority for the 
purposes of the Law Enforcement Directive in a member State other than the United Kingdom. 
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(9) Where the controller rectifies, erases or restricts the processing of personal data which has 

been disclosed by the controller-

(a) the controller must notify the recipients, and 

(b) the recipients must similarly rectify, erase or restrict the processing of the personal data 

(so far as they retain responsibility for it). 
(10) Where processing is restricted in accordance with section 47(3), the controller must in

form the data subject before lifting the restriction. 

Chapter 4 Controller and processor 

General obligations 

56 General obligations of the controller 
(1) Each controller must implement appropriate technical and organisational measures to en

sure, and to be able to demonstrate, that the processing of personal data complies with the require

ments of this Part. 

(2) Where proportionate in relation to the processing, the measures implemented to comply 

with the duty under subsection (1) must include appropriate data protection policies. 
(3) The technical and organisational measures implemented under subsection (1) must be 

reviewed and updated where necessary. 

Obligations relating to security 

66 Security of processing 
(1) Each controller and each processor must implement appropriate technical and organisa

tional measures to ensure a level of security appropriate to the risks arising from the processing of 

personal data. 

(2) In the case of automated processing, each controller and each processor must, following an 

evaluation of the risks, implement measures designed to-

( a) prevent unauthorised processing or unauthorised interference with the systems used in 

connection with it, 

(b) ensure that it is possible to establish the precise details of any processing that takes place, 

(c) ensure that any systems used in connection with the processing function properly and 

may, in the case of interruption, be restored, and 
(d) ensure that stored personal data cannot be corrupted if a system used in connection with 

the processing malfunctions. 

Obligations relating to personal data breaches 

67 Notification of a personal data breach to the Commissioner 
(1) If a controller becomes aware of a personal data breach in relation to personal data for 

which the controller is responsible, the controller must notify the breach to the Commissioner

(a) without undue delay, and 

(b) where feasible, not later than 72 hours after becoming aware of it. 

(2) Subsection (1) does not apply if the personal data breach is unlikely to result in a risk to the 
rights and freedoms of individuals. 

(3) Where the notification to the Commissioner is not made within 72 hours, the notification 
must be accompanied by reasons for the delay. 

(4) Subject to subsection (5), the notification must include-
(a) a description of the nature of the personal data breach including, where possible, the 

categories and approximate number of data subjects concerned and the categories and 

approximate number of personal data records concerned; 
(b) the name and contact details of the data protection officer or other contact point from 

whom more information can be obtained; 

(c) a description of the likely consequences of the personal data breach; 
(d) a description of the measures taken or proposed to be taken by the controller to address 

the personal data breach, including, where appropriate, measures to mitigate its pos
sible adverse effects. 
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(5) Where and to the extent that it is not possible to provide all the information mentioned in 

subsection (4) at the same time, the information may be provided in phases without undue further 

delay. 

(6) The controller must record the following information in relation to a personal data breach

( a) the facts relating to the breach, 

(b) its effects, and 

(c) the remedial action taken. 

(7) The information mentioned in subsection (6) must be recorded in such a way as to enable 

the Commissioner to verify compliance with this section. 

(8) Where a personal data breach involves personal data that has been transmitted by or to a 
person who is a controller under the law of another member State, the information mentioned in 

subsection (6) must be communicated to that person without undue delay. 
(9) If a processor becomes aware of a personal data breach (in relation to personal data pro

cessed by the processor), the processor must notify the controller without undue delay. 

68 Communication of a personal data breach to the data subject 
(1) Where a personal data breach is likely to result in a high risk to the rights and freedoms of 

individuals, the controller must inform the data subject of the breach without undue delay. 
(2) The information given to the data subject must include the following-

(a) a description of the nature of the breach; 

(b) the name and contact details of the data protection officer or other contact point from 

whom more information can be obtained; 

(c) a description of the likely consequences of the personal data breach; 

(d) a description of the measures taken or proposed to be taken by the controller to address 

the personal data breach, including, where appropriate, measures to mitigate its pos

sible adverse effects. 

(3) The duty under subsection (1) does not apply where-

(a) the controller has implemented appropriate technological and organisational protec

tion measures which were applied to the personal data affected by the breach, 
(b) the controller has taken subsequent measures which ensure that the high risk to the 

rights and freedoms of data subjects referred to in subsection (1) is no longer likely to 

materialise, or 
(c) it would involve a disproportionate effort. 

( 4) An example of a case which may fall within subsection (3) (a) is where measures that render 

personal data unintelligible to any person not authorised to access the data have been applied, such 

as encryption. 
(5) In a case falling within subsection (3) (c) (but not within subsection (3) (a) or (b)), the infor

mation mentioned in subsection (2) must be made available to the data subject in another equally 
effective way, for example, by means of a public communication. 

(6) Where the controller has not informed the data subject of the breach the Commissioner, on 
being notified under section 67 and after considering the likelihood of the breach resulting in a high 

risk, may-

(a) require the controller to notify the data subject of the breach, or 
(b) decide that the controller is not required to do so because any of paragraphs (a) to (c) of 

subsection (3) applies. 

(7) The controller may restrict, wholly or partly, the provision of information to the data sub
ject under subsection (1) to the extent that and for so long as the restriction is, having regard to 
the fundamental rights and legitimate interests of the data subject, a necessary and proportionate 
measure to-

(a) avoid obstructing an official or legal inquiry, investigation or procedure; 
(b) avoid prejudicing the prevention, detection, investigation or prosecution of criminal 

offences or the execution of criminal penalties; 
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(c) protect public security; 

(d) protect national security; 

(e) protect the rights and freedoms of others. 

(8) Subsection (6) does not apply where the controller's decision not to inform the data subject 

of the breach was made in reliance on subsection (7) . 

(9) The duties in section 52(1) and (2) apply in relation to information that the controller is 

required to provide to the data subject under this section as they apply in relation to information that 

the controller is required to provide to the data subject under Chapter 3 .  

PART 5 THE INFORMATION COMMIS SIONER 

The Commissioner 

114 The Information Commissioner 
(1) There is to continue to be an Information Commissioner. 

General functions 

115 General functions under the GDPR and safeguards 
(1) The Commissioner is to be the supervisory authority in the United Kingdom for the pur

poses of Article 51 of the GDPR. 

PART 6 ENFORCEMENT 

Information notices 

142 Information notices 
(1) The Commissioner may, by written notice (an 'information notice')-

(a) require a controller or processor to provide the Commissioner with information that the 
Commissioner reasonably requires for the purposes of carrying out the Commissioner's 

functions under the data protection legislation, or 
(b) require any person to provide the Commissionerwith information thatthe Commissioner 

reasonably requires for the purposes of-
(i) investigating a suspected failure of a type described in section 149(2) or a sus

pected offence under this Act, or 
(ii) determining whether the processing of personal data is carried out by an individual 

in the course of a purely personal or household activity. 

145 Information orders 
(1) This section applies if, on an application by the Commissioner, a court is satisfied that a 

person has failed to comply with a requirement of an information notice. 

(2) The court may make an order requiring the person to provide to the Commissioner some or 

all of the following-

( a) information referred to in the information notice; 
(b) other information which the court is satisfied the Commissioner requires, having regard 

to the statement included in the notice in accordance with section 142(2)(b) .  

(3) The order-
(a) may specify the form in which the information must be provided, 
(b) must specify the time at which, or the period within which, the information must be 

provided, and 

(c) may specify the place where the information must be provided. 
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146 Assessment notices 
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(1) The Commissioner may by written notice (an 'assessment notice') require a controller or 
processor to permit the Commissioner to carry out an assessment of whether the controller or pro

cessor has complied or is complying with the data protection legislation. 

Enforcement notices 

149 Enforcement notices 
(1) Where the Commissioner is satisfied that a person has failed, or is failing, as described in 

subsection (2), (3), (4) or (5), the Commissioner may give the person a written notice (an 'enforce

ment notice') which requires the person-

(a) to take steps specified in the notice, or 

(b) to refrain from taking steps specified in the notice, 

or both (and see also sections 150 and 151). 

Complaints 

165 Complaints by data subjects 
(1) Articles 57(1) (f) and (2) and 77 of the GDPR (data subject's right to lodge a complaint) 

confer rights on data subjects to complain to the Commissioner if the data subject considers that, in 

connection with personal data relating to him or her, there is an infringement of the GDPR. 

(2) A data subject may make a complaint to the Commissioner if the data subject considers that, 
in connection with personal data relating to him or her, there is an infringement of Part 3 or 4 of 

this Act. 

(3) The Commissioner must facilitate the making of complaints under subsection (2) by taking 

steps such as providing a complaint form which can be completed electronically and by other means. 

(4) If the Commissioner receives a complaint under subsection (2), the Commissioner must
(a) take appropriate steps to respond to the complaint, 

(b) inform the complainant of the outcome of the complaint, 
(c) inform the complainant of the rights under section 166, and 

(d) if asked to do so by the complainant, provide the complainant with further information 

about how to pursue the complaint. 
(5) The reference in subsection (4) (a) to taking appropriate steps in response to a complaint 

includes-

( a) investigating the subject matter of the complaint, to the extent appropriate, and 

(b) informing the complainant about progress on the complaint, including about whether 

further investigation or co-ordination with another supervisory authority or foreign 

designated authority is necessary. 

(6) If the Commissioner receives a complaint relating to the infringement of a data subject's 

rights under provisions adopted by a member State other than the United Kingdom pursuant to the 
Law Enforcement Directive, the Commissioner must-

(a) send the complaint to the relevant supervisory authority for the purposes of that 

Directive, 

(b) inform the complainant that the Commissioner has done so, and 
(c) if asked to do so by the complainant, provide the complainant with further information 

about how to pursue the complaint. 

Remedies in the court 

168 Compensation for contravention of the GDPR 
(1) In Article 82 of the GDPR (right to compensation for material or non-material damage), 

'non-material damage' includes distress. 
(2) Subsection (3) applies where-
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(a) in accordance with rules of court, proceedings under Article 82 of the GDPR are brought 

by a representative body on behalf of a person, and 
(b) a court orders the payment of compensation. 

(3) The court may make an order providing for the compensation to be paid on behalf of the 

person to-
(a) the representative body, or 

(b) such other person as the court thinks fit. 

169 Compensation for contravention of other data protection legislation 
(1) A person who suffers damage by reason of a contravention of a requirement of the data 

protection legislation, other than the GDPR, is entitled to compensation for that damage from the 

controller or the processor, subject to subsections (2) and (3). 
(2) Under subsection (1)-

(a) a controller involved in processing of personal data is liable for any damage caused by 

the processing, and 

(b) a processor involved in processing of personal data is liable for damage caused by the 

processing only if the processor-
(i) has not complied with an obligation under the data protection legislation specific

ally directed at processors, or 
(ii) has acted outside, or contrary to, the controller's lawful instructions. 

(3) A controller or processor is not liable as described in subsection (2) if the controller or pro

cessor proves that the controller or processor is not in any way responsible for the event giving rise 

to the damage. 
( 4) A joint controller in respect of the processing of personal data to which Part 3 or 4 applies 

whose responsibilities are determined in an arrangement under section 58 or 104 is only liable as 

described in subsection (2) if the controller is responsible for compliance with the provision of the 

data protection legislation that is contravened. 

(5) In this section, 'damage' includes financial loss and damage not involving financial loss, 

such as distress. 

PART 7 SUPPLEMENTARY AND FINAL PROVI SION 

Rights of the data subject 

185 Avoidance of certain contractual terms relating to health records 
(1) A term or condition of a contract is void in so far as it purports to require an individual to 

supply another person with a record which-

(a) consists of the information contained in a health record, and 
(b) has been or is to be obtained by a data subject in the exercise of a data subject access 

right. 

(2) A term or condition of a contract is also void in so far as it purports to require an individual 

to produce such a record to another person. 
(3) The references in subsections (1) and (2) to a record include a part of a record and a copy of 

all or part of a record. 

(4) In this section, 'data subject access right' means a right under

(a) Article 15 of the GDPR (right of access by the data subject); 
(b) Article 20 of the GDPR (right to data portability); 
(c) section 45 of this Act (law enforcement processing: right of access by the data subject); 

Interpretation 

204 Meaning of 'health professional' and 'social work professional' 
(1) In this Act, 'health professional' means any of the following-

(a) a registered medical practitioner; 



(b) a registered nurse or midwife; 

(j) a child psychotherapist; 

205 General interpretation 
(1) In this Act-
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'biometric data' means personal data resulting from specific technical processing relating to the 
physical, physiological or behavioural characteristics of an individual, which allows or confirms the 

unique identification of that individual, such as facial images or dactyloscopic data; 

'data concerning health' means personal data relating to the physical or mental health of an indi

vidual, including the provision of health care services, which reveals information about his or her 

health status; 

'genetic data' means personal data relating to the inherited or acquired genetic characteristics 

of an individual which gives unique information about the physiology or the health of that indi

vidual and which results, in particular, from an analysis of a biological sample from the individual 

in question; 

'health record' means a record which-

(a) consists of data concerning health, and 
(b) has been made by or on behalf of a health professional in connection with the diagnosis, 

care or treatment of the individual to whom the data relates; 

'inaccurate', in relation to personal data, means incorrect or misleading as to any matter of fact; 

'publish' means make available to the public or a section of the public (and related expressions are 

to be read accordingly); 

S CHEDULE 1 SPECIAL CATEGORIES OF PERSONAL 
DATA AND CRIMINAL CONVICTIONS ETC DATA 

PART 1 CONDITIONS RELATING TO EMPLOYMENT, 

HEALTH AND RE SEARCH ETC 

2 Health or social care purposes 
(1) This condition is met if the processing is necessary for health or social care purposes. 
(2) In this paragraph 'health or social care purposes' means the purposes of-

(a) preventive or occupational medicine, 

(b) the assessment of the working capacity of an employee, 

(c) medical diagnosis, 

(d) the provision of health care or treatment, 

(e) the provision of social care, or 

(f) the management of health care systems or services or social care systems or services. 

(3) See also the conditions and safeguards in Article 9(3) of the GDPR (obligations of secrecy) 

and section 11(1) . 

3 Public health 
This condition is met if the processing-

(a) is necessary for reasons of public interest in the area of public health, and 
(b) is carried out-

(i) by or under the responsibility of a health professional, or 

(ii) by another person who in the circumstances owes a duty ofconfidentiality under an 

enactment or rule of law. 

4 Research etc 
This condition is met if the processing-
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(a) is necessary for archiving purposes, scientific or historical research purposes or statis
tical purposes, 

(b) is carried out in accordance with Article 89(1) of the GDPR (as supplemented by sec

tion 19), and 
(c) is in the public interest. 

PART 2 SUBSTANTIAL PUBLIC INTEREST C ONDITIONS 

8 Equality of opportunity or treatment 
(1) This condition is met if the processing-

( a) is of a specified category of personal data, and 

(b) is necessary for the purposes of identifying or keeping under review the existence or 
absence of equality of opportunity or treatment between groups of people specified in 

relation to that category with a view to enabling such equality to be promoted or main

tained, subject to the exceptions in sub-paragraphs (3) to (5) . 
(2) In sub-paragraph (1), 'specified' means specified in the following table-

Category of personal data 

People of different racial or ethnic origins 

People holding different religious or philosophical 
beliefs 

People of different sexual orientation 

People with different states of physical or mental 
health 

Groups of people (in relation to a category of 
personal data) 

Personal data revealing racial or ethnic origin 

Personal data revealing religious or philosophical 
beliefs 

Personal data concerning an individual's 
sexual orientation 

Data concerning health 

(3) Processing does not meet the condition in sub-paragraph (1) if it is carried out for the pur

poses of measures or decisions with respect to a particular data subject. 

(4) Processing does not meet the condition in sub-paragraph (1) if it is likely to cause substan

tial damage or substantial distress to an individual. 
(5) Processing does not meet the condition in sub-paragraph (1) if-

(a) an individual who is the data subject (or one of the data subjects) has given notice in writ

ing to the controller requiring the controller not to process personal data in respect of 

which the individual is the data subject (and has not given notice in writing withdrawing 

that requirement), 
(b) the notice gave the controller a reasonable period in which to stop processing such data, 

and 
(c) that period has ended. 

10 Preventing or detecting unlawful acts 
(1) This condition is met if the processing-

( a) is necessary for the purposes of the prevention or detection of an unlawful act, 

(b) must be carried out without the consent of the data subject so as not to prejudice those 
purposes, and 

(c) is necessary for reasons of substantial public interest. 
(2) If the processing consists of the disclosure of personal data to a competent authority, or 

is carried out in preparation for such disclosure, the condition in sub-paragraph (1) is met even if, 
when the processing is carried out, the controller does not have an appropriate policy document in 
place (see paragraph 5 of this Schedule). 



11 Protecting the public against dishonesty etc 
(1) This condition is met if the processing-

( a) is necessary for the exercise of a protective function, 
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(b) must be carried out without the consent of the data subject so as not to prejudice the ex

ercise of that function, and 

(c) is necessary for reasons of substantial public interest. 
(2) In this paragraph, 'protective function' means a function which is intended to protect mem-

bers of the public against-
(a) dishonesty, malpractice or other seriously improper conduct, 

(b) unfitness or incompetence, 

(c) mismanagement in the administration of a body or association, or 

(d) failures in services provided by a body or association. 

16 Support for individuals with a particular disability or medical condition 
(1) This condition is met if the processing-

(a) is carried out by a not-for-profit body which provides support to individuals with a par

ticular disability or medical condition, 

(b) is of a type of personal data falling within sub-paragraph (2) which relates to an indi

vidual falling within sub-paragraph (3), 

(c) is necessary for the purposes of-
(i) raising awareness of the disability or medical condition, or 

(ii) providing support to individuals falling within sub-paragraph (3) or enabling such 

individuals to provide support to each other, 

(d) can reasonably be carried out without the consent of the data subject, and 

(e) is necessary for reasons of substantial public interest. 

(2) The following types of personal data fall within this sub-paragraph
(a) personal data revealing racial or ethnic origin; 

(b) genetic data or biometric data; 

(c) data concerning health; 

(d) personal data concerning an individual's sex life or sexual orientation. 

(3) An individual falls within this sub-paragraph if the individual is or has been a member of 

the body mentioned in sub-paragraph (l)(a) and-

(a) has the disability or condition mentioned there, has had that disability or condition or 
has a significant risk of developing that disability or condition, or 

(b) is a relative or carer of an individual who satisfies paragraph (a) of this sub-paragraph. 
(4) For the purposes of sub-paragraph (l) (d), processing can reasonably be carried out without 

the consent of the data subject only where-

( a) the controller cannot reasonably be expected to obtain the consent of the data subject, 
and 

(b) the controller is not aware of the data subject withholding consent. 

(5) In this paragraph-

'carer' means an individual who provides or intends to provide care for another individual other 

than-

(a) under or by virtue of a contract, or 
(b) as voluntary work; 

'disability' has the same meaning as in the Equality Act 2010 (see section 6 of, and Schedule 1 to, 

that Act). 
(6) The reference in sub-paragraph (4)(b) to a data subject withholding consent does not in

clude a data subject merely failing to respond to a request for consent. 

17 Counselling etc 
(1) This condition is met if the processing-
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(a) is necessary for the provision of confidential counselling, advice or support or of another 

similar service provided confidentially, 

(b) is carried out without the consent of the data subject for one of the reasons listed in sub

paragraph (2), and 
(c) is necessary for reasons of substantial public interest. 

(2) The reasons mentioned in sub-paragraph (l) (b) are-

(a) in the circumstances, consent to the processing cannot be given by the data subject; 

(b) in the circumstances, the controller cannot reasonably be expected to obtain the consent 

of the data subject to the processing; 

(c) the processing must be carried out without the consent of the data subject because 

obtaining the consent of the data subject would prejudice the provision of the service 

mentioned in sub-paragraph (l)(a) . 

18 Safeguarding of children and of individuals at risk 
(1) This condition is met if-

( a) the processing is necessary for the purposes of-

(i) protecting an individual from neglect or physical, mental or emotional harm, or 

(ii) protecting the physical, mental or emotional well-being of an individual, 
(b) the individual is-

(i) aged under 18, or 

(ii) aged 18 or over and at risk, 

(c) the processing is carried out without the consent of the data subject for one of the rea

sons listed in sub-paragraph (2), and 

(d) the processing is necessary for reasons of substantial public interest. 

(2) The reasons mentioned in sub-paragraph (l)(c) are-

(a) in the circumstances, consent to the processing cannot be given by the data subject; 

(b) in the circumstances, the controller cannot reasonably be expected to obtain the consent 

of the data subject to the processing; 
(c) the processing must be carried out without the consent of the data subject because 

obtaining the consent of the data subject would prejudice the provision of the protection 

mentioned in sub-paragraph (l)(a). 
(3) For the purposes of this paragraph, an individual aged 18 or over is 'at risk' if the controller 

has reasonable cause to suspect that the individual

(a) has needs for care and support, 
(b) is experiencing, or at risk of, neglect or physical, mental or emotional harm, and 

(c) as a result of those needs is unable to protect himself or herself against the neglect or 

harm or the risk of it. 

(4) In sub-paragraph (l) (a), the reference to the protection of an individual or of the well-being 

of an individual includes both protection relating to a particular individual and protection relating 

to a type of individual. 

S CHEDULE 2 EXEMPTIONS ETC FROM THE GDPR 

10 (1) The listed GDPR provisions do  not apply to personal data processed for the purposes of 

discharging a function listed in sub-paragraph (2) to the extent that the application of those provi
sions would be likely to prejudice the proper discharge of the function. 

(2) The functions are-

( c) the function of considering a complaint under

(i) section 14 of the NHS Redress Act 2006, 
(ii) section 113(1) or (2) or section 114(1) or (3) of the Health and Social Care 

(Community Health and Standards) Act 2003, 
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PART 3 RE STRICTION BASED ON ARTICLE 2 3 (1) : 

PROTE CTION OF RIGHTS OF OTHERS 

16 Protection of the rights of  others: general 
(1) Article 15(1) to (3) of the GDPR (confirmation of processing, access to data and safeguards 

for third country transfers), and Article 5 of the GDPR so far as its provisions correspond to the rights 

and obligations provided for in Article 15(1) to (3), do not oblige a controller to disclose information 

to the data subject to the extent that doing so would involve disclosing information relating to an

other individual who can be identified from the information. 
(2) Sub-paragraph (1) does not remove the controller's obligation where-

(a) the other individual has consented to the disclosure of the information to the data sub

ject, or 

(b) it is reasonable to disclose the information to the data subject without the consent of the 

other individual. 

(3) In determining whether it is reasonable to disclose the information without consent, the 

controller must have regard to all the relevant circumstances, including
( a) the type of information that would be disclosed, 

(b) any duty of confidentiality owed to the other individual, 

(c) any steps taken by the controller with a view to seeking the consent of the other 

individual, 

(d) whether the other individual is capable of giving consent, and 

(e) any express refusal of consent by the other individual. 
( 4) For the purposes of this paragraph-

(a) 'information relating to another individual' includes information identifying the other 

individual as the source of information; 

(b) an individual can be identified from information to be provided to a data subject by a 

controller if the individual can be identified from-

(i) that information, or 

(ii) that information and any other information that the controller reasonably believes 

the data subject is likely to possess or obtain. 

17 Assumption of reasonableness for health workers, social workers and 
education workers 

(1) For the purposes of paragraph 16(2)(b), it is to be considered reasonable for a controller to 

disclose information to a data subject without the consent of the other individual where-
(a) the health data test is met . .  ., 

(2) The health data test is met if-

(a) the information in question is contained in a health record, and 

(b) the other individual is a health professional who has compiled or contributed to the 
health record or who, in his or her capacity as a health professional, has been involved in 

the diagnosis, care or treatment of the data subject. 

PART 6 DERO GATIONS ETC BASED ON ARTICLE 89 FOR 
RE SEARCH, STATISTIC S AND ARC HIVING 

27 Research and statistics 
(1) The listed GDPR provisions do not apply to personal data processed for

(a) scientific or historical research purposes, or 
(b) statistical purposes, 

to the extent that the application of those provisions would prevent or seriously impair the 
achievement of the purposes in question. This is subject to sub-paragraph (3). 
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(2) For the purposes of this paragraph, the listed GDPR provisions are the following provisions 

of the GDPR (the rights in which may be derogated from by virtue of Article 89(2) of the GDPR)

(a) Article 15(1) to (3) (confirmation of processing, access to data and safeguards for third 

country transfers); 
(b) Article 16 (right to rectification); 
(c) Article 18(1) (restriction of processing); 

(d) Article 21(1) (objections to processing). 
(3) The exemption in sub-paragraph (1) is available onlywhere-

(a) the personal data is processed in accordance with Article 89(1) of the GDPR (as supple

mented by section 19), and 

(b) as regards the disapplication of Article 15(1) to (3), the results of the research or any 

resulting statistics are not made available in a form which identifies a data subject. 

S CHEDULE 3 EXEMPTIONS ETC FROM THE GDPR: 
HEALTH, S OCIAL WORK, EDUCATION 

AND CHILD ABUSE DATA 

SECTION 15 

PART 2 HEALTH DATA 

2 Definitions 
(1) In this Part of this Schedule-

'the appropriate health professional', in relation to a question as to whether the serious harm test 

is met with respect to data concerning health, means-

( a) the health professional who is currently or was most recently responsible for the diag

nosis, care or treatment of the data subject in connection with the matters to which the 

data relates, 
(b) where there is more than one such health professional, the health professional who is the 

most suitable to provide an opinion on the question, or 

(c) a health professional who has the necessary experience and qualifications to provide an 
opinion on the question, where-

(i) there is no health professional available falling within paragraph (a) or (b), or 

(ii) the controller is the Secretary of State and data is processed in connection with the 
exercise of the functions conferred on the Secretary of State by or under the Child 

Support Act 1991 and the Child Support Act 1995, or the Secretary of State's func

tions in relation to social security or war pensions, or 

(iii) the controller is the Department for Communities in Northern Ireland and data 

is processed in connection with the exercise of the functions conferred on the 

Department by or under the Child Support (Northern Ireland) Order 1991 (S. I .  
1991/2628 (N.I .  23)) and the Child Support (Northern Ireland) Order 1995 (S.I .  
1995/2702 (N.I .  13)); 

(2) For the purposes of this Part of this Schedule, the 'serious harm test' is met with respect 

to data concerning health if the application of Article 15 of the GDPR to the data would be likely to 

cause serious harm to the physical or mental health of the data subject or another individual. 

3 Exemption from the listed GDPR provisions: data processed by a court 
(1) The listed GDPR provisions do not apply to data concerning health if

(a) it is processed by a court, 
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(b) it consists of information supplied in a report or other evidence given to the court in the 
course of proceedings to which rules listed in sub-paragraph (2) apply, and 

(c) in accordance with those rules, the data may be withheld by the court in whole or in part 

from the data subject. 

4 Exemption from the listed GDPR provisions: data subject's expectations 
and wishes 

(1) This paragraph applies where a request for data concerning health is made in exercise of a 

power conferred by an enactment or rule oflaw and-

(a) in relation to England and Wales or Northern Ireland, the data subject is an individual 

aged under 18 and the person making the request has parental responsibility for the data 

subject, 

(b) in relation to Scotland, the data subject is an individual aged under 16 and the person 

making the request has parental responsibilities for the data subject, or 

(c) the data subject is incapable of managing his or her own affairs and the person making 

the request has been appointed by a court to manage those affairs. 

(2) The listed GDPR provisions do not apply to data concerning health to the extent that com

plying with the request would disclose information-

(a) which was provided by the data subject in the expectation that it would not be disclosed 
to the person making the request, 

(b) which was obtained as a result of any examination or investigation to which the data 

subject consented in the expectation that the information would not be so disclosed, or 

(c) which the data subject has expressly indicated should not be so disclosed. 

(3) The exemptions under sub-paragraph (2) (a) and (b) do not apply if the data subject has ex

pressly indicated that he or she no longer has the expectation mentioned there. 

5 Exemption from Article 15 of the GDPR: serious harm 
(1) Article 15(1) to (3) of the GDPR (confirmation of processing, access to data and safeguards 

for third country transfers) do not apply to data concerning health to the extent that the serious 

harm test is met with respect to the data. 
(2) A controller who is not a health professional may not rely on sub-paragraph (1) to withhold 

data concerning health unless the controller has obtained an opinion from the person who appears 

to the controller to be the appropriate health professional to the effect that the serious harm test is 
met with respect to the data. 

(3) An opinion does not count for the purposes of sub-paragraph (2) if

(a) it was obtained before the beginning of the relevant period, or 

(b) it was obtained during that period but it is reasonable in all the circumstances to re

consult the appropriate health professional. 

(4) In this paragraph, 'the relevant period' means the period of 6 months ending with the day 
on which the opinion would be relied on. 

6 Restriction of Article 15 of the GDPR: prior opinion of appropriate health 
professional 

(1) Article 15(1) to (3) of the GDPR (confirmation of processing, access to data and safeguards 

for third country transfers) do not permit the disclosure of data concerning health by a controller 
who is not a health professional unless the controller has obtained an opinion from the person who 
appears to the controller to be the appropriate health professional to the effect that the serious harm 

test is not met with respect to the data. 
(2) Sub-paragraph (1) does not apply to the extent that the controller is satisfied that the data 

concerning health has already been seen by, or is within the knowledge of, the data subject. 
(3) An opinion does not count for the purposes of sub-paragraph (1) if-

(a) it was obtained before the beginning of the relevant period, or 
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(b) it was obtained during that period but it is reasonable in all the circumstances to re

consult the appropriate health professional. 
( 4) In this paragraph, 'the relevant period' means the period of 6 months ending with the day 

on which the opinion would be relied on. 

11 Exemption from Article 15 of the GDPR: serious harm 
Article 15(1) to (3) of the GDPR (confirmation of processing, access to data and safeguards for third 

country transfers) do not apply to social work data to the extent that the serious harm test is met 
with respect to the data. 

S C HEDULE 18 RELEVANT RECORDS 

SECTION 184 

1 Relevant records 
(1) In section 184, 'relevant record' means-

( a) a relevant health record (see paragraph 2), 
(2) A record is not a 'relevant record' to the extent that it relates, or is to relate, only to per

sonal data which falls within section 21(2) (manual unstructured personal data held by FOI public 
authorities) . 

2 Relevant health records 
'Relevant health record' means a health record which has been or is to be obtained by a data sub

ject in the exercise of a data subject access right. 



Part I I  

Statutory Instruments 

Abortion Regulations 1991 

(SI 1991, No. 499) 

Interpretation 

2 In these Regulations 'the Act' means the Abortion Act 1967; 

'practitioner' means a registered medical practitioner. 

Certificate of opinion 

3-(2) Any certificate of an opinion referred to in section 1(1) of the Act shall be given before 
the commencement of the treatment for the termination of the pregnancy to which it relates. 

(3) Any certificate of an opinion referred to in section 1(4) of the Act shall be given before the 
commencement of the treatment for the termination of the pregnancy to which it relates or, if that is 

not reasonably practicable, not later than 24 hours after such termination. 

(4) Any such certificate as is referred to in paragraphs (2) and (3) of this regulation shall be 

preserved by the practitioner who terminated the pregnancy to which it relates for a period of not 

less than three years beginning with the date of the termination. 

(S) A certificate which is no longer to be preserved shall be destroyed by the person in whose 

custody it then is. 

Notice of termination of pregnancy and information relating to the termination 

4-(1) Any practitioner who terminates a pregnancy in England or Wales shall give to the appro

priate Chief Medical Officer-

(a) notice of the termination, and 

(b) such other information relating to the termination as is specified in Schedule 2 to these 

Regulations, 

and shall do so by sending them to him or her within 14 days of the termination either in a sealed 

envelope or by an electronic communication transmitted by an electronic communications system 
used solely for the transfer of confidential information to him or her. 

(2) The appropriate Chief Medical Officer is -
(a) where the pregnancy was terminated in England, the Chief Medical Officer of the 

Department of Health, Richmond House, 79 Whitehall, London, SWlA 2NS; or 
(b) where the pregnancy was terminated in Wales, the Chief Medical Officer for Wales, 

Welsh Assembly Government, Cathays Park, Cardiff CFl 3NQ. 
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Restriction on disclosure of information 

S A notice given or any information furnished to a Chief Medical Officer in pursuance of these 

Regulations shall not be disclosed except that disclosure may be made -

(a) for the purposes of carrying out their duties -

(i) to an officer of the Department of Health authorised by the Chief Medical Officer of 

that Department, or to an officer of the Welsh Assembly Government authorised by 

the Chief Medical Officer of that Office, as the case may be, or 

(ii) to the National Statistician duly appointed under section S of the Statistics and 

Registration Service Act 2007 or an employee of the Statistics Board (established 
under section 1 of that Act) authorised by the National Statistician; or 

(iii) to an individual authorised by the Chief Medical Officer who is engaged in setting 
up, maintaining and supporting a computer system used for the purpose of record
ing, processing and holding such notice or information; 

(b) for the purposes of carrying out his duties in relation to offences under the Act or the 

law relating to abortion, to the Director of Public Prosecutions or a member of his staff 

authorised by him; or 

(c) for the purposes of investigating whether an offence has been committed under the Act 

or the law relating to abortion, to a police officer not below the rank of superintendent or 
a person authorised by him; or 

(d) pursuant to a court order, for the purposes of proceedings which have begun; or 
(e) for the purposes of bona fide scientific research; or 

(f) to the practitioner who terminated the pregnancy; or 

(g) to a practitioner, with the consent in writing of the woman whose pregnancy was 

terminated; or 

(h) when requested by the President of the General Medical Council for the purpose of inves

tigating whether the fitness to practise of the practitioner is impaired, to the President of 

the General Medical Council or a member of its staff authorised by him -

(i) to the woman whose pregnancy was terminated, on her supplying to the Chief Medical 

Officer written details of her date of birth, the date and place of the termination and a 

copy of the certificate of registration of her birth certified as a true copy of the original by 
a solicitor or a practitioner. 



Regulation 3(1)  

I N  CONFIDENCE 

I, 
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SCHEDULE 1 

PART I 

ABORTION ACT 1 967 

Not to be destroyed within three years of the date of operation 

Certificate to be completed before an abortion is 
perfonned under Section 1 ( 1 )  of the Act 

(Name and qualifica.Oons of pracutioner in block capttals) 

CERTIFICATE A 

of .................................................................................................................................................................................................................. .. 

(Full address ol practitioner) 
Have/have not* seen/and examined* the pregnant woman to whom this certificate relates at 

(full address of p&ace at which patient was seen or examined) 

on 

and I .............................................................................................................................................................................................................. . 
(Name and qualifications of practitioner In block capitals) 

of ................................................................................................................................................................................................................... . 

(Full address of practitioner) 

Have/have not* seen/and examined* the pregnant woman to whom this certificate relates at 

(Full address of pface at which patient was seen or examined) 

on 

We hereby certify that we are of the opinion, formed in good faith, that in the case 

of ................................................................................................................................................................................................................... . 
(Full name of pregnant woman in bk>ck capitals) 

of ................................................................................................................................................................................................................... . 

(Ring A 
appro-
priate 8 
lettef1s)) 

c 

D 

E 

(Usual place of residence of pregnant woman in bk>ck capitaJs) 

the continuance of the pregnancy would involve risk to the life of the pregnant woman greater 
than tt the pregnancy were terminated; 

the termination is necessary to prevent grave permanent injury to the physical or mental health 
of the pregnant woman; 

the pregnancy has NOT exceeded its 24th week and that the continuance of the pregnancy 
would involve risk, greater than if the pregnancy were terminated, of injury to the physical or mental 
health of the pregnant woman; 

the pregnancy has NOT exceeded its 24th week and that the continuance of the pregnancy 
would involve risk, greater than tt the pregnancy were terminated, of injury to the physical or mental 
health of any existing child(ren) of the family of the pregnant woman; 

there is a substantial risk that tt the child were born tt would suffer from such physical or mental 
abnormaltties as to be seriously handicapped. 

This certificate of opinion is given before the commencement of the treatment for the tenninatlon 
of pregnancy to which it refers and relates to the circumstances of the pregnant woman's 
Individual case. 

Signed 

Signed 

• Delete as appropriate 

Date .................................................................................. . 

Date .................................................................................. . 

D.1Dl4005lZS .,,•CIOOO CC3teOoe Form HSAl (revised 1991) 
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(Rlns 

;"rf.': 
· .number) 

PART II 

IN CON FIDENCE Certificate B 

I, 

Not to be destroyed within three years of the date of operation 

ABORTION ACT 1967 

Certificate to be completed In relation to abortion performed 

In emergency under Section I (4) of the Act 

(Name and quaJlflcatlons of pnctltioner In block capitals) 

of .. --·--·--·---···--·-·-··----····-·············--·····-··--········-·-·--·-·--·---·-------·--

(Full odd,.... of practitioner) 

hereby certify that I •am/was of the opinion formed In good faith that It *ls/was necessary 

lmmedlately to terminate the pregnancy of 

(Full n1me of pregnant woman In block capital•) 

of ··-··---··----···-·-··-·-··--·-··---·--·····-·--------··---···-------------

.... _ ................................. -......... -------··--··-·-.. --···-----------------··-·-·-----

(Usual plicti nf r.sldenct of presnant woman In block a.,,.tals) 

In order I .  to save the llfe of the pregnant woman : or 

2. to prevent grave pvrmanent Injury to the physical or mental health of the 

pregnant woman. 

This certificate of opinion Is given :-

(Rln1 A. before the commencement of the treatment for the termination of the pregnancy to 
•pp,.,. r.� _, which It relates ; or, If that Is not reasonably practlcable, then 

8. not later than 2� hours after such termination. 

Signed 

Date--····-·---·--···--·--,-------

•Delete u approprtace 

FORM H,SA 2 15985 IOOl90l 30m. (2) 11/'19 WPL&d 0p709 

HMM PC1 10k 2P AUG 99 (0) 



Regulation 4 S CHEDULE 2 

Information to be supplied in an Abortion Notification 
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l.  Full name and address (including postcode) of the practitioner who terminated the preg

nancy and the General Medical Council registration number of the practitioner. 
2. In non-emergency cases particulars of the practitioners who gave a certificate of opinion 

pursuant to section 1(1) of the Act and whether they saw or examined, or saw and examined the 

patient before giving the certificate. 

3. Patient's details -
(a) patient's hospital or clinic number or National Health Service number or (if unavailable) 

patient's full name; 

(b) date of birth; 
(c) in the case of a patient resident in the United Kingdom, her full postcode or, if the post-

code is unavailable, her address; 
(d) in the case of a patient resident outside the United Kingdom, her country of residence; 
(e) ethnicity (if disclosed by the patient); 

(f) marital status; and 

(g) parity. 

4. Name and address of place of termination. 

5. Whether the termination was paid for privately or not. 

6. Date and method of foeticide if appropriate. 

7. In a case where the termination is by surgery 

(a) date of termination; 

(b) the method of termination used; and 
(c) in cases where the dates are different, the date of admission to the place of termination 

and the date of discharge from the place of termination. 

8. In a case where the termination is by non-surgical means -

(a) the date of treatment with antiprogestrone; 

(b) the date of treatment with prostaglandin; 

(c) the date on which the termination is confirmed; 

(d) in cases where the place of treatment with prostaglandin is different from the place of 

treatment with antiprogestrone, the name and address at which the prostaglandin was 

administered; 

(e) details of other agents used and the date of administration; and 

(f) the date of discharge if an overnight stay is required. 

9. Number of complete weeks of gestation. 
10. The ground(s) certified for terminating the pregnancy contained in the certificate of 

opinion given pursuant to section 1 (1) of the Act together with the following additional information 

in the case of-

(a) the ground specified in paragraph (a), whether or not there was a risk to the patient's 

mental health and if not, her main medical conditions; 

(b) the grounds specified in paragraphs (b) and (c), the main medical condition(s) of the 

patient; 
(c) the ground specified in paragraph (d), any foetal abnormalities diagnosed, together 

with method of diagnosis used, and any other reasons for termination. 

11.  The ground(s) certified for terminating the pregnancy contained in the certificate of 
opinion given pursuant to section 1(4) of the Act and the patient's main medical conditions. 

12. In cases of selective termination the original number of foetuses and the number of foe
tuses remaining. 

13. Whether or not the patient was offered chlamydia screening. 
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14. Particulars of any complications experienced by the patient up to the date of discharge. 
15.  In the case of the death of the patient the date and cause of death. 

Access to Health Records (Control of Access) 

Regulations 1993 

(SI 1993, No. 746) 

1 Citation, commencement and interpretation 
(2) In these Regulations, 'the Act' means the Access to Health Records Act 1990. 

2 Restriction of right of access to health records 
Access shall not be given under section 3(2) of the Act to any part of a health record which would 

disclose information showing that an identifiable individual was, or may have been, born in con

sequence of treatment services within the meaning of the Human Fertilisation and Embryology 

Act 1990. 

Health Service (Control of Patient Information) 

Regulations 2002 

(SI 2002, No. 1438) 

1 Citation, commencement, interpretation and extent 
(2) In these Regulations -

'the Act' means the Health and Social Care Act 2001; 

'public authority' has the same meaning as in section 3(1) of the Freedom oflnformationAct 2000; 

'research ethics committee' means -

(a) a research ethics committee recognised or established by or on behalf of the Health 

Research Authority under the Care Act 2014 . . .  
(3) Any notice given under these Regulations shall be -

(a) in writing; or 

(b) transmitted by electronic means in a legible form which is capable of being used for sub

sequent reference. 

2 Medical purposes related to the diagnosis or treatment of neoplasia 
(1) Subject to paragraphs (2) to (4) and regulation 7, confidential patient information relating 

to patients referred for the diagnosis or treatment of neoplasia may be processed for medical pur

poses which comprise or include -
(a) the surveillance and analysis of health and disease; 

(b) the monitoring and audit of health and health related care provision and outcomes 
where such provision has been made; 

(c) the planning and administration of the provision made for health and health related 

care; 

(d) medical research approved by research ethics committees; 
(e) the provision of information about individuals who have suffered from a particular dis

ease or condition where -
(i) that information supports an analysis of the risk of developing that disease or 

condition; and 
(ii) it is required for the counselling and support of a person who is concerned about the 

risk of developing that disease or condition. 



Hea lth Service (Control of Patient I nformation) Regulations 2002 285 

(2) For the purposes of this regulation, 'processing' includes (in addition to the use, disclosure 

or obtaining of information) any operations, or set of operations, which are undertaken in order to 

establish or maintain databases for the purposes set out in paragraph (1), including -

(a) the recording and holding of information; 

(b) the retrieval, alignment and combination of information; 

(c) the organisation, adaption or alteration of information; 

(d) the blocking, erasure and destruction of information. 

(3) The processing of confidential patient information for the purposes specified in paragraph (1) 

may be undertaken by persons who (either individually or as members of a class) are -

(a) approved by the Secretary of State, and 

(b) authorised by the person who lawfully holds the information. 

(4) Where the Secretary of State considers that it is necessary in the public interest that confi

dential patient information is processed for a purpose specified in paragraph (1), he may give notice 

to any person who is approved and authorised under paragraph (3) to require that person to process 

that information for that purpose and any such notice may require that the information is processed 

forthwith or within such period as is specified in the notice. 

(5) A person who processes confidential patient information under this regulation shall inform 

the Patient Information Advisory Group of that processing and shall make available to the Secretary 
of State such information as he may require to assist him in the investigation and audit of that pro

cessing and in his annual consideration of the provisions of these Regulations which is required by 

section 60(4) of the Act. 

3 Communicable disease and other risks to public health 
(1) Subject to paragraphs (2) and (3) and regulation 7, confidential patient information may be 

processed with a view to -
(a) diagnosing communicable diseases and other risks to public health; 

(b) recognising trends in such diseases and risks; 

(c) controlling and preventing the spread of such diseases and risks; 

(d) monitoring and managing -
(i) outbreaks of communicable disease; 

(ii) incidents of exposure to communicable disease; 

(iii) the delivery, efficacy and safety of immunisation programmes; 

(iv) adverse reactions to vaccines and medicines; 

(v) risks of infection acquired from food or the environment (including water supplies); 

(vi) the giving of information to persons about the diagnosis of communicable disease 

and risks of acquiring such disease. 

(2) For the purposes of this regulation, 'processing' includes any operations, or set of opera

tions set out in regulation 2(2) which are undertaken for the purposes set out in paragraph (1) 

(3) The processing of confidential patient information for the purposes specified in paragraph (1) 

may be undertaken by-

(b) persons employed or engaged for the purposes of the health service; 
(c) other persons employed or engaged by a Government Department or other public au

thority in communicable disease surveillance. 

(4) Where the Secretary of State considers that it is necessary to process patient information 
for a purpose specified in paragraph (1), he may give notice to any body or person specified in para

graph (2) to require that person or body to process that information for that purpose and any such 

notice may require that the information is processed forthwith or within such period as is specified 
in the notice. 

(5) Where confidential information is processed under this regulation, the bodies and persons 
specified in paragraph (2) shall make available to the Secretary of State such information as he may 
require to assist him in the investigation and audit of that processing and in his annual consideration 

of the provisions of these Regulations which is required by section 60(4) of the Act. 
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4 Modifying the obligation of confidence 
Anything done by a person that is necessary for the purpose of processing confidential patient infor

mation in accordance with these Regulations shall be taken to be lawfully done despite any obliga

tion of confidence owed by that person in respect of it. 

5 Approval for processing information 
(1) Subject to regulation 7, confidential patient information may be processed for medical pur

poses in the circumstances set out in the Schedule to these Regulations provided that the processing 
has been approved -

(a) in the case of medical research, by the Health Research Authority, and 

(b) in any other case, by the Secretary of State. 

(2) The Health Research Authority may not give an approval under paragraph (l) (a) unless a 

research ethics committee has approved the medical research concerned. 

(3) The Health Research Authority shall put in place and operate a system for reviewing deci

sions it makes under paragraph (l)(a). 

6 Registration 
(1) Where an approval granted by the Health Research Authority or the Secretary of State 

under regulation 5 permits the transfer of confidential patient information between persons who 
may determine the purposes for which, and the manner in which, the information may be pro

cessed, it or he shall record in a register the name and address of each of those persons together with 

the particulars specified in paragraph (2). 

(2) The following particulars are specified for inclusion in each entry in the register -

(a) a description of the confidential patient information to which the approval relates; 

(b) the medical purposes for which the information may be processed; 

(c) the provisions in the Schedule to these Regulations under which the information may be 
processed; and 

(d) such other particulars as the Health Research Authority or (as the case may be) the 

Secretary of State may consider appropriate to enter in the register. 

(3) The Health Research Authority shall retain the particulars of each entry it records in the 

register, and the Secretary of State shall retain the particulars of each entry he records in the 

register, for so long as confidential patient information may be processed under an approval and for 

not less than 12 months after the termination of an approval. 

(4) The Health Research Authority shall, in such manner and to such extent as it consid

ers appropriate, publish entries it records in the register; and the Secretary of State shall, in 

such manner and to such extent as he considers appropriate, publish entries he records in the 

register. 

7 Restrictions and exclusions 
(1) Where a person is in possession of confidential patient information under these 

Regulations, he shall not process that information more than is necessary to achieve the purposes 

for which he is permitted to process that information under these Regulations and, in particular, 

he shall -
(a) so far as it is practical to do so, remove from the information any particulars which iden

tify the person to whom it relates which are not required for the purposes for which it is, 
or is to be, processed; 

(b) not allow any person access to that information other than a person who, by virtue of his 
contract of employment or otherwise, is involved in processing the information for one 
or more of those purposes and is aware of the purpose or purposes for which the infor

mation may be processed; 

(c) ensure that appropriate technical and organisational measures are taken to prevent un
authorised processing of that information; 
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(d) review at intervals not exceeding 12 months the need to process confidential patient 

information and the extent to which it is practicable to reduce the confidential patient 

information which is being processed; 

(e) on request by any person or body, make available information on the steps taken to 

comply with these Regulations. 

(2) No person shall process confidential patient information under these Regulations unless he 

is a health professional or a person who in the circumstances owes a duty of confidentiality which is 

equivalent to that which would arise if that person were a health professional. 

For the purposes of paragraph (2) 'health professional' has the same meaning as in section 69(1) 

of the Data Protection Act 1998. 

8 Enforcement procedure 
(1) Any person who does not comply with a requirement imposed on him under regulation 2( 4) 

or (5), 3 (4) or (5) or 7 may be subject to a civil penalty of not exceeding £5000. 

(2) The Secretary of State may determine whether any person has not complied with such a re

quirement and he may assess whether it is appropriate to impose the maximum civil penalty, a lesser 

penalty or no penalty having regard to the seriousness of any non-compliance, the circumstances 

of any person who has not complied and the need to ensure the compliance in respect of any such 

future requirements. 

(3) Any penalty payable under this regulation shall be recoverable by the Secretary of State as 

a civil debt. 

Regulations s and 6(2) (c) THE S C HEDULE 

General provisions 
Circumstances in which confidential patient information may be processed for medical purposes 

under regulation 5 of these Regulations. 

1. The processing of confidential patient information for medical purposes with a view to mak

ing the patient in question less readily identifiable from that information. 

2. The processing of confidential patient information that relates to the present or past geo

graphical locations of patients (including where necessary information from which patients may 
be identified) which is required for medical research into the locations at which disease or other 

medical conditions may occur. 

3. The processing of confidential patient information to enable the lawful holder of that infor-

mation to identify and contact patients for the purpose of obtaining consent 

(a) to participate in medical research; 

(b) to use the information for the purposes of medical research, or 
(c) to allow the use of tissue or other samples for medical purposes. 

4. The processing of confidential patient information for medical purposes from more than 
one source with a view to -

(a) linking information from more than one of those sources; 

(b) validating the quality or completeness of-
(i) confidential patient information, or 
(ii) data derived from such information; 

(c) avoiding the impairment of the quality of data derived from confidential patient infor

mation by incorrect linkage or the unintentional inclusion of the same information more 

than once. 
5. The audit, monitoring and analysing of the provision made by the health service for patient 

care and treatment. 

6. The granting of access to confidential patient information for one or more of the above 
purposes. 
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PART I INTRODUCTORY PROVISIONS 

Interpretation 
2.-(1) In these Regulations -

'the 2012 Regulations' means the Human Medicines Regulations 2012; 

'the Act' means the Medicines Act 1968; 

'adult' means a person who has attained the age of 16 years; 

'adverse event' means any untoward medical occurrence in a subject to whom a medicinal product 

has been administered, including occurrences which are not necessarily caused by or related to that 

product; 

'adverse reaction' means any untoward and unintended response in a subject to an investigational 

medicinal product which is related to any dose administered to that subject; 
'chief investigator' means -

(a) in relation to a clinical trial conducted at a single trial site, the investigator for that 

site, or 

(b) in relation to a clinical trial conducted at more than one trial site, the authorised health 
professional, whether or not he is an investigator at any particular site, who takes pri
mary responsibility for the conduct of the trial; 

'clinical trial' means any investigation in human subjects, other than a non-interventional trial, 
intended -

(a) to discover or verify the clinical, pharmacological or other pharmacodynamic effects of 

one or more medicinal products, 
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(b) to identify any adverse reactions to one or more such products, or 

(c) to study absorption, distribution, metabolism and excretion of one or more such prod

ucts, with the object of ascertaining the safety or efficacy of those products; 
'Commission Directive 2003/94/EC' means Commission Directive 2003/94/EC laying down the 

principles and guidelines of good manufacturing practice for medicinal products for human use and 

for investigational medicinal products for human use; 

'the Commission on Human Medicines' means the Commission on Human Medicines within the 

meaning of regulation 9 of the 2012 Regulations; 

'conditions and principles of good clinical practice' means the conditions and principles specified 

in Schedule l; 
'conducting a clinical trial' includes -

(a) administering, or giving directions for the administration of, an investigational medi

cinal product to a subject for the purposes of that trial, 

(b) giving a prescription for an investigational medicinal product for the purposes of that 

trial, 

(c) carrying out any other medical or nursing procedure in relation to that trial, and 

(d) carrying out any test or analysis -

(i) to discover or verify the clinical, pharmacological or other pharmacodynamic 

effects of the investigational medicinal products administered in the course of 

the trial, 

(ii) to identify any adverse reactions to those products, or 
(iii) to study absorption, distribution, metabolism and excretion of those products, 

but does not include any activity undertaken prior to the commencement of the 
trial which consists of making such preparations for the trial as are necessary or 
expedient; 

'the Directive' means Directive 2001/20/EC of the European Parliament and of the Council on 

the approximation of the laws, regulations and administrative provisions of the Member States re

lating to the implementation of good clinical practice in the conduct of clinical trials on medicinal 

products for human use; 

'Directive 2001/83/EC' means Directive 2001/83/EC of the European Parliament and of the 

Council on the Community code relating to medicinal products for human use, as amended; 
'the European Medicines Agency' means the European Agency for the Evaluation of Medicinal 

Products established by Council Regulation (EEC) No. 2309/93 laying down Community proce
dures for the authorisation and supervision of medicinal products for human and veterinary use and 

establishing a European Agency for the Evaluation of Medicinal Products; 
'ethics committee' means -

(a) a committee established or recognised in accordance with Part 2, 

(b) the Ethics Committee constituted by regulations made by the Scottish Ministers under 

section 51(6) of the Adults with Incapacity (Scotland) Act 2000, or 

(c) the Gene Therapy Advisory Committee; 

'the GCP Directive' means Commission Directive 2005/28/EC laying down principles and detailed 
guidelines for good clinical practice as regards investigational medicinal products for human use, 

as well as the requirements for authorisation of the manufacturing or importation of such products; 
'the Gene Therapy Advisory Committee' means the Gene Therapy Advisory Committee appointed 

by the Secretary of State to -

(a) consider and advise on the acceptability of proposals for gene therapy research on 

human subjects, on ethical grounds, and 
(b) provide advice on developments in gene therapy research and their implications; 

'health care' means services for or in connection with the prevention, diagnosis or treatment of 
illness; 

'informed consent' shall be construed in accordance with paragraph 3 of Part 1 of Schedule l; 
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'investigational medicinal product' means a pharmaceutical form of an active substance or 
placebo being tested, or to be tested, or used, or to be used, as a reference in a clinical trial, and 

includes a medicinal product which has a marketing authorisation but is, fqr the purposes of 
the trial -

(a) used or assembled (formulated or packaged) in a way different from the form of the 

product authorised under the authorisation, 

(b) used for an indication not included in the summary of product characteristics under the 

authorisation for that product, or 

(c) used to gain further information about the form of that product as authorised under the 

authorisation; 

'investigator' means, in relation to a clinical trial, the authorised health professional responsible 
for the conduct of that trial at a trial site, and if the trial is conducted by a team of authorised health 

professionals at a trial site, the investigator is the leader responsible for that team; 

'licensing authority' shall be construed in accordance with regulation 6 of the 2012 Regulations; 
'medicinal product' means a medicinal product within the meaning of regulation 2(1) of the 2012 

Regulations; 

'minor' means a person under the age of 16 years; 

'non-interventional trial' means a study of one or more medicinal products which have a market

ing authorisation, where the following conditions are met -

(a) the products are prescribed in the usual manner in accordance with the terms of that 

authorisation, 

(b) the assignment of any patient involved in the study to a particular therapeutic strategy 
is not decided in advance by a protocol but falls within current practice, 

(c) the decision to prescribe a particular medicinal product is clearly separated from the 

decision to include the patient in the study, 

(d) no diagnostic or monitoring procedures are applied to the patients included in the study, 

other than those which are ordinarily applied in the course of the particular therapeutic 

strategy in question, and 

(e) epidemiological methods are to be used for the analysis of the data arising from the 

study; 'Phase I trial' means a clinical trial to study the pharmacology of an investiga
tional medicinal product when administered to humans, where the sponsor and in

vestigator have no knowledge of any evidence that the product has effects likely to be 

beneficial to the subjects of the trial; 
'the principles and guidelines of good manufacturing practice' means the principles and guide

lines of good manufacturing practice set out in Commission Directive 2003/94/EC; 

'protocol' means a document that describes the objectives, design, methodology, statistical con

siderations and organisation of a clinical trial; 
'serious adverse event', 'serious adverse reaction' or 'unexpected serious adverse reaction' means 

any adverse event, adverse reaction or unexpected adverse reaction, respectively, that -
(a) results in death, 

(b) is life-threatening, 
(c) requires hospitalisation or prolongation of existing hospitalisation, 
(d) results in persistent or significant disability or incapacity, or 

(a) consists of a congenital anomaly or birth defect; 

'sponsor' shall be construed in accordance with regulation 3; 
'subject' means, in relation to a clinical trial, an individual, whether a patient or not, who partici

pates in a clinical trial -
(a) as a recipient of an investigational medicinal product or of some other treatment or 

product, or 
(b) without receiving any treatment or product, as a control; 

'third country' means a country or territory outside the European Economic Area; 
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'trial site' means a hospital, health centre, surgery or other establishment or facility at or from 

which a clinical trial, or any part of such a trial, is conducted; 

'unexpected adverse reaction' means an adverse reaction the nature and severity of which is not 

consistent with the information about the medicinal product in question set out -

(a) in the case of a product with a marketing authorization, in the summary of product char

acteristics for that product, 
(b) in the case of any other investigational medicinal product, in the investigator's brochure 

relating to the trial in question. 

Sponsor of a clinical trial 
3.-(1) In these Regulations, subject to the following paragraphs, 'sponsor' means, in relation 

to a clinical trial, the person who takes responsibility for the initiation, management and financing 

(or arranging the financing) of that trial. 

(11) A person who is a sponsor of a clinical trial in accordance with this regulation must -

(a) be established in an EEA State, or 

(b) have a legal representative who is so established. 

PART II  ETHIC S COMMITTEE S  

United Kingdom Ethics Committees Authority 
5.-(1) The body responsible for establishing, recognising and monitoring ethics commit

tees in the United Kingdom in accordance with these Regulations is the United Kingdom Ethics 

Committees Authority, which is a body consisting of-

(a) the Health Research Authority; 

(b) the National Assembly for Wales; 

(c) the Scottish Ministers; and 
(d) the Department for Health, Social Services and Public Safety for Northern Ireland. 

Establishment of ethics committees 
6.-(1) The Authority may establish ethics committees to act-

(a) for the entire United Kingdom or for such areas of the United Kingdom; and 

(b) in relation to such descriptions or classes of clinical trials, as the Authority consider 

appropriate. 

PART III  AUTHORISATION FOR CLINICAL TRIALS 
AND ETHICS COMMITTEE OPINION 

Requirement for authorisation and ethics committee opinion 
12.-(1) No person shall -

(a) start a clinical trial or cause a clinical trial to be started; or 

(b) conduct a clinical trial, 

unless the conditions specified in paragraph (3) are satisfied. 

(2) No person shall -
(a) recruit an individual to be a subject in a trial; 
(b) issue an advertisement for the purpose of recruiting individuals to be subjects in a trial, 

unless the condition specified in paragraph (3) (a) has been satisfied. 
(3) The conditions referred to in paragraphs (1) and (2) are -

(a) an ethics committee to which an application in relation to the trial may be made in 

accordance with regulation 14 or an appeal panel appointed under Schedule 4 has given 

a favourable opinion in relation to the clinical trial; and 

(b) the clinical trial has been authorised by the licensing authority. 
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Application for ethics committee opinion 
14.-(1) An application for an ethics committee opinion in relation to a clinical trial shall be 

made by the chief investigator for that trial. 

(2) A chief investigator for a trial shall make an application for an ethics committee opinion in 

relation to that trial to one ethics committee only, regardless of the number of trial sites at which the 
trial is to be conducted. 

(5) An application for an ethics committee opinion in relation to a clinical trial involving medi

cinal products for gene therapy, other than a trial falling within paragraph (4), shall be made to the 

Gene Therapy Advisory Committee. 

Ethics committee opinion 
15.-(1) Except as provided for in paragraph (4A) (which removes the requirement on the 

Gene Therapy Advisory Committee to give an opinion) and subject to paragraphs (3) and ( 4) (which 

suspend and disapply time limits respectively), an ethics committee shall give an opinion in relation 

to the clinical trial to which a valid application relates within the specified period beginning with 

the date of receipt of the valid application. 
(2) Where following receipt of a valid application it appears to the committee that further in

formation is required in order to give an opinion on a trial, the committee may, within the specified 

period and before giving its opinion, send a notice in writing to the applicant requesting that he 

furnishes the committee with that information. 

(5) In preparing its opinion, the committee shall consider, in particular, the following matters 

(a) the relevance of the clinical trial and its design; 

(b) whether the evaluation of the anticipated benefits and risks as required under para-

graph IO of Part 2 of Schedule 1 is satisfactory and whether the conclusions are justified; 

(c) the protocol; 
(d) the suitability of the investigator and supporting staff; 
(e) the investigator's brochure or, where the investigational medicinal product has a mar

keting authorization and the product is to be used in accordance with the terms of that 

authorization, the summary of product characteristics relating to that product; 

(f) the quality of the facilities for the trial; 
(g) the adequacy and completeness of the written information to be given, and the pro

cedure to be followed, for the purpose of obtaining informed consent to the subjects' 

participation in the trial; 

(h) if the subjects are to include minors or persons incapable of giving informed consent, 

whether the research is justified having regard to the conditions and principles speci

fied in Part 4 or Part 5 respectively of Schedule 1;  
(i) provision for indemnity or compensation in the event of injury or death attributable to 

the clinical trial; 

(j) any insurance or indemnity to cover the liability of the investigator or sponsor; 

(k) the amounts, and, where appropriate, the arrangements, for rewarding or compen

sating investigators and subjects; 
(1) the terms of any agreement between the sponsor and the owner or occupier of the trial 

site which are relevant to the arrangements referred to in sub-paragraph (k); and 

(m) the arrangements for the recruitment of subjects. 
(6) If-

(a) any subject of the clinical trial is to be a minor; and 
(b) the committee does not have a member with professional expertise in paediatric care, 

it shall, before giving its opinion, obtain advice on the clinical, ethical and psychosocial 

problems in the field of paediatric care which may arise in relation to that trial. 

(7) If-
(a) any subject to the clinical trial is to be an adult incapable by reason of physical and 

mental incapacity to give informed consent to participation in the trial; and 
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(b) the committee does not have a member with professional expertise in the treatment of

(i) the disease to which the trial relates, and 

(ii) the patient population suffering that disease, 

it shall, before giving its opinion, obtain advice on the clinical, ethical and pyschosocial problems in 

the field of that disease and patient population which may arise in relation to that trial. 

(10) In this regulation -

'the specified period' means -

(a) in the case of a clinical trial involving a medicinal product for gene therapy or somatic 

cell therapy or a medicinal product containing a genetically modified organism or a tis

sue engineered product -
(i) where a specialist group or committee is consulted, 180 days, or 

(ii) where there is no such consultation, 90 days; or 

(b) in any other case, 60 days. 

'specialist group or committee' means a group or committee whose functions include the 

pro-vision of advice on ethical or scientific issues in relation to -

(a) tissue engineered products; 
(b) in the case of medicinal products for gene therapy or somatic cell therapy, the use of such 

therapies in the treatment of humans; or 

(c) in the case of medicinal products containing genetically modified organisms, the ad

ministration of such products to humans. 

Review and appeal relating to ethics committee opinion 
16.-(1) This regulation applies where a chief investigator for a trial has been notified by the 

ethics committee to which he made an application in accordance with regulation 14 that the com

mittee's opinion in relation to that trial is not favourable. 

(3) Where the opinion was given by an ethics committee other than the Gene Therapy Advisory 

Committee, the chief investigator may within 90 days of being notified that the committee's opinion 

is not favourable, give a notice to the United Kingdom Ethics Committees Authority-

(a) stating his wish to appeal against the opinion; and 

(b) setting out his representations with respect to that opinion. 

(4) Where the opinion was given by the Gene Therapy Advisory Committee, the chief investi
gator may, within 14 days of being notified of that opinion -

(a) give a notice in writing to the Committee requiring the Committee to review its 

opinion; or 

(b) give a notice in writing to the United Kingdom Ethics Committee Authority 

(i) stating his wish to appeal against the opinion; and 
(ii) setting out his representations with respect to that opinion. 

(5) Where the Gene Therapy Advisory Committee is required by a notice under paragraph 

(4) to review its opinion, it must do so within 60 days of receipt of the notice. 

(6) On a review pursuant to paragraph (5), the Gene Therapy Advisory Committee may vary 

or confirm their opinion and shall give notice in writing to the chief investigator of the variation or 

confirmation. 

(7) If the Gene Therapy Advisory Committee confirm their opinion pursuant to paragraph (6), 

a chief investigator may within the 14 days of being notified of the confirmation give notice in writ
ing to the United Kingdom Ethics Committees Authority-

(a) stating his wish to appeal against the Committee's opinion; and 

(b) setting out his representations with respect to that opinion. 

Request for authorisation to conduct a clinical trial 
17.-(1) A request for authorisation to conduct a clinical trial shall be made to the licensing 

authority by the sponsor of the trial. 
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PART IV GOOD CLINICAL PRACTICE AND 

THE C ONDUCT OF CLINICAL TRIALS 

Good clinical practice and protection of clinical trial subjects 
28.- (1) No person shall -

(a) conduct a clinical trial; or 

(b) perform the functions of the sponsor of a clinical trial (whether that person is the spon
sor or is acting under arrangements made with that sponsor), 

otherwise than in accordance with the conditions and principles of good clinical practice. 

(2) Subject to paragraph (5), the sponsor of a clinical trial shall put and keep in place arrange

ments for the purpose of ensuring that with regard to that trial the conditions and principles of good 

clinical practice are satisfied or adhered to. 

(3) Subject to paragraphs (4) and (5), the sponsor ofa clinical trial shall ensure that 

(a) the investigational medicinal products used in the trial, and 
(b) any devices used for the administration of such products, are made available to the sub

jects of the trial free of charge. 

Conduct of trial in accordance with clinical trial authorisation etc. 
29. Subject to regulation 30, no person shall conduct a clinical trial otherwise than in 

accordance with -

(a) the protocol relating to that trial, as may be amended from time to time in accordance 

with regulations 22 to 25; 

(b) the terms of-

(i) the request for authorisation to conduct that trial, 
(ii) the application for an ethics committee opinion in relation to that trial, and 

(iii) any particulars or documents, other than the protocol, accompanying that request 
or that application, as may be amended from time to time in accordance with regu

lations 22 to 25; and 

(c) any conditions imposed by the licensing authority under regulation 18(2) or (6), 19(8), 

20(5), 24 (5) or Schedule 5. 

Notification of serious breaches 
29A.-(l) The sponsor of a clinical trial shall notify the licensing authority in writing of any 

serious breach of-

(a) the conditions and principles of good clinical practice in connection with that trial; or 

(b) the protocol relating to that trial, as amended from time to time in accordance with regu

lations 22 to 25, within 7 days of becoming aware of that breach. 

(2) For the purposes of this regulation, a 'serious breach' is a breach which is likely to effect to 
a significant degree -

(a) the safety or physical or mental integrity of the subjects of the trial; or 

(b) the scientific value of the trial. 

Urgent safety measures 
30.-(1) The sponsor and investigator may take appropriate urgent safety measures in order to 

protect the subjects of a clinical trial against any immediate hazard to their health or safety. 

(2) If measures are taken pursuant to paragraph (1), the sponsor shall -
(a) where paragraph (3) applies, as soon as possible; and 
(b) in any other case, immediately, and in any event no later than 3 days from the date the 

measures are taken, 
give written notice to the licensing authority and the relevant ethics committee of the measures 

taken and the circumstances giving rise to those measures. 
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Suspension or termination of clinical trial 
31.-(1) If, in relation to a clinical trial -

(a) the licensing authority have objective grounds for considering that -

(i) any condition, restriction or limitation which applies to the conduct of the trial and 

is set out in the request for authorisation or the particulars or documents accom

panying that request, or 

(ii) any condition imposed by the licensing authority under regulation 18(2) or (6), 19 
(8), 20(5), 24 (5) or Schedule 5, is no longer satisfied (either generally or at a par

ticular trial site); or 
(b) the licensing authority have information raising doubts about the safety or scien

tific validity of the trial, or the conduct of the trial at a particular trial site, the li

censing authority may, by a notice served in accordance with paragraph (2), require 

that the trial, or the conduct of the trial at a particular trial site, be suspended or 

terminated. 

PART V PHARMACOVIGILANCE 

Notification o f  adverse events 
32.-(1) An investigator shall report any serious adverse event which occurs in a subject 

at a trial site at which he is responsible for the conduct of a clinical trial immediately to the 

sponsor. 
(2) An immediate report under paragraph (1) may be made orally or in writing. 

(3) Following the immediate report of a serious adverse event, the investigator shall make a 

detailed written report on the event. 

Notification of suspected unexpected serious adverse reactions 
33.-(1) A sponsor shall ensure that all relevant information about a suspected unexpected 

serious adverse reaction which occurs during the course of a clinical trial in the United Kingdom 

and is fatal or life-threatening is -
(a) recorded; and 

(b) reported as soon as possible to -

(i) the licensing authority, 

(ii) the competent authorities of any EEA State, other than the United Kingdom, in 

which the trial is being conducted, and 

(iii) the relevant ethics committee, 

and in any event not later that 7 days after the sponsor was first aware of the reaction. 

(5) A sponsor shall ensure that, in relation to each clinical trial in the United Kingdom for 

which he is the sponsor, the investigators responsible for the conduct of a trial are informed of any 
suspected unexpected serious adverse reaction which occurs in relation to an investigational me
dicinal product used in that trial, whether that reaction occurs during the course of that trial or 

another trial for which the sponsor is responsible. 

Clinical trials conducted in third countries 
34. If a clinical trial is being conducted at a trial site in a third country in addition to sites in the 

United Kingdom, the sponsor of that trial shall ensure that all suspected unexpected serious adverse 
reactions occurring at that site are entered into the European database established in accordance 
with Article 11 of the Directive. 

Annual list of suspected serious adverse reactions and safety report 
35.-(1) As soon as practicable after the end of the reporting year, a sponsor shall, in rela

tion to each investigational medicinal product tested in clinical trials in the United Kingdom 
for which he is the sponsor furnish the licensing authority and the relevant ethics committees 
with -
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(a) a list of all the suspected serious adverse reactions which have occurred during that year 

in relation to -

(i) those trials, whether at trial sites in the United Kingdom or elsewhere, or 

(ii) any other trials relating to that product which are conducted outside the United 

Kingdom and for which he is the sponsor, including those reactions relating to 

any investigational medicinal product used as a placebo or as a reference in those 

trials; and 
(b) a report on the safety of the subjects of those trials. 

Offences 

PART VIII ENFORCEMENT AND 
RELATED PROVISIONS 

49.-(1) Any person who contravenes any of  the following provisions -

(a) regulation 3A; 
(aa) regulation 12(1) and (2); 

(b) regulation 13(1); 
(c) regulation 27; 

(d) regulation 28(1) to (3); 
(e) regulation 29; 

(ee) regulation 29A; 

(f) regulation 30(2); 

(ff) regulation 31A(l) to (3) and (5) to (10); 

(g) regulation 32(1), (3), and (5) to (9); 

(h) regulation 33(1) to (5); 

(i) regulation 34; 

(j) regulation 35(1); 

(k) regulation 36(1); 
(I) regulation 42; and 

(m) regulation 43(1) and (6), 

shall be guilty of an offence. 

False or misleading information 
50.-(1) Any person who in the course of-

(a) making an application for an ethics committee opinion; 
(b) making a request for authorisation to conduct a clinical trial; or 
(c) making an application for the grant or variation of a manufacturing authorisation, 

provides to the licensing authority or an ethics committee any relevant information which is false or 

misleading in a material particular shall be guilty of an offence. 

(2) Any person who -

(a) is conducting a clinical trial authorised in accordance with these Regulations; 

(b) is a sponsor of such a clinical trial; 
(c) while acting under arrangements made with a sponsor of such a clinical trial, performs 

the functions of that sponsor; or 

(d) holds a manufacturing authorisation, 
and who, for the purposes of these Regulations, provides to the licensing authority or an ethics com
mittee any relevant information which is false or misleading in a material particular shall be guilty 
of an offence. 

(4) In this regulation, 'relevant information' means any information which is relevant to an 
evaluation of-

(a) the safety, quality or efficacy of an investigational medicinal product; 
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(b) the safety or scientific validity of a clinical trial; or 

(c) whether, with regard to a clinical trial, the conditions and principles of good clinical 

practice are being satisfied or adhered to. 

Defence of due diligence 
51.-(1) A person does not commit an offence under these Regulations ifhe took all reasonable 

precautions and exercised all due diligence to avoid the commission of that offence. 

(2) Where evidence is adduced which is sufficient to raise an issue with respect to that defence, 

the court or jury shall assume that the defence is satisfied unless the prosecution proves beyond rea

sonable doubt that it is not. 

Penalties 
52. A person guilty of an offence under these Regulations shall be liable -

(a) on summary conviction to a fine not exceeding the statutory maximum or to imprison

ment for a term not exceeding three months or to both; 

(b) on conviction on indictment to a fine or to imprisonment for a term not exceeding two 

years or to both. 

Regulation 2(1)  S C HEDULE 1 

CONDITIONS AND PRINCIPLES OF GOOD 
CLINICAL PRACTICE AND THE PROTECTION OF 

CLINICAL TRIAL SUBJECTS 

PART I APPLICATION AND INTERPRETATION 

1.-(1) The conditions and principles specified in Part 2 apply to all clinical trials. 

(2) If any subject of a clinical trial is -

(a) an adult able to give informed consent, or 
(b) an adult who has given informed consent to taking part in the clinical trial prior to the 

onset of incapacity, the conditions and principles specified in Part 3 apply in relation to 

that subject. 

(3) Subject to sub-paragraphs (6) and (7), if any subject of a clinical trial is a minor, the condi

tions and principles specified in Part 4 apply in relation to that subject. 

( 4) Subject to sub-paragraphs (6) and (7), ifany subject -

(a) is an adult unable by virtue of physical or mental incapacity to give informed 

consent, and 

(b) did not, prior to the onset of incapacity, give or refuse to give informed consent to taking 

part in the clinical trial, the conditions and principles specified in Part 5 apply in relation 

to that subject. 
(5) If any person -

(a) is an adult unable by virtue of physical or mental incapacity to give informed consent, and 

(b) has, prior to the onset of incapacity, refused to give informed consent to taking part in 
the clinical trial, that person cannot be included as a subject in the clinical trial. 

(6) Sub-paragraph (7) applies if treatment is being, or is about to be, provided for a subject who 

is a minor or an incapacitated adult as a matter of urgency and, having regard to the nature of the 
clinical trial and of the particular circumstances of the case -

(a) it is also necessary to take action for the purposes of the clinical trial as a matter of 
urgency; but 

(b) it is not reasonably practicable to meet the conditions set out in paragraphs 1 to 5 of 
Part 4 in the case of a minor or paragraphs 1 to 5  of Part 5 in the case of an incapacitated 
adult. 
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(7) Where this sub-paragraph applies, paragraphs 1 to 5  of Part 4 in the case of a minor or para

graphs 1 to 5 of Part 5 in the case of an incapacitated adult shall not apply in relation to the subject 

if the action specified in sub-paragraph (6) is carried out in accordance with a procedure approved 

by an ethics committee or by an appeal panel appointed under Schedule 4 at the time it gave its fa
vourable opinion. 

3.-(1) For the purposes of this Schedule, a person gives informed consent to take part, or that 

a subject is to take part, in a clinical trial only if his decision -

(c) is given freely after that person is informed of the nature, significance, implications and 

risks of the trial; and 

(d) either -

(i) is evidenced in writing, dated and signed, or otherwise marked, by that person so 

as to indicate his consent, or 

(ii) if the person is unable to sign or to mark a document so as to indicate his consent, is 

given orally in the presence of at least one witness and recorded in writing. 

(2) For the purposes of this Schedule, references to informed consent -

(a) shall be construed in accordance with paragraph (l); and 

(b) include references to informed consent given or refused by an adult unable by virtue 

of physical or mental incapacity to give informed consent, prior to the onset of that 

incapacity. 

PART 2 C ONDITIONS AND PRINCIPLES WHICH 
APPLY TO ALL CLINICAL TRIALS 

Principles based on Articles 2 to 5 of the GCP Directive 
1 .  The rights, safety and well-being of the trial subjects shall prevail over the interests of sci

ence and society. 
2. Each individual involved in conducting a trial shall be qualified by education, training and 

experience to perform his tasks. 
3. Clinical trials shall be scientifically sound and guided by ethical principles in all their 

aspects. 

4. The necessary procedures to secure the quality of every aspect of the trial shall be 

complied with. 

5. The available non-clinical and clinical information on an investigational medicinal product 

shall be adequate to support the proposed clinical trial. 

6. Clinical trials shall be conducted in accordance with the principles of the Declaration of 

Helsinki. 

7. The protocol shall provide for the definition of inclusion and exclusion of subjects partici

pating in a clinical trial, monitoring and publication policy. 
8. The investigator and sponsor shall consider all relevant guidance with respect to commen

cing and conducting a clinical trial. 

9. All clinical information shall be recorded, handled and stored in such a way that it can be ac
curately reported, interpreted and verified, while the confidentiality of records of the trial subjects 
remains protected. 

Conditions based on Article 3 of the Directive 
10. Before the trial is initiated, foreseeable risks and inconveniences have been weighed 

against the anticipated benefit for the individual trial subject and other present and future 
patients. A trial should be initiated and continued only if the anticipated benefits justify 
the risks. 

11. The medical care given to, and medical decisions made on behalf of, subjects shall al
ways be the responsibility of an appropriately qualified doctor or, when appropriate, of a qualified 

dentist. 
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12. A trial shall be initiated only if an ethics committee and the licensing authority comes to the 

conclusion that the anticipated therapeutic and public health benefits justify the risks and may be 

continued only if compliance with this requirement is permanently monitored. 

13.  The rights of each subject to physical and mental integrity, to privacy and to the 

protection of the data concerning him in accordance with the Data Protection Act 1998 are 
safeguarded. 

14. Provision has been made for insurance or indemnity to cover the liability of the investigator 

and sponsor which may arise in relation to the clinical trial. 

PART 3 CONDITIONS WHICH APPLY IN RELATION 
TO AN ADULT ABLE TO CONSENT OR WHO HAS GIVEN 

C ONSENT PRIOR TO THE ONSET OF INCAPACITY 

1. The subject has had an interview with the investigator, or another member of the investi

gating team, in which he has been given the opportunity to understand the objectives, risks and 

inconveniences of the trial and the conditions under which it is to be conducted. 

2. The subject has been informed of his right to withdraw from the trial at any time. 

3. The subject has given his informed consent to taking part in the trial. 

4. The subject may, without being subject to any resulting detriment, withdraw from the clin

ical trial at any time by revoking his informed consent. 
5. The subject has been provided with a contact point where he may obtain further information 

about the trial. 

PART 4 C ONDITIONS AND PRINCIPL E S  W H I C H  
APPLY IN RELATION TO A M I N O R  

Conditions 
1. A person with parental responsibility for the minor or, if by reason of the emergency nature 

of the treatment provided as part of the trial no such person can be contacted prior to the proposed 
inclusion of the subject in the trial, a legal representative for the minor has had an interview with the 

investigator, or another member of the investigating team, in which he has been given the oppor

tunity to understand the objectives, risks and inconveniences of the trial and the conditions under 

which it is to be conducted. 
2. That person or legal representative has been provided with a contact point where he may 

obtain further information about the trial. 

3. That person or legal representative has been informed of the right to withdraw the minor 

from the trial at any time. 

4. That person or legal representative has given his informed consent to the minor taking part 
in the trial. 

5. That person with parental responsibility or the legal representative may, without the minor 

being subject to any resulting detriment, withdraw the minor from the trial at any time by revoking 

his informed consent. 

6. The minor has received information according to his capacity of understanding, from staff 
with experience with minors, regarding the trial, its risks and its benefits. 

7. The explicit wish of a minor who is capable of forming an opinion and assessing the informa

tion referred to in the previous paragraph to refuse participation in, or to be withdrawn from, the 

clinical trial at any time is considered by the investigator. 
8. No incentives or financial inducements are given -

(a) to the minor; or 

(b) to a person with parental responsibility for that minor or, as the case may be, the minor's 
legal representative, except provision for compensation in the event of injury or loss. 
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9. The clinical trial relates directly to a clinical condition from which the minor suffers or is of 

such a nature that it can only be carried out on minors. 

10. Some direct benefit for the group of patients involved in the clinical trial is to be obtained 
from that trial. 

11. The clinical trial is necessary to validate data obtained -

(a) in other clinical trials involving persons able to give informed consent, or 

(b) by other research methods. 

12. The corresponding scientific guidelines of the European Medicines Agency are followed. 

Principles 
13. Informed consent given by a person with parental responsibility or a legal representative to 

a minor taking part in a clinical trial shall represent the minor's presumed will. 
14. The clinical trial has been designed to minimise pain, discomfort, fear and any other fore

seeable risk in relation to the disease and the minor's stage of development. 

15. The risk threshold and the degree of distress have to be specially defined and constantly 

monitored. 

16. The interests of the patient always prevail over those of science and society. 

PART 5 C ONDITIONS AND PRINCIPLE S WHICH APPLY 
IN RELATION TO AN INCAPACITATED ADULT 

Conditions 
1. The subject's legal representative has had an interview with the investigator, or another 

member of the investigating team, in which he has been given the opportunity to understand 

the objectives, risks and inconveniences of the trial and the conditions under which it is to be 
conducted. 

2. The legal representative has been provided with a contact point where he may obtain further 
information about the trial. 

3. The legal representative has been informed of the right to withdraw the subject from the 
trial at any time. 

4. The legal representative has given his informed consent to the subject taking part in the trial. 
5. The legal representative may, without the subject being subject to any resulting detriment, 

withdraw the subject from the trial at any time by revoking his informed consent. 

6. The subject has received information according to his capacity of understanding regarding 

the trial, its risks and its benefits. 

7. The explicit wish of a subject who is capable of forming an opinion and assessing the infor

mation referred to in the previous paragraph to refuse participation in, or to be withdrawn from, the 

clinical trial at any time is considered by the investigator. 
8. No incentives or financial inducements are given to the subject or their legal representative, 

except provision for compensation in the event of injury or loss. 

9. There are grounds for expecting that administering the medicinal product to be tested in the 

trial will produce a benefit to the subject outweighing the risks or produce no risk at all. 
10. The clinical trial is essential to validate data obtained -

(a) in other clinical trials involving persons able to give informed consent, or 

(b) by other research methods. 
11. The clinical trial relates directly to a life-threatening or debilitating clinical condition from 

which the subject suffers. 

Principles 
12. Informed consent given by a legal representative to an incapacitated adult in a clinical trial 

shall represent that adult's presumed will. 

13. The clinical trial has been designed to minimise pain, discomfort, fear and any other fore
seeable risk in relation to the disease and the cognitive abilities of the patient. 
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14. The risk threshold and the degree of distress have to be specially defined and constantly 

monitored. 
15. The interests of the patient always prevail over those of science and society. 

Regulations 7(1)(b), S(a) and 9 SCHEDULE 2 

ADDITIONAL PROVISIONS RELATING 

TO ETHICS COMMITTEE S  

Interpretation 
In this Schedule -

1. 'expert member' means a member of an ethics committee who -

(a) is a health care professional, 
(b) has professional qualifications or experience relating to the conduct of, or use of sta

tistics in clinical research, unless those professional qualifications or experience relate 

only to the ethics of clinical research or medical treatment, or 

(c) is not a health care professional, but has been a registered medical practitioner or a 

person registered in the dentists register under the Dentists Act 1984; 

'lay member' means a member of an ethics committee, other than an expert member. 

Membership 
3.-(1) An ethics committee shall consist of

(a) expert members; and 
(b) lay members. 

(2) An ethics committee shall have no more than 18 members. 

(3) The members of an ethics committee shall be appointed by the appointing authority. 

( 4) A person shall not be eligible for appointment as a lay member of an ethics committee if, in 

the course of his employment or business, he -

(a) provides medical, dental or nursing care, or 

(b) conducts clinical research. 

(S) An appointing authority shall, in relation to an ethics committee, exercise their power 

under sub-paragraph (3) so as to ensure that -

(a) at least one third of the total membership shall be lay members; and 
(b) at least half of the lay members must be persons who are not, or who never have been -

(i) health care professionals, 

(ii) persons involved in the conduct of clinical research, other than as a subject of such 

research, or 

(iii) a chairman, member or director of

(aa) a health service body, or 

(bb) a body, other than a health service body, which provides health care. 

Human Fertil isation and Embryology Authority (Disclosure 

of Donor Information) Regulations 2004 

(SI 2004, No. 1511) 

Citation, commencement and interpretation 
1 .-(2) In these Regulations -

'the Act' means the Human Fertilisation and Embryology Act 1990; 
'applicant' means a person who has requested information under section 31ZA(2) of the Act; 
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'donor' means the person who has provided the sperm, eggs or embryos that have been used for 

treatment services in consequence of which the applicant was, or may have been, born. 

Information that the Authority is required to give 
2 .-(1) Subject to paragraphs 3(A) and (4), the information contained in the register which the 

Authority is required to give an applicant by virtue of section 31ZA(2)(a) of the Act is any informa

tion to which paragraph (2) or (3) applies. 

(2) This paragraph applies to information as to -
(a) the sex, height, weight, ethnic group, eye colour, hair colour, skin colour, year of birth, 

country of birth and marital status of the donor; 

(b) whether the donor was adopted; 

(c) the ethnic group or groups of the donor's parents; 
(d) the screening tests carried out on the donor and information on his personal and family 

medical history; 

(e) where the donor has a child, the sex of that child and where the donor has children, the 

number of those children and the sex of each of them; 

(f) the donor's religion, occupation, interests and skills and why the donor provided sperm, 

eggs or embryos; 

(g) matters contained in any description of himself as a person which the donor has 
provided; 

(h) any additional matter which the donor has provided with the intention that it be made 

available to an applicant; 
but does not include information which may identify the donor by itself or in combination with any 

other information which is in, or is likely to come into, the possession of the applicant. 

(3) This paragraph applies to information from which the donor may be identified which he 

provides after 31st March 2005 to a person to whom a licence applies, being information as to -

(a) any matter specified in sub-paragraphs (a) to (h) of paragraph (2); 

(b) the surname and each forename of the donor and, if different, the surname and each 

forename of the donor used for the registration of his birth; 

(c) the date of birth of the donor and the town or district in which he was born; 
(d) the appearance of the donor; 

(e) the last known postal address of the donor. 

(3A) Where a request is made under section 31ZA(2)(a) of the Act and the applicant has not 

attained the age of 18 when the applicant gives notice to the Authority under section 31ZA(l) of the 

Act, the information that the Authority is required to give the applicant is the information to which 

paragraph (2) applies (and accordingly not information from which the donor may be identified). 

( 4) The information which the Authority is required to give to the applicant does not include any 
information which at the time of his request the applicant indicates that he does not wish to receive. 

Human Tissue Act 2004 (Persons who Lack Capacity 

to Consent and Transplants) Regulations 2006 

(SI 2006, No. 1659) 

PART 1 PRELIMINARY 

Interpretation 
2. In these Regulations -

'the Act' means the Human Tissue Act 2004; 
'the Authority' means the Human Tissue Authority; 
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'the clinical trials regulations' means -

(a) the Medicines for Human Use (Clinical Trials) Regulations 2004 and any other regula
tions replacing those regulations or amending them, and 

(b) any other regulations relating to clinical trials and designated by the Secretary of State 
as clinical trials regulations for the purposes of section 30(5) of the Mental Capacity Act 

2005 (research); 
'donor' and 'recipient' have the meaning given by regulation 11; 

'intrusive research' means research of a kind that would be unlawful if it was carried out 

(a) on or in relation to a person who had capacity to consent to it, but 

(b) without his consent; 

'organ' means a differentiated part of the human body, formed by different tissues, that maintains 
its structure, vascularisation and capacity to develop physiological functions with a significant level 

of autonomy, and part of an organ is also considered to be an organ if its function is to be used for 

the same purpose as the entire organ in the human body, maintaining the requirement of structure 
and vascularisation; 

'transplantable material' has the meaning given by -

(a) regulation 9 for the purposes of section 34 of the Act (information about transplant 

operations), and 

(b) regulation 10 for the purposes of section 33 of the Act (restrictions on transplants in

volving a live donor). 

PART 2 PERSONS WHO LACK CAPACITY TO C ONSENT 

Storage and use of relevant material 

Deemed consent to storage and use of relevant material: England and Wales 
3.-(1) This regulation applies in any case falling within paragraphs (a) and (b) of section 6 of 

the Act (storage and use involving material from adults who lack capacity to consent) . 

(2) An adult ('P') who lacks capacity to consent to an activity of a kind mentioned in 

section 1(1) (d) or (f) of the Act (storage or use of material for purposes specified in Schedule 1) which 

involves material from P's body, is deemed to have consented to the activity where -
(a) the activity is done for a purpose specified in paragraph 4 or 7 of Part 1 of Schedule 

1 to the Act (the purposes of obtaining information relevant to another person and of 
transplantation) by a person who is acting in what he reasonably believes to be P's best 

interests; 

(b) the activity is done for the purpose of a clinical trial which is authorised and conducted 

in accordance with the clinical trials regulations; 

(c) the activity is done on or after the relevant commencement date for the purpose of intru

sive research which is carried out in accordance with the requirements of section 30(1) (a) 

and (b) of the Mental Capacity Act 2005 (approval by appropriate body and compliance 
with sections 32 and 33 of that Act); 

(d) the activity is done on or after the relevant commencement date for the purpose of intru

sive research -
(i) section 34 of the Mental Capacity Act 2005 (loss of capacity during research pro

ject) applies in relation to that research, and 

(ii) the activity is carried out in accordance with regulations made under section 34(2) 

of that Act; or 
(e) the activity is done before the relevant commencement date for the purpose of research 

which, before that date, is ethically approved within the meaning of regulation 8. 
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Analysis of DNA 

Purposes for which DNA may be analysed without 
consent: England and Wales 

5.-(1) This regulation applies for the purposes of paragraph 12 of Schedule 4 to the Act 

(excepted purposes relating to DNA of adults who lack capacity to consent) . 

(2) In any case falling within sub-paragraph (1) (a) (i) and (b) of that paragraph (DNA manufac

tured by the body of a person who under the law ofEngland and Wales lacks capacity to consent), the 

purposes for which DNA manufactured by the body of a person ('P') who lacks capacity to consent 

to analysis of the DNA may be analysed are -

(a) any purpose which the person carrying out the analysis reasonably believes to be in P's 

best interests; 
(b) the purposes of a clinical trial which is authorised and conducted in accordance with the 

clinical trials regulations; 
(c) the purposes of intrusive research which is carried out on or after the relevant com

mencement date in accordance with the requirements of section 30(1) (a) and (b) of the 

Mental Capacity Act 2005 (approval by appropriate body and compliance with sections 

32 and 33 of that Act); 

(d) the purposes of intrusive research -
(i) which is carried out on or after the relevant commencement date, 

(ii) in relation to which section 34 of the Mental Capacity Act 2005 (loss of capacity 

during research project) applies, and 

(iii) which is carried out in accordance with regulations made under section 34(2) of 

that Act; or 

(e) research which is carried out before the relevant commencement date and which, before 

that date, is ethically approved within the meaning of regulation 8. 

Ethical approval 

Ethical approval for the purposes of regulations 3 to 6 
8.-(1) Research is ethically approved within the meaning of this regulation if approval is 

given by a research ethics authority in the circumstances specified in paragraph (2). 
(2) The circumstances are that -

(a) the research is in connection with disorders, or the functioning, of the human body, 

(b) there are reasonable grounds for believing that research of comparable effectiveness 

cannot be carried out if the research has to be confined to, or relate only to, persons who 

have capacity to consent to taking part in it, and 

(c) there are reasonable grounds for believing that research of comparable effective

ness cannot be carried out in circumstances such that the person carrying out the 

research is not in possession, and not likely to come into possession, of informa

tion from which the person from whose body the defined material has come can be 

identified. 
(3) 'Defined material'-

(a) in relation to ethical approval for the purposes of regulations 3(2) (e) and 4(2) (c), means 

the relevant material involved in an activity of a kind mentioned in section l(l)(d) or 

(f) of the Act, and 

(b) in relation to ethical approval for the purposes of regulations 5(2) (e) and 6(2) (c), means 
the bodily material in relation to which an analysis of DNA is to be carried out. 

( 4) 'Research ethics authority' has the meaning given by regulation 2 of the Human Tissue Act 
2004 (Ethical Approval, Exceptions from Licensing and Supply of Information about Transplants) 
Regulations 2006. 
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PART 3 TRANSPLANTS 

Meaning of transplantable material for the purposes 
of section 34 of the Act 

9. For the purposes of section 34 of the Act (information about transplant operations) 'trans

plantable material' means -
(a) the whole or part of any of the following organs if it is to be used for the same purpose as 

the entire organ in the human body-

(i) kidney, 

(ii) heart, 

(iii) lung or a lung lobe, 

(iv) pancreas, 

(v) liver, 

(vi) bowel, 

(vii) larynx, 

(b) face, or 
(c) limb. 

Meaning of transplantable material for the purposes 
of section 33 of the Act 

10.-(1) Subject to paragraphs (2) and (3), for the purposes of section 33 of the Act (restriction 
on transplants involving a live donor), 'transplantable material' means -

(a) an organ, or part of an organ if it is to be used for the same purpose as the entire organ in 

the human body, 

(b) bone marrow, and 

(c) peripheral blood stem cells, where that material is removed from the body of a living 

person with the intention that it be transplanted into another person. 

(2) The material referred to in paragraph (1) (a) is not transplantable material for the purposes 
of section 33 of the Act in a case where the primary purpose of removal of the material is the medical 

treatment of the person from whose body the material is removed. 

(3) The material referred to in paragraph (1) (b) and (c) is transplantable material forthe purposes 
of section 33 of the Act only in a case where the person from whose body the material is removed is -

(a) an adult who lacks the capacity, or 

(b) a child who is not competent, to consent to removal of the transplantable material. 

Cases in which restriction on transplants involving 
a live donor is disapplied 

11.-(1) Section 33(1) and (2) of the Act (offences relating to transplants involving a live 

donor) shall not apply in any case involving transplantable material from the body of a living person 

('the donor') if the requirements of paragraphs (2) to (6) are met. 

(2) A registered medical practitioner who has clinical responsibility for the donor must have 
caused the matter to be referred to the Authority and where that referral concerns an organ, the re

ferral must state that the registered medical practitioner, or a person acting under the supervision 

of that registered medical practitioner -
(a) is satisfied that the donor's health and medical history are suitable for the purposes of 

donation; and 

(b) has -

(i) provided the donor with the information the donor requires to understand the con
sequences of donation, and 

(ii) endeavoured to obtain information from the donor that is relevant to transplantation. 
(2A) In paragraph (2)(b), in cases where the person giving consent is different from the donor, 

the references to donor shall be read as if they were a references to the person giving consent. 
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(3) The Authority must be satisfied that -
(a) no reward has been or is to be given in contravention of section 32 of the Act (prohibition 

of commercial dealings in human material for transplantation), and 

(b) when the transplantable material is removed -

(i) consent for its removal for the purpose of transplantation has been given, or 

(ii) its removal for that purpose is otherwise lawful. 

(4) The Authority must take the report referred to in paragraph (6) into account in making its 
decision under paragraph (3). 

(5) The Authority shall give notice of its decision under paragraph (3) to -
(a) the donor of the transplantable material or any person acting on his behalf, 

(b) the person to whom it is proposed to transplant the transplantable material ('the re

cipient') or any person acting on his behalf, and 

(c) the registered medical practitioner who caused the matter to be referred to the Authority 

under paragraph (2). 

(6) Subject to paragraph (7), one or more qualified persons must have conducted separate 

interviews with each of the following -

(a) the donor, 

(b) if different from the donor, the person giving consent, and 

(c) the recipient, and reported to the Authority on the matters specified in paragraphs 
(8) and (9). 

(7) Paragraph (6) does not apply in any case where the removal of the transplantable material 

for the purpose of transplantation is authorised by an order made in any legal proceedings before 

a court. 

(8) The matters that must be covered in the report of each interview under paragraph 

(6) are -
(a) any evidence of duress or coercion affecting the decision to give consent, 
(b) any evidence of an offer of a reward, and 

(c) any difficulties of communication with the person interviewed and an explanation of 

how those difficulties were overcome. 
(9) The following matters must be covered in the report of the interview with the donor and, 

where relevant, the other person giving consent -

(a) the information given to the person interviewed as to the nature of the medical pro

cedure for, and the risk involved in, the removal of the transplantable material, 

(b) the full name of the person who gave that information and his qualification to give it, and 

(c) the capacity of the person interviewed to understand -

(i) the nature of the medical procedure and the risk involved, and 
(ii) that the consent may be withdrawn at any time before the removal of the trans

plantable material. 

(10) A person shall be taken to be qualified to conduct an interview under paragraph (6) if

(a) he appears to the Authority to be suitably qualified to conduct the interview, 

(b) he does not have any connection with any of the persons to be interviewed, or with a person 
who stands in a qualifying relationship to any of those persons, which the Authority con
siders to be of a kind that might raise doubts about his ability to act impartially, and 

(c) in the case of an interview with the donor or other person giving consent, he is not the 

person who gave the information referred to in paragraph (9) (a) . 

Decisions of the Authority: procedure for certain cases 
12.-(1) In any case to which paragraph (2), (3) or (4) applies, the Authority's decision as to 

the matters specified in regulation 11(3) shall be made by a panel of no fewer than 3 members of 
the Authority. 

(2) A case falls within this paragraph if-
(a) the donor of the transplantable material is a child, and 
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(b) the material is an organ or part of an organ if it is to be used for the same purpose as an 

entire organ in the human body. 

(3) A case falls within this paragraph if-
(a) the donor of the transplantable material is an adult who lacks capacity to consent to re

moval of the material, and 

(b) the material is an organ or part of an organ if it is to be used for the same purpose as an 

entire organ in the human body. 
( 4) A case falls within this paragraph if-

(a) the donor of the transplantable material is an adult who has capacity to consent to re

moval of the material, and 
(b) the case involves -

(i) paired donations, 

(ii) pooled donations, or 

(iii) a non-directed altruistic donation. 

(S) In this regulation -
'non-directed altruistic donation' means the removal (in circumstances not amounting to a paired 

or pooled donation) of transplantable material from a donor for transplant to a person who is not 

genetically related to the donor or known to him; 
'paired donations' means an arrangement under which -

(a) transplantable material is removed from a donor ('D') for transplant to a person who is 
not genetically related or known to D, and 

(b) transplantable material is removed from another person for transplant to a person who 

is genetically related or known to D; and 
'pooled donations' means a series of paired donations of transplantable material, each of which 

is linked to another in the same series (for example, transplantable material from D is transplanted 

to the wife of another person ('E'), transplantable material from E is transplanted to the partner of a 

third person ('F') and transplantable material from F is transplanted to D's son). 

Right to reconsideration of Authority's decision 
13.-(1) The Authority may reconsider any decision made by it under regulation 11(3) if it is 

satisfied that -

(a) any information given for the purpose of the decision was in any material respect false 

or misleading, or 

(b) there has been any material change of circumstances since the decision was made. 

(2) A specified person may in any case require the Authority to reconsider any decision made 

by it under regulation 11(3) . 
(3) 'Specified persons', in relation to such a decision, are -

(a) the donor of the transplantable material or any person acting on his behalf, 

(b) the recipient of the material or any person acting on his behalf, and 

(c) the registered medical practitioner who caused the matter to be referred to the Authority 
under regulation 11(2). 

Mental Capacity Act 2005 (Independent Mental Capacity 

Advocates) (General) Regulations 2006 

(SI 2006, No. 1832) 

Interpretation 
2.-(1) In these Regulations -

'the Act' means the Mental Capacity Act 2005; and 
'IMCA' means an independent mental capacity advocate. 
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(2) In these Regulations, references to instructions given to a person to act as an !MCA are to 

instructions given under sections 37 to 39 of the Act or under regulations made by virtue of section 
41 of the Act. 

Meaning of serious medical treatment 
4.-(1) This regulation defines serious medical treatment for the purposes of section 37 of the 

Act. (2) Serious medical treatment is treatment which involves providing, withdrawing or with

holding treatment in circumstances where -
(a) in a case where a single treatment is being proposed, there is a fine balance between its 

benefits to the patient and the burdens and risks it is likely to entail for him, 
(b) in a case where there is a choice of treatments, a decision as to which one to use is finely 

balanced, or 

(c) what is proposed would be likely to involve serious consequences for the patient. 

Functions of an independent mental capacity advocate 
6.-(1) This regulation applies where an !MCA has been instructed by an authorised person to 

represent a person ('P'). 

(2) 'Authorised person' means a person who is required or enabled to instruct an !MCA under 

sections 37 to 39 of the Act or under regulations made by virtue of section 41 of the Act. 

(3) The !MCA must determine in all the circumstances how best to represent and support P. 

(4) In particular, the !MCA must -

(a) verify that the instructions were issued by an authorised person; 
(b) to the extent that it is practicable and appropriate to do so -

(i) interview P, and 
(ii) examine the records relevant to P to which the !MCA has access under section 35 

(6) of the Act; 

(c) to the extent that it is practicable and appropriate to do so, consult -
(i) persons engaged in providing care or treatment for P in a professional capacity or 

for remuneration, and 
(ii) other persons who may be in a position to comment on P's wishes, feelings, beliefs 

or values; and 

(d) take all practicable steps to obtain such other information about P, or the act or decision 

that is proposed in relation to P, as the !MCA considers necessary. 

(5) The !MCA must evaluate all the information he has obtained for the purpose of-

(a) ascertaining the extent of the support provided to P to enable him to participate 

in making any decision about the matter in relation to which the IMCA has been 

instructed; 
(b) ascertaining what P's wishes and feelings would be likely to be, and the beliefs and val

ues that would be likely to influence P, if he had capacity in relation to the proposed act 
or decision; 

(c) ascertaining what alternative courses of action are available in relation to P; 
(d) where medical treatment is proposed for P, ascertaining whether he would be likely to 

benefit from a further medical opinion. 
(6) The !MCA must prepare a report for the authorised person who instructed him. 

(7) The !MCA may include in the report such submissions as he considers appropriate in rela

tion to P and the act or decision which is proposed in relation to him. 

Challenges to decisions affecting persons who lack capacity 
7.-(1) This regulation applies where -

(a) an !MCA has been instructed to represent a person ('P') in relation to any matter, and 
(b) a decision affecting P (including a decision as to his capacity) is made in that matter. 

(8) The !MCA has the same rights to challenge the decision as he would have ifhe were a person 
(other than an IMCA) engaged in caring for P or interested in his welfare. 
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Mental Health (Hospital,  Guardianship and Treatment) 

(England) Regulations 2008 

(SI 2008, No. 1184) 

PART 1 INTERPRETATION 

2.-(1) In these Regulations -

'the Act' means the Mental Health Act 1983; 
'the Commission' means the Care Quality Commission; 

'guardianship patient' means a person who is subject to guardianship under the Act; 

'private guardian', in relation to a patient, means a person, other than a local social services au

thority, who acts as guardian under the Act; 

'responsible registered establishment' is a registered establishment which is a responsible 

hospital; 

PART 3 FUNCTIONS OF GUARDIANS 

AND NEAREST RELATIVE S 

Duties of private guardians 
22.-(1) It shall be the duty of a private guardian -

(a) to appoint a registered medical practitioner to act as the nominated medical attendant of 

the patient; 

(b) to notify the responsible local social services authority of the name and address of the 

nominated medical attendant; 

(c) in exercising the powers and duties of a private guardian conferred or imposed 
by the Act and these Regulations, to comply with such directions as that authority 

may give; 

(d) to furnish that authority with all such reports or other information with regard to the 

patient as the authority may from time to time require; 

(e) to notify that authority-

(i) on the reception of the patient into guardianship, of the private guardian's address 

and the address of the patient, 

(ii) except in a case to which paragraph (f) applies, of any permanent change of either 
address, before or not later than 7 days after the change takes place; 

(f) on any permanent change of the private guardian's address, where the new address is in 

the area of a different local social services authority, to notify that authority -
(i) of that address and that of the patient, 

(ii) of the particulars mentioned in paragraph (b), 

and to notify the authority which was formerly responsible of the permanent change in 

the private guardian's address; 
(g) in the event of the death of the patient, or the termination of the guardianship by dis

charge, transfer or otherwise, to notify the responsible local social services authority as 
soon as reasonably practicable. 

Visits to patients subject to guardianship 
23. The responsible local social services authority shall arrange for every patient received into 

guardianship under the Act to be visited at such intervals as the authority may decide, but -
(a) in any case at intervals of not more than 3 months, and 
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(b) at least one such visit in any year shall be made by an approved clinician or a practitioner 

approved by the Secretary of State for the purposes of section 12 (general provisions as 

to medical recommendations). 

Performance of functions of nearest relative 
24.-(1) Subject to the conditions of paragraph (7), any person other than -

(a) the patient; 

(b) a person mentioned in section 26(S) (persons deemed not to be the nearest relative), or 
(c) a person in respect of whom the court has made an order on the grounds set out in sec-

tion 29(3) (b) to (e) (which sets out the grounds on which an application to the court for 
the appointment of a person to exercise the functions of a nearest relative may be made) 

for so long as an order under that section is in effect, 

may be authorised in accordance with paragraph (2) to act on behalf of the nearest relative in re

spect of the matters mentioned in paragraph (3). 

(2) Subject to paragraph (S), the authorisation mentioned in paragraph (1) must be given in 

writing by the nearest relative. 
(3) The matters referred to in paragraph (1) are the performance in respect of the patient of the 

functions conferred upon the nearest relative under -
(a) Part 2 of the Act (as modified by Schedule 1 to the Act as the case may be), and 

(b) section 66 (applications to tribunals). 

(4) An authorisation given under paragraph (1) shall take effect upon its receipt by the person 

authorised. 

(S) Subject to the conditions of paragraph (7), the nearest relative of a patient may give notice 
in writing revoking that authorisation. 

(6) Any revocation of such authorisation shall take effect upon the receipt of the notice by the 
person authorised. 

(7) The conditions mentioned in paragraphs (1) and (S) are that the nearest relative shall im-
mediately notify-

(a) the patient; 

(b) in the case of a patient liable to be detained in a hospital, the managers of that hospital; 

(c) in the case of a patient subject to guardianship, the responsible local social services au-

thority and the private guardian, if any; 

(d) in the case of a community patient, the managers of the responsible hospital, of the au

thorisation or, as the case may be, its revocation. 
(S) An authorisation or notification referred to in this regulation may be transmitted by means 

of electronic communication if the recipient agrees. 

PART 5 CONSENT TO TREATMENT 

Consent to treatment 
27.-(1) For the purposes of section S7 (treatment requiring consent and a second opinion) -

(a) the form of treatment to which that section shall apply, in addition to the treatment men
tioned in subsection (l)(a)of that section (any surgical operation for destroying brain tis
sue or for destroying the functioning of brain tissue), shall be the surgical implantation 
of hormones for the purpose of reducing male sexual drive, . . .  

(3) For the purposes of section SSA (electro-convulsive therapy, etc.) -
(a) the form of treatment to which that section shall apply, in addition to the administration 

of electro-convulsive therapy mentioned in subsection (1) (a) of that section, shall be the 

administration of medicine as part of that therapy; . . .  
(4) Section SSA does not apply to treatment by way of the administration of medicine as part of 

electro-convulsive therapy where that treatment falls within section 62(l)(a) or (b) (treatment imme
diately necessary to save the patient's life or to prevent a serious deterioration in the patient's condition). 
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PART 6 TREATMENT OF COMMUNITY PATIENTS 

NOT RECALLED TO HOSPITAL 

28.-(2) Treatment of a patient to whom section 64B(3)(b) or section 64E(3) (b) applies (adult 

and child patients for whom treatment is immediately necessary), may include treatment by way 

of administration of medicine as part of electro-convulsive therapy but only where that treatment 

falls within section 64C(5)(a) or (b) (treatment immediately necessary to save the patient's life or to 

prevent a serious deterioration in the patient's condition). 

(3) Treatment of a patient to whom section 64G (emergency treatment for patients lacking cap

acity or competence) applies may include treatment by way of the administration of medicine as 

part of electro-convulsive therapy but only where that treatment falls within section 64G(5)(a) or 

(b) (treatment immediately necessary to save the patient's life or to prevent a serious deterioration 

in the patient's condition). 

Tribunal Procedure (First-tier Tribunal) (Health, 

Education and Social Care Chamber) Rules 2008 

(SI 2008, No. 2699) 

PART 1 INTRODUCTION 

Citation, commencement, application and interpretation 
1.-(3) In these Rules -

'the 2007 Act' means the Tribunals, Courts and Enforcement Act 2007; 

'mental health case' means proceedings brought under the Mental Health Act 1983 . . .  

'nearest relative' has the meaning set out in section 2 6  of the Mental Health Act 1983; 
'party' means -

(a) in a mental health case, the patient, the responsible authority, the Secretary of State (if 

the patient is a restricted patient or in a reference under rule 32(8) (seeking approval 

under section 86 of the Mental Health Act 1983)), and any other person who starts a 

mental health case by making an application; 

'patient' means the person who is the subject of a mental health case; 

'responsible authority' means -

(a) in relation to a patient detained under the Mental Health Act 1983 in a hospital 

within the meaning of Part 2 of that Act, the managers (as defined in section 145 of 

that Act); 

(b) in relation to a patient subject to guardianship, the responsible local social services au
thority (as defined in section 34(3) of the Mental Health Act 1983); 

(c) in relation to a community patient, the managers of the responsible hospital (as defined 

in section 145 of the Mental Health Act 1983); 

'restricted patient' has the meaning set out in section 79(1) of the Mental Health Act 1983; 
'Tribunal' means the First-tier Tribunal . . .  

PART 2 GENERAL POWERS AND PROVISIONS 

Representatives 
11.-(7) In a mental health case, if the patient has not appointed a representative, the Tribunal 

may appoint a legal representative for the patient where -
(a) the patient has stated that they do not wish to conduct their own case or that they wish 

to be represented; or 
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(b) the patient lacks the capacity to appoint a representative but the Tribunal believes that it 
is in the patient's best interests for the patient to be represented. 

(8) In a mental health case a party may not appoint as a representative, or be represented or 
assisted at a hearing by-

(a) a person liable to be detained or subject to guardianship, or who is a community patient, 

under the Mental Health Act 1983; or 

(b) a person receiving treatment for mental disorder at the same hospital as the patient. 

PART 4 PROCEEDINGS BEFORE THE TRIBUNAL IN 

MENTAL HEALTH CASE S  

Before the hearing 

Procedure in mental health cases 
32.-(1) An application or reference must be -

(a) made in writing; 

(b) signed (in the case of an application, by the applicant or any person authorised by the 

applicant to do so); and 

(c) sent or delivered to the Tribunal so that it is received within the time specified in the 

Mental Health Act 1983 . . .  

(2) An application must, i f  possible, include -

(a) the name, address and date of birth of the patient; 

(b) if the application is made by the patient's nearest relative, the name, address and rela

tionship to the patient of the patient's nearest relative; 

(c) the provision under which the patient is detained, liable to be detained, subject to guard
ianship, or a community patient; 

(d) whether the person making the application has appointed a representative or intends to 
do so, and the name and address of any representative appointed; 

(e) the name and address of the responsible authority in relation to the patient. 

(3) Subject to rule 14(2) (withholding evidence likely to cause harm), when the Tribunal 

receives a document from any party it must send a copy of that document to each other party. 

( 4) If the patient is a conditionally discharged patient -
(a) upon being notified by the Tribunal of an application, the Secretary of State must imme

diately provide to the Tribunal the names and addresses of the responsible clinician and 

any social supervisor in relation to the patient; and 

(b) upon being notified by the Tribunal of an application or reference, the responsible clin
ician and any social supervisor named by the Secretary of State under this rule must 

send or deliver the documents specified in the relevant practice direction to the Tribunal 

so that they are received by the Tribunal as soon as practicable and in any event within 

3 weeks. 
(5) In proceedings under section 66(l)(a) of the Mental Health Act 1983 (application for ad

mission for assessment), on the earlier of receipt of the copy of the application or a request from the 

Tribunal, the responsible authority must send or deliver to the Tribunal -

(a) the application for admission; 
(b) the medical recommendations on which the application is founded; 
(c) such of the information specified in the relevant practice direction as is within the 

knowledge of the responsible authority and can reasonably be provided in the time 
available; and 

(d) such of the documents specified in the relevant practice direction as can reasonably be 

provided in the time available. 
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(6) If paragraph (4) or (5) does not apply, the responsible authority must send or deliver a state

ment containing the information and documents required by the relevant practice direction to the 

Tribunal so that it is received by the Tribunal as soon as practicable and in any event within 3 weeks 
after the responsible authority received a copy of the application or reference. 

(7) If the patient is a restricted patient the responsible authority must also send the state

ment under paragraph (6) to the Secretary of State, and the Secretary of State must send a 
statement of any further relevant information to the Tribunal as soon as practicable and in any 

event -

(a) in proceedings under section 75 (1) of the Mental Health Act 1983, within 2 weeks after 

the Secretary of State received the relevant authority's statement; or 

(b) otherwise, within 3 weeks after the Secretary of State received the relevant authority's 
statement. 

(8) If the Secretary of State wishes to seek the approval of the Tribunal under section 86(3) 
of the Mental Health Act 1983 (removal of alien patients), the Secretary of State must refer the 

patient's case to the Tribunal and the provisions of these Rules applicable to references under that 
Act apply to the proceedings. 

Notice of proceedings to interested persons 
33. When the Tribunal receives the information required by rule 32(4), (5) or (6) (procedure in 

mental health cases) the Tribunal must give notice of the proceedings -
(a) where the patient is subject to the guardianship of a private guardian, to the guardian; 

(b) where there is an extant order of the Court of Protection, to that court; 
(c) subject to a patient with capacity to do so requesting otherwise, where any person other 

than the applicant is named by the authority as exercising the functions of the nearest 

relative, to that person; and 

(e) to any other person who, in the opinion of the Tribunal, should have an opportunity of 

being heard. 

Medical examination of the patient 
34.-(1) Where paragraph (2) applies, an appropriate member of the Tribunal must, so far as 

practicable, examine the patient in order to form an opinion of the patient's mental condition, and 

may do so in private. 

(2) This paragraph applies -

(a) in proceedings under section 66(l)(a) of the Mental Health Act 1983 (application in re

spect of an admission for assessment), unless the Tribunal is satisfied that the patient 

does not want such an examination; 

(b) in any other case, if the patient or the patient's representative has informed the Tribunal 

in writing, not less than 14 days before the hearing, that -
(i) the patient; or 

(ii) if the patient lacks the capacity to make such a decision, the patient's representa
tive, wishes there to be such an examination; or 

(c) if the Tribunal has directed that there be such an examination. 

Hearings 

Restrictions on disposal of proceedings without a hearing 
35.-(1) Subject to the following paragraphs, the Tribunal must hold a hearing before making 

a decision which disposes of proceedings. 

(2) This rule does not apply to a decision under Part 5. 
(3) The Tribunal may make a decision on a reference under section 68 of the Mental Health Act 

1983 (duty of managers of hospitals to refer cases to tribunal) without a hearing if the patient is a 
community patient aged 18 or over and either -
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(a) the patient has stated in writing that the patient does not wish to attend or be repre

sented at a hearing of the reference and the Tribunal is satisfied that the patient has the 
capacity to decide whether or not to make that decision; or 

(b) the patient's representative has stated in writing that the patient does not wish to attend 

or be represented at a hearing of the reference. 

(4) The Tribunal may dispose of proceedings without a hearing under rule 8(3) (striking out a 

party's case). 

Entitlement to attend a hearing 
36.-(1) Subject to rule 38(4) (exclusion of a person from a hearing), each party to proceedings 

is entitled to attend a hearing. 

(2) Any person notified of the proceedings under rule 33 (notice of proceedings to interested 

persons) may -
(a) attend and take part in a hearing to such extent as the Tribunal considers proper; or 

(b) provide written submissions to the Tribunal. 

Time and place of hearings 
37.-(1) In proceedings under section 66(1) (a) of the Mental Health Act 1983 the hearing 

of the case must start within 7 days after the date on which the Tribunal received the application 

notice. 

(2) In proceedings under section 75(1) of that Act, the hearing of the case must start at ]east 5 
weeks but no more than 8 weeks after the date on which the Tribunal received the reference. 

(3) The Tribunal must give reasonable notice of the time and place of the hearing (including 

any adjourned or postponed hearing), and any changes to the time and place of the hearing, to -

(a) each party entitled to attend a hearing; and 

(b) any person who has been notified of the proceedings under rule 33 (notice of proceed

ings to interested persons). 

(4) The period of notice under paragraph (3) must be at least 21 days, except that -

(a) in proceedings under section 66(1) (a) of the Mental Health Act 1983 the period must be 

at least 3 working days; and 

(b) the Tribunal may give shorter notice -

(i) with the parties' consent; or 

(ii) in urgent or exceptional circumstances. 

Public and private hearings 
38.-(1) All hearings must be held in private unless the Tribunal considers that it is in the inter

ests of justice for the hearing to be held in public. 
(2) If a hearing is held in public, the Tribunal may give a direction that part of the hearing is to 

be held in private. 

(3) Where a hearing, or part of it, is to be held in private, the Tribunal may determine who is 

permitted to attend the hearing or part of it. 

( 4) The Tribunal may give a direction excluding from any hearing, or part of it -
(a) any person whose conduct the Tribunal considers is disrupting or is likely to disrupt the 

hearing; 
(b) any person whose presence the Tribunal considers is likely to prevent another person 

from giving evidence or making submissions freely; 
(c) any person who the Tribunal considers should be excluded in order to give effect to a 

direction under rule 14(2) (withholding information likely to cause harm); or 
(d) any person where the purpose of the hearing would be defeated by the attendance of 

that person. 
(5) The Tribunal may give a direction excluding a witness from a hearing until that witness 

gives evidence. 
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Hearings in a party's absence 
39.-(1) Subject to paragraph (2), if a party fails to attend a hearing the Tribunal may proceed 

with the hearing if the Tribunal -

(a) is satisfied that the party has been notified of the hearing or that reasonable steps have 
been taken to notify the party of the hearing; and 

(b) considers that it is in the interests of justice to proceed with the hearing. 

(2) The Tribunal may not proceed with a hearing that the patient has failed to attend unless the 
Tribunal is satisfied that -

(a) the patient -

(i) has decided not to attend the hearing; or 

(ii) is unable to attend the hearing for reasons of ill health; and 
(b) an examination under rule 34 (medical examination of the patient) -

(i) has been carried out; or 

(ii) is impractical or unnecessary. 

Local Authority Social Services and National Health 

Service Complaints (England) Regulations 2009 

(SI 2009, No. 309) 

Interpretation 
2.-(1) In these Regulations -

'the 1993 Act' means the Health Service Commissioners Act 1993; 
'the 2004 Regulations' means the National Health Service (Complaints) Regulations 2004; 

'the 2006 Act' means the National Health Service Act 2006; 

'complaints manager' means the person designated in accordance with regulation 4(l) (b); 

'general medical services contractor' means a person or body who has entered into a general med-

ical services contract with the National Health Service Commissioning Board in accordance with 

section 84 of the 2006 Act; 

'relevant complaints procedure' means -

(b) any complaints procedure that may at any time be or have been required respectively by 

any of the following provisions -

(i) regulation 79 of the National Health Service (General Medical Services Contracts) 

Regulations 2015; 

(ii) regulation 76 of the National Health Service (Personal Medical Services Agree

ments) Regulations 2015; 

'responsible body' means a local authority, NHS body, primary care provider or independent 

provider. 

Arrangements for the handling and consideration of complaints 
3.-(1) Each responsible body must make arrangements ('arrangements for dealing with com

plaints') in accordance with these Regulations for the handling and consideration of complaints. 
(2) The arrangements for dealing with complaints must be such as to ensure that -

(a) complaints are dealt with efficiently; 

(b) complaints are properly investigated; 

(c) complainants are treated with respect and courtesy; 
(d) complainants receive, so far as is reasonably practical -

(i) assistance to enable them to understand the procedure in relation to com
plaints; or 

(ii) advice on where they may obtain such assistance; 
(e) complainants receive a timely and appropriate response; 



316 Local Authority Social Services and National Health Service Complaints (England) Regulations 2009 

(f) complainants are told the outcome of the investigation of their complaint; and 

(g) action is taken if necessary in the light of the outcome of a complaint. 

Responsibility for complaints arrangements 
4.-(1) Each responsible body must designate -

(a) a person, in these Regulations referred to as a responsible person, to be responsible for en

suring compliance with the arrangements made under these Regulations, and in particular 

ensuring that action is taken if necessary in the light of the outcome of a complaint; and 

(b) a person, in these Regulations referred to as a complaints manager, to be responsible for 

managing the procedures for handling and considering complaints in accordance with 
the arrangements made under these Regulations. 

( 4) The responsible person is to be -
(a) in the case of a local authority or NHS body, the person who acts as the chief executive 

officer of the authority or body; 

(b) in the case of any other responsible body, the person who acts as the chief executive 

officer of the body or, if none -
(i) the person who is the sole proprietor of the responsible body; 

(ii) where the responsible body is a partnership, a partner; or 

(iii) in any other case, a director of the responsible body, or a person who is responsible 

for managing the responsible body. 

(5) The complaints manager may be -
(a) a person who is not an employee of the responsible body; 
(b) the same person as the responsible person; 

(c) a complaints manager designated by another responsible body under paragraph (l)(b). 

Persons who may make complaints 
5.-(1) A complaint may be made by-

(a) a person who receives or has received services from a responsible body; or 

(b) a person who is affected, or likely to be affected, by the action, omission or decision of the 
responsible body which is the subject of the complaint. 

(2) A complaint may be made by a person (in this regulation referred to as a representative) 
acting on behalf of a person mentioned in paragraph (1) who -

(a) has died; 

(b) is a child; 

(c) is unable to make the complaint themselves because of

(i) physical incapacity; or 

(ii) lack of capacity within the meaning of the Mental Capacity Act 2005; or 

(d) has requested the representative to act on their behalf. 
(3) Where a representative makes a complaint on behalf of a child, the responsible body to 

which the complaint is made -

(a) must not consider the complaint unless it is satisfied that there are reasonable grounds 
for the complaint being made by a representative instead of the child; and 

(b) if it is not so satisfied, must notify the representative in writing, and state the reason for 

its decision. 

( 4) This paragraph applies where -
(a) a representative makes a complaint on behalf of

(i) a child; or 
(ii) a person who lacks capacity within the meaning of the Mental Capacity Act 

2005; and 
(b) the responsible body to which the complaint is made is satisfied that the representative 

is not conducting the complaint in the best interests of the person on whose behalf the 
complaint is made. 
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(S) Where paragraph (4) applies -

(a) the complaint must not be considered or further considered under these Regulations; and 

(b) the responsible body must notify the representative in writing, and state the reason for 
its decision. 

(6) In these Regulations any reference to a complainant includes a reference to a representative. 

Complaints about the provision of health services 
7.-(1) This regulation applies to a complaint which is -

(a) made to a clinical commissioning group or the National Health Service Commissioning 

Board in accordance with these Regulations on or after 1 April 2013; 

(b) about the services provided by the group or Board; and 

(c) not specified in regulation 8(1). 

(2) In this regulation, 'provider' means an NHS body, primary care provider or independent 

provider. 

(3) Where a clinical commissioning group or the National Health Service Commissioning 

Board receives a complaint to which this regulation applies -

(a) the group or Board must ask the complainant whether the complainant consents to 

details of the complaint being sent to the provider; and 

(b) if the complainant so consents, the group or Board must as soon as reasonably practic

able send details of the complaint to the provider. 

(4) If the clinical commissioning group or the National Health Service Commissioning Board 

considers that it is appropriate for the group or Board to deal with the complaint -

(a) it must so notify the complainant and the provider; and 

(b) it must continue to handle the complaint in accordance with these Regulations. 

(S) If the clinical commissioning group or the National Health Service Commissioning Board 

considers that it is more appropriate for the complaint to be dealt with by the provider, and the com

plainant consents -

(a) the group or Board must so notify the complainant and the provider; 

(b) when the provider receives the notification given to it under sub-paragraph (a) -

(i) the provider must handle the complaint in accordance with these Regulations; and 

(ii) the complainant is deemed to have made the complaint to the provider under these 

Regulations. 

Time limit for making a complaint 
12.-(1) Except as mentioned in paragraph (2), a complaint must be made not later than 

12 months after -

(a) the date on which the matter which is the subject of the complaint occurred; or 

(b) if later, the date on which the matter which is the subject of the complaint came to the 

notice of the complainant. 

(2) The time limit in paragraph (1) shall not apply if the responsible body is satisfied that -

(a) the complainant had good reasons for not making the complaint within that time 

limit; and 

(b) notwithstanding the delay, it is still possible to investigate the complaint effectively and 
fairly. 

Procedure before investigation 
13.-(1) A complaint may be made orally, in writing or electronically. 

(2) Where a complaint is made orally, the responsible body to which the complaint is made must
(a) make a written record of the complaint; and 

(b) provide a copy of the written record to the complainant. 
(3) Except where regulation 6(5) or 7(1) applies in relation to a complaint, the responsible body 

must acknowledge the complaint not later than 3 working days after the day on which it receives 
the complaint. 
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(S) Where regulation 7(1) applies to a complaint -

(a) the clinical commissioning group or the National Health Service Commissioning Board 

which receives the complaint must acknowledge the complaint not later than 3 working 

days after the day on which it receives it; and 
(b) where a responsible body receives notification given to it under regulation 7(S)(a), it 

must acknowledge the complaint not later than 3 working days after the day on which it 

receives the notification. 

(6) The acknowledgement may be made orally or in writing. 

(7) At the time it acknowledges the complaint, the responsible body must offer to discuss with 

the complainant, at a time to be agreed with the complainant -

(a) the manner in which the complaint is to be handled; and 

(b) the period ('the response period') within which -
(i) the investigation of the complaint is likely to be completed; and 

(ii) the response required by regulation 14(2) is likely to be sent to the complainant. 

(8) If the complainant does not accept the offer of a discussion under paragraph (7), the respon

sible body must -

(a) determine the response period specified in paragraph (7) (b); and 

(b) notify the complainant in writing of that period. 

Investigation and response 
14.-(1) A responsible body to which a complaint is made must -

(a) investigate the complaint in a manner appropriate to resolve it speedily and 

efficiently; and 

(b) during the investigation, keep the complainant informed, as far as reasonably practic

able, as to the progress of the investigation. 
(2) As soon as reasonably practicable after completing the investigation, the responsible body 

must send the complainant in writing a response, signed by the responsible person, which includes -

(a) a report which includes the following matters -

(i) an explanation of how the complaint has been considered; and 

(ii) the conclusions reached in relation to the complaint, including any matters for 
which the complaint specifies, or the responsible body considers, that remedial 
action is needed; and 

(b) confirmation as to whether the responsible body is satisfied that any action needed in 

consequence of the complaint has been taken or is proposed to be taken; 
(c) where the complaint relates wholly or in part to the functions of a local authority, details 

of the complainant's right to take their complaint to a Local Commissioner under the 

Local Government Act 1974; and 

(d) except where the complaint relates only to the functions of a local authority, details 
of the complainant's right to take their complaint to the Health Service Commissioner 

under the 1993 Act. 

(3) In paragraph (4), 'relevant period' means the period of 6 months commencing on the day on 
which the complaint was received, or such longer period as may be agreed before the expiry of that 
period by the complainant and the responsible body. 

(4) If the responsible body does not send the complainant a response in accordance with para

graph (2) within the relevant period, the responsible body must -
(a) notify the complainant in writing accordingly and explain the reason why; and 

(b) send the complainant in writing a response in accordance with paragraph (2) as soon as 

reasonably practicable after the relevant period. 

Publicity 
16. Each responsible body must make information available to the public as to -

(a) its arrangements for dealing with complaints; and 
(b) how further information about those arrangements may be obtained. 
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17. For the purpose of monitoring the arrangements under these Regulations each responsible 

body must maintain a record of the following matters -

(a) each complaint received; 

(b) the subject matter and outcome of each complaint; and 

(c) where the responsible body informed the complainant of

(i) the response period specified in regulation 13(7) (b); or 

(ii) any amendment to that period, 

whether a report of the outcome of the investigation was sent to the complainant within that period 

or any amended period. 

Annual reports 
18.-(1) Each responsible body must prepare an annual report for each year which must -

(a) specify the number of complaints which the responsible body received; 

(b) specify the numberofcomplaints which the responsible body decided were well-founded; 
(c) specify the number of complaints which the responsible body has been informed have 

been referred to -

(i) the Health Service Commissioner to consider under the 1993 Act; or 

(ii) the Local Commissioner to consider under the Local Government Act 1974; and 

(d) summarise -
(i) the subject matter of complaints that the responsible body received; 

(ii) any matters of general importance arising out of those complaints, or the way in 

which the complaints were handled; 

(iii) any matters where action has been or is to be taken to improve services as a conse

quence of those complaints. 

(3) Each responsible body must ensure that its annual report is available to any person on 
request. 

(4) This paragraph applies to a responsible body which is -

(a) an NHS body other than a clinical commissioning group or the National Health Service 

Commissioning Board; or 

(b) a primary care provider or an independent provider, 

and which in any year provides, or agrees to provide, services under arrangements with a clinical 

commissioning group or the National Health Service Commissioning Board. 

(5) Where paragraph (4) applies to a responsible body, the responsible body must send a copy 

of its annual report to the Primary Care Trust which arranged for the provision of the services by 

the responsible body. 

(7) The copy of the annual report required to be sent in accordance with paragraph (5) or 
(6) must be sent as soon as reasonably practicable after the end of the year to which the report 

relates. 

Health and Social Care Act 2008 (Regulated Activities) 

Regulations 2014 

(SI 2014, No. 2936) 

2 Interpretation 
(1) In these Regulations -

'the Act' means the Health and Social Care Act 2008; 

'the 1983 Act' means the Mental Health Act 1983; 

'the 2005 Act' means the Mental Capacity Act 2005; 

'the 2006 Act' means the National Health Service Act 2006; 
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'the 2010 Regulations' means the Health and Social Care Act 2008 (Regulated Activities) 

Regulations 2010; 

'local anaesthesia' means any anaesthesia other than general, spinal or epidural anaesthesia, and 

also excludes the administration of a regional nerve block; 
'medical practitioner' means a registered medical practitioner; 

'nominated individual' must be construed in accordance with regulation 6(2); 

'nurse' means a registered nurse; 

'nursing care' means any services provided by a nurse and involving -

(a) the provision of care, or 

(b) the planning, supervision or delegation of the provision of care, 

other than any services which, having regard to their nature and the circumstances in which they 

are provided, do not need to be provided by a nurse; 

'personal care' means -

(a) physical assistance given to a person in connection with -
(i) eating or drinking (including the maintenance of established parenteral nutrition), 
(ii) toileting (including in relation to the process of menstruation), 

(iii) washing or bathing, 
(iv) dressing, 

(v) oral care, or 

(vi) the care of skin, hair and nails (with the exception of nail care provided by a person 

registered with the Health and Care Professions Council as a chiropodist or podia

trist pursuant to article 5 of the 2001 Order), or 

(b) the prompting, together with supervision, of a person, in relation to the performance of 
any of the activities listed in paragraph (a), where that person is unable to make a deci
sion for themselves in relation to performing such an activity without such prompting 

and supervision; 

'registered manager' means, in respect of a regulated activity, a person registered with the 
Commission under Chapter 2 of Part 1 of the Act as a manager in respect of that activity; 

'registered person' means, in respect of a regulated activity, a person who is the service provider 
or registered manager in respect of that activity; 

'relevant person', except in regulation 20, means the service user or, where the service user is 

under 16 and not competent to make a decision in relation to their care or treatment, a person law

fully acting on their behalf; 

'treatment', except in paragraph 5 of Schedule 1, includes -
(a) a diagnostic or screening procedure carried out for medical purposes, 

(b) the ongoing assessment of a service user's mental or physical state, 
(c) nursing, personal and palliative care, and 

(d) the giving of vaccinations and immunisations; 

'vulnerable adult' has the same meaning as in section 60(1) (interpretation) of the Safeguarding 

Vulnerable Groups Act 2006. 

3 Prescribed activities 
(1) Subject to paragraphs (3) and (4), the activities specified in Schedule 1 are prescribed as 

regulated activities for the purposes of section 8(1) of the Act. 

(2) An activity which is ancillary to, or is carried on wholly or mainly in relation to, a regulated 

activity shall be treated as part of that activity. 

8 General 
(1) A registered person must comply with regulations 9 to 20A in carrying on a regulated activity. 

9 Person-centred care 
(1) The care and treatment of service users must -

(a) be appropriate, 
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(b) meet their needs, and 

(c) reflect their preferences. 
(2) But paragraph (1) does not apply to the extent that the provision of care or treatment would 

result in a breach of regulation 11 .  

(5)  If  the service user is  16 or over and lacks capacity in relation to a matter to which this regu

lation applies, paragraphs (1) to (3) are subject to any duty on the registered person under the 2005 

Act in relation to that matter. 

(6) But if Part 4 or 4A of the 1983 Act applies to a service user, care and treatment must be pro
vided in accordance with the provisions of that Act. 

10 Dignity and respect 
(1) Service users must be treated with dignity and respect. 

(2) Without limiting paragraph (1), the things which a registered person is required to do to 

comply with paragraph (1) include in particular -

(a) ensuring the privacy of the service user; 

(b) supporting the autonomy, independence and involvement in the community of the 

service user; 

(c) having due regard to any relevant protected characteristics (as defined in section 149(7) 

of the Equality Act 2010) of the service user. 

11 Need for consent 
(1) Care and treatment of service users must only be provided with the consent of the relevant 

person. 

(2) Paragraph (1) is subject to paragraphs (3) and ( 4). 
(3) If the service user is 16 or over and is unable to give such consent because they lack capacity 

to do so, the registered person must act in accordance with the 2005 Act. 

(4) But if Part 4 or 4Aof the 1983 Act applies to a service user, the registered person must act in 

accordance with the provisions of that Act. 
(5) Nothing in this regulation affects the operation of section 5 of the 2005 Act, as read with 

section 6 of that Act (acts in connection with care or treatment). 

12 Safe care and treatment 
(1) Care and treatment must be provided in a safe way for service users. 

(2) Without limiting paragraph (1), the things which a registered person must do to comply 

with that paragraph include -
(a) assessing the risks to the health and safety of service users ofreceiving the care or treatment; 

(b) doing all that is reasonably practicable to mitigate any such risks; 
(c) ensuring that persons providing care or treatment to service users have the qualifica

tions, competence, skills and experience to do so safely; 

(d) ensuring that the premises used by the service provider are safe to use for their intended 

purpose and are used in a safe way; 
(e) ensuring that the equipment used by the service provider for providing care or treatment 

to a service user is safe for such use and is used in a safe way; 

(f) where equipment or medicines are supplied by the service provider, ensuring that there are 

sufficient quantities of these to ensure the safety of service users and to meet their needs; 
(g) the proper and safe management of medicines; 

(h) assessing the risk of, and preventing, detecting and controlling the spread of, infections, 
including those that are health care associated; 

(i) where responsibility for the care and treatment of service users is shared with, or trans
ferred to, other persons, working with such other persons, service users and other ap
propriate persons to ensure that timely care planning takes place to ensure the health, 

safety and welfare of the service users. 
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13 Safeguarding service users from abuse and improper treatment 
(1) Service users must be protected from abuse and improper treatment in accordance with 

this regulation. 

(2) Systems and processes must be established and operated effectively to prevent abuse of 

service users. 

(3) Systems and processes must be established and operated effectively to investigate, immedi

ately upon becoming aware of, any allegation or evidence of such abuse. 

(4) Care or treatment for service users must not be provided in a way that -
(a) includes discrimination against a service user on grounds of any protected character

istic (as defined in section 4 of the Equality Act 2010) of the service user, 

(b) includes acts intended to control or restrain a service user that are not necessary to pre
vent, or not a proportionate response to, a risk of harm posed to the service user or an

other individual if the service user was not subject to control or restraint, 

(c) is degrading for the service user, or 

(d) significantly disregards the needs of the service user for care or treatment. 
(5) A service user must not be deprived of their liberty for the purpose of receiving care or treat

ment without lawful authority. 

(6) For the purposes of this regulation -

'abuse' means -

(a) any behaviour towards a service user that is an offence under the Sexual Offences 

Act 2003, 

(b) ill-treatment (whether of a physical or psychological nature) of a service user, 

(c) theft, misuse or misappropriation of money or property belonging to a service user, or 

(d) neglect of a service user. 

(7) For the purposes of this regulation, a person controls or restrains a service user if that person -

(a) uses, or threatens to use, force to secure the doing of an act which the service user resists, or 

(b) restricts the service user's liberty of movement, whether or not the service user resists, 
including by use of physical, mechanical or chemical means. 

14 Meeting nutritional and hydration needs 
(1) The nutritional and hydration needs of service users must be met. 

(2) Paragraph (1) applies where -

(a) care or treatment involves -

(i) the provision of accommodation by the service provider, or 
(ii) an overnight stay for the service user on premises used by the service for the pur

poses of carrying on a regulated activity, or 
(b) the meeting of the nutritional or hydration needs of service users is part of the arrange

ments made for the provision of care or treatment by the service provider. 
(3) But paragraph (1) does not apply to the extent that the meeting of such nutritional or hy

dration needs would -

(a) result in a breach of regulation 11, or 

(b) not be in the service user's best interests. 
( 4) For the purposes of paragraph (1), 'nutritional and hydration needs' means -

(a) receipt by a service user of suitable and nutritious food and hydration which is adequate 

to sustain life and good health, 
(b) receipt by a service user of parenteral nutrition and dietary supplements when pre

scribed by a health care professional, 
(c) the meeting of any reasonable requirements of a service user for food and hydration 

arising from the service user's preferences or their religious or cultural background, 

and 

(d) if necessary, support for a service user to eat or drink. 
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(S) Section 4 of the 2005 Act (best interests) applies for the purposes of determining the best 
interests of a service user who is 16 or over under this regulation as it applies for the purposes of 

that Act. 

16 Receiving and acting on complaints 
(1) Any complaint received must be investigated and necessary and proportionate action must 

be taken in response to any failure identified by the complaint or investigation. 

(2) The registered person must establish and operate effectively an accessible system for iden

tifying, receiving, recording, handling and responding to complaints by service users and other 

persons in relation to the carrying on of the regulated activity. 

(3) The registered person must provide to the Commission, when requested to do so and by no 

later than 28 days beginning on the day after receipt of the request, a summary of-
(a) complaints made under such complaints system, 

(b) responses made by the registered person to such complaints and any further corres

pondence with the complainants in relation to such complaints, and 

(c) any other relevant information in relation to such complaints as the Commission may 

request. 

18 Staffing 
(1) Sufficient numbers of suitably qualified, competent, skilled and experienced persons must 

be deployed in order to meet the requirements of this Part. 

20 Duty of candour 
(1) Registered persons must act in an open and transparent way with relevant persons in rela

tion to care and treatment provided to service users in carrying on a regulated activity. 

(2) As soon as reasonably practicable after becoming aware that a notifiable safety incident has 

occurred a registered person must -

(a) notify the relevant person that the incident has occurred in accordance with paragraph 

(3), and 

(b) provide reasonable support to the relevant person in relation to the incident, including 

when giving such notification. 
(3) The notification to be given under paragraph (2)(a) must -

(a) be given in person by one or more representatives of the registered person, 

(b) provide an account, which to the best of the registered person's knowledge is true, of all 

the facts the registered person knows about the incident as at the date of the notification, 

(c) advise the relevant person what further enquiries into the incident the registered person 

believes are appropriate, 

(d) include an apology, and 

(e) be recorded in a written record which is kept securely by the registered person. 
(4) The notification given under paragraph (2)(a) must be followed by a written notification 

given or sent to the relevant person containing -
(a) the information provided under paragraph (3)(b), 

(b) details of any enquiries to be undertaken in accordance with paragraph (3) (c), 

(c) the results of any further enquiries into the incident, and 

(d) an apology. 
(S) But if the relevant person cannot be contacted in person or declines to speak to the repre

sentative of the registered person -
(a) paragraphs (2) to (4) are not to apply, and 

(b) a written record is to be kept of attempts to contact or to speak to the relevant person. 
(6) The registered person must keep a copy of all correspondence with the relevant person 

under paragraph (4). 
(7) In this regulation -
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'apology' means an expression of sorrow or regret in respect of a notifiable safety incident; 

'moderate harm' means -

(a) harm that requires a moderate increase in treatment, and 

(b) significant, but not permanent, harm; 

'moderate increase in treatment' means an unplanned return to surgery, an unplanned 

re-admission, a prolonged episode of care, extra time in hospital or as an outpatient, cancelling of 

treatment, or transfer to another treatment area (such as intensive care); 

'notifiable safety incident' has the meaning given in paragraphs (8) and (9); 

'prolonged pain' means pain which a service user has experienced, or is likely to experience, for a 

continuous period of at least 28 days; 
'prolonged psychological harm' means psychological harm which a service user has experienced, 

or is likely to experience, for a continuous period of at least 28 days; 

'relevant person' means the service user or, in the following circumstances, a person lawfully 

acting on their behalf-

(a) on the death of the service user, 

(b) where the service user is under 16 and not competent to make a decision in relation to 

their care or treatment, or 

(c) where the service user is 16 or over and lacks capacity in relation to the matter; 

'severe harm' means a permanent lessening of bodily, sensory, motor, physiologic or intellectual 

functions, including removal of the wrong limb or organ or brain damage, that is related directly to 

the incident and not related to the natural course of the service user's illness or underlying condition. 

(8) In relation to a health service body, 'notifiable safety incident' means any unintended or 

unexpected incident that occurred in respect of a service user during the provision of a regulated 

activity that, in the reasonable opinion of a health care professional, could result in, or appears to 

have resulted in -

(a) the death of the service user, where the death relates directly to the incident rather than 

to the natural course of the service user's illness or underlying condition, or 

(b) severe harm, moderate harm or prolonged psychological harm to the service user. 

(9) In relation to any other registered person, 'notifiable safety incident' means any unintended 
or unexpected incident that occurred in respect of a service user during the provision of a regulated 

activity that, in the reasonable opinion of a health care professional -

(a) appears to have resulted in -
(i) the death of the service user, where the death relates directly to the incident 

rather than to the natural course of the service user's illness or underlying 

condition, 

(ii) an impairment of the sensory, motor or intellectual functions of the service user 

which has lasted, or is likely to last, for a continuous period of at least 28 days, 
(iii) changes to the structure of the service user's body, 
(iv) the service user experiencing prolonged pain or prolonged psychological harm, or 

(v) the shortening of the life expectancy of the service user; or 

(b) requires treatment by a health care professional in order to prevent 
(i) the death of the service user, or 
(ii) any injury to the service user which, if left untreated, would lead to one or more of 

the outcomes mentioned in sub-paragraph (a) . 

22 Offences 
(1) It is an offence for a registered person to fail to comply with any of the requirements in the 

following regulations, as read with regulation 8 -
(a) regulation 11, 
(b) regulation 16(3) 

(c) regulation 17(3) 
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(d) regulation 20(2) (a) and (3), or 

(e) regulation 20A. 

(2) A registered person commits an offence if the registered person fails to comply with 

a requirement of regulation 12, 13(1) to (4) or 14, as read with regulation 8, and such failure 

results in -
(a) avoidable harm (whether of a physical or psychological nature) to a service user, 

(b) a service user being exposed to a significant risk of such harm occurring, or 

(c) in a case of theft, misuse or misappropriation of money or property, any loss by a service 

user of the money or property concerned. 
(4) But it is a defence for a registered person to prove that they took all reasonable steps and 

exercised all due diligence to prevent the breach of any of those regulations that has occurred. 

23 Offences: penalties 
( 4) A person guilty ofan offence underregulation 22(1) for breach ofregulation 11 or an offence 

under regulation 22(2) is liable on summary conviction to a fine. 

(S) A person guilty of an offence under regulation 22(1) for breach of regulation 16(3), 17(3) 
or 20(2)(a) and (3) is liable, on summary conviction, to a fine not exceeding level 4 on the standard 

scale. 

National Health Service (Clinical Negligence Scheme) 

Regulations 2015 

(SI 2015, No. 559) 

1 Citation, commencement and application 
(3) These Regulations apply to England only. 

The Scheme 

3 Clinical Negligence Scheme for Trusts 
(2) The purpose of the Scheme is to enable eligible bodies to make provision to meet liabilities 

to which the Scheme applies. 

4 Eligible bodies 
(1) The bodies which are eligible to be members of the Scheme are -

(a) the Board; 

(b) a CCG; 

(c) a Special Health Authority; 

(d) the Care Quality Commission; 

(e) Health Education England; 

(f) the Health Research Authority; 

(g) the Health and Social Care Information Centre; 

(h) NICE; 

(i) an NHS trust; 
(j) an NHS foundation trust; 

(k) a local authority which provides, or arranges the provision of, relevant health services 

under an arrangement made between the local authority and either -
(i) the Secretary of State; or 

(ii) a body specified in sub-paragraph (a) to (c), (i) or (j); 

(!) any body ('B') not specified in sub-paragraphs (a) to (k) which provides relevant health 
services in the circumstances specified in paragraph (2), (3) or (4). 
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Liabilities to which the Scheme applies 

8 Liabilities of members 
(1) Subject to paragraph (4), the Scheme applies to any liability in tort under the law ofEngland 

and Wales which a member of the Scheme owes to a third party in respect of or consequent upon 

personal injury or loss as specified in paragraph (2) . 

(2) The personal injury or loss referred to in paragraph (1) is personal injury or loss arising out 

of or in connection with any breach of a duty of care which -

(a) the member owes to any person in connection with the diagnosis of any illness or the 

care or treatment of any patient; and 

(b) is in consequence of any act or omission specified in paragraph (3). 
(3) The act or omission referred to in paragraph (2) is an act or omission to act on the part of

(a) a person employed or engaged by the member in connection with any relevant function 

of the member; or 

(b) an employee or agent of a person engaged by the member in connection with any such 

function. 

Payments out of the Scheme 

14 Payments out of the Scheme: liabilities of members 
(1) Where a payment falls to be made by a member of the Scheme in connection with a claim in 

respect of a liability to which the Scheme applies, the Secretary of State may pay to the member or on 
the member's behalf an amount determined by the Secretary of State under regulation 18. 

National Health Service (General Medical Services Contracts) 

Regulations 2015 

(SI 2015, No. 1862) 

PART 7 PERSONS WHO PERFORM SERVICE S  

47 Verification of qualifications and competence 
(1) The contractor must, before employing or engaging any person to assist it in the provision of 

services under the contract, take reasonable steps to satisfy itself that the person in question is both 

suitably qualified and competent to discharge the duties for which that person is to be employed or 

engaged. 

(3) When considering the competence and suitability of any person for the purposes of para-

graph (1), the contractor must, in particular, have regard to that person's

(a) academic and vocational qualifications; 
(b) education and training; and 

(c) previous employment or work experience. 

53 Level of skill 
The contractor must carry out its obligations under the contract with reasonable care and skill. 

PART 11 COMPLAINTS 

79 Complaints procedure 
(1) The contractor must establish and operate a complaints procedure to deal with complaints 

made in relation to any matter that is reasonably connected with the provision of services under the 
contract. 
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(2) The complaints procedure must comply with the requirements of the Local Authority 
Social Services and National Health Service Complaints (England) Regulations 2009. 

PART 14 MIS CELLANEOUS 

87 Clinical governance 
(1) The contractor must have in place an effective system of clinical governance which 

includes appropriate standard operating procedures in relation to the management and use of 

controlled drugs. 

(2) The contractor must nominate a person who is to have responsibility for ensuring the ef

fective operation of the system of clinical governance. 

(3) The person nominated under paragraph (2) must be a person who performs or manages the 

performance of services under the contract. 

(4) In this regulation-
(b) 'system of clinical governance' means a framework through which the contractor 

endeavours continuously to improve the quality of its services and to safeguard 
high standards of care by creating an environment in which clinical excellence can 

flourish. 

88 Friends and Family Test 
(1) A contractor must give all patients who use the contractor's practice the opportunity 

to provide feedback about the service received from the practice through the Friends and Family 

Test. 

(2) The contractor must-

(a) report the results of completed Friends and Family Tests to the Board; and 

(b) publish the results of such completed Tests. 

(3) In this regulation, 'Friends and Family Test' means the arrangements that a contractor is 
required by the Board to implement to enable its patients to provide anonymous feedback about the 

patient experience at the contractor's practice. 

Regulation 32 

Premises 

S CHEDULE 3 

OTHER CONTRACTUAL TERMS 

PART 1 PROVISION O F  SERVICE S  

1.-(1) The contractor must ensure that the premises used for the provision of services under 

the contract are -

(a) suitable for the delivery of those services; and 

(b) sufficient to meet the reasonable needs of the contractor's patients. 

Attendance at practice premises 
4.-(1) The contractor must take steps to ensure that a patient who -

(a) has not previously made an appointment; and 
(b) attends the contractor's practice premises during the normal hours for essential services, 

is provided with such services by an appropriate health care professional during that surgery period. 
(2) Sub-paragraph (1) does not apply where -

(a) it is more appropriate for the patient to be referred elsewhere for the provision of ser
vices under the Act; or 

(b) the patient is offered an appointment to attend the contractor's practice premises again 

at a time which is appropriate and reasonable having regard to all the circumstances, 
and the patient's health would not thereby be jeopardised. 
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Attendance outside practice premises 
5 .-(1) Where the medical condition of a patient is such that, in the reasonable opinion of the 

contractor -

(a) attendance on the patient is required; and 

(b) it would be inappropriate for the patient to attend the contractor's practice premises, 

the contractor must provide services to the patient at whichever of the places described in sub

paragraph (2) is, in the contractor's judgement, the most appropriate. 
(2) The places described in this sub-paragraph are -

(a) the place recorded in the patient's medical records as being the patient's last home 

address; 

(b) such other place as the contractor has informed the patient and the Board is the place 

where the contractor has agreed to visit and treat the patient; or 

(c) another place in the contractor's practice area. 
(3) Nothing in this paragraph prevents the contractor from-

(a) arranging for the referral of the patient without first seeing the patient in any case where 

the patient's medical condition makes that course of action appropriate; or 

(b) visiting the patient in circumstances where this paragraph does not place the contractor 

under an obligation to do so. 



Part I l l  

Department of Health Guidelines 

NHS I ndemnity: Arrangements for Clinical 

Negligence Claims in the NHS 

[The following guidance was issued with Health Service Guideline (96)48.] 

Executive summary 

Introduction 
This is a summary of the main points contained within NHS Indemnity Arrangements for clinical 

negligence claims in the NHS, issued under cover of HSG 96/48. The booklet includes a Q&A section 

covering the applicability of NHS indemnity to common situations and an annex on sponsored tri
als. It covers NHS indemnity for clinical negligence but not for any other liability such as product 

liability, employers liability or liability for NHS trust board members. 

Clinical negligence 
Clinical negligence is defined as 'a breach of duty of care by members of the health care professions 

employed by NHS bodies or by others consequent on decisions or judgements made by members of 

those professions acting in their professional capacity in the course of their employment, and which 

are admitted as negligent by the employer or are determined as such through the legal process'. The 

term health care professional includes hospital doctors, dentists, nurses, midwives, health visitors, 

pharmacy practitioners, registered ophthalmic or dispensing opticians (working in a hospital set

ting), members of professions allied to medicine and dentistry, ambulance personnel, laboratory 

staff and relevant technicians. 

Main principles 
NHS bodies are vicariously liable for the negligent acts and omissions of their employees and should 

have arrangements for meeting this liability. NHS Indemnity applies where 
(a) the negligent health care professional was: 

(i) working under a contract of employment and the negligence occurred in the course 

of that employment; 

(ii) not working under a contract of employment but was contracted to an NHS body to 

provide services to persons to whom that NHS body owed a duty of care; 

(iii) neither of the above but otherwise owed a duty of care to the persons injured; 
(b) persons, not employed under a contract of employment and who may or may not be a 

health care professional, who owe a duty of care to the persons injured. These include 

locums; medical academic staff with honorary contracts; students; those conducting 

clinical trials; charitable volunteers; persons undergoing further professional education, 
training and examinations; students and staff working on income generation projects. 

Where these principles apply, NHS bodies should accept full financial liability where negligent 
harm has occurred, and not seek to recover their costs from the health care professional involved. 
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Who is  not covered 
NHS Indemnity does not apply to family health service practitioners working under contracts for 
services, eg GPs (including fundholders), general dental practitioners, family dentists, pharmacists 

or optometrists; other self employed health care professionals eg independent midwives; employees 

of FHS practices; employees of private hospitals; local education authorities; voluntary agencies. 

Exceptions to the normal cover arrangements are set out in the main document. 

Circumstances covered 
NHS Indemnity covers negligent harm caused to patients or healthy volunteers in the following 

circumstances: whenever they are receiving an established treatment, whether or not in accordance 
with an agreed guideline or protocol; whenever they are receiving a novel or unusual treatment 
which, in the judgement of the health care professional, is appropriate for that particular patient; 

whenever they are subjects as patients or healthy volunteers of clinical research aimed at benefit

ting patients now or in the future. 

Expenses met 
Where negligence is alleged, NHS bodies are responsible for meeting: the legal and administra
tive costs of defending the claim or, if appropriate, of reaching a settlement; the plaintiffs costs, as 

agreed by the two parties or as awarded by the court; the damages awarded either as a one-off pay

ment or as a structured settlement. 

Clinical negligence-definition 

1. Clinical negligence is defined as: 

'A breach of duty of care by members of the health care professions employed by NHS bodies 

or by others consequent on decisions or judgments made by members of those professions 

acting in their professional capacity in the course of employment, and which are admitted as 

negligent by the employer or are determined as such through the legal process.'1 
2. In this definition 'breach of duty of care' has its legal meaning. NHS bodies will need to take 

legal advice in individual cases, but the general position will be that the following must all apply 

before liability for negligence exists: 
2 .1 There must have been a duty ofcare owed to the person treated by the relevant professional(s); 

2.2 The standard of care appropriate to such duty must not have been attained and therefore 

the duty breached, whether by action or inaction, advice given or failure to advise; 

2.3 Such a breach must be demonstrated to have caused the injury and therefore the resulting 

loss complained about by the patient; 

2.4 Any loss sustained as a result of the injury and complained about by the person treated must 

be of a kind that the courts recognise and for which they allow compensation; and 
2.5 The injury and resulting loss complained about by the person treated must have been rea

sonably foreseeable as a possible consequence of the breach. 
3. This booklet is concerned with NHS Indemnity for clinical negligence and does not cover in

demnity for any other liability such as product liability, employers liability or liability for NHS trust 

board members. 

Other terms 

4. Throughout this guidance: 

4.1 The terms 'an NHS body' and 'NHS bodies' include Health Authorities, Special Health 

Authorities and NHS Trusts but excludes all GP practices whether fundholding or not, general 

dental practices, pharmacies and opticians' practices. 

1 The NHS (Clinical Negligence Scheme) Regulations 1996, which established the Clinical Negligence Scheme for Trusts, defines clin
ical negligence in terms of' . . .  a liability in ton owed by a member to a third party in respect of or consequent upon personal injury or loss 
arising out of or in connection with any breach of a ducy of care owed by that body to any person in connection with the diagnosis of any 
illness, or the care or treatment of any pacient, in consequence of any ace or omission to act on the part of a person employed or engaged by 
a member in connection with any relevant function of the member.' 
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4.2 The term 'health care professional' includes: 

Doctors, dentists, nurses, midwives, health visitors, hospital pharmacy practitioners, registered 

ophthalmic or registered dispensing opticians working in a hospital setting, members of pro
fessions supplementary to medicine and dentistry, ambulance personnel, laboratory staff and 
relevant technicians. 

Principles 

5. NHS bodies are legally liable for the negligent acts and omissions of their employees (the 

principle of vicarious liability), and should have arrangements for meeting this liability. NHS 

Indemnity applies where: 

5.1 the negligent health care professional was working under a contract of employment (as 
opposed to a contract for services) and the negligence occurred in the course of that employment; or 

5.2 the negligent health care professional, although not working under a contract of employ

ment, was contracted to an NHS body to provide services to persons to whom that NHS body owed 

a duty of care. 

6.  Where the principles outlined in paragraph 5 apply, NHS bodies should accept full financial 

liability where negligent harm has occurred. They should not seek to recover their costs either in 

part or in full from the health care professional concerned or from any indemnities they may have. 

NHS bodies may carry this risk entirely or spread it through membership of the Clinical Negligence 

Scheme for Trusts (CNST-see EL(95)40). 

Who is covered 

7. NHS Indemnity covers the actions of staff in the course of their NHS employment. It also 

covers people in certain other categories whenever the NHS body owes a duty of care to the person 

harmed, including, for example, locums, medical academic staff with honorary contracts, students, 

those conducting clinical trials, charitable volunteers and people undergoing further professional 

education, training and examinations. This includes staff working on income generation projects. 

GPs or dentists who are directly employed by Health Authorities, e.g. as Public Health doctors (in

cluding port medical officers and medical inspectors of immigrants at UK air/sea ports), are covered. 

8. Examples of the applicability of NHS Indemnity to common situations are set out in question 

and answer format in Annex A. 

Who is not covered 

9. NHS Indemnity does not apply to general medical and dental practitioners working under 
contracts for services. General practitioners, including GP fundholders, are responsible for mak

ing their own indemnity arrangements, as are other self-employed health care professionals such 

as independent midwives. Neither does NHS Indemnity apply to employees of general practices, 

whether fundholding or not, or to employees of private hospitals (even when treating NHS patients) 

local education authorities or voluntary agencies. 

10. Examples of circumstances in which independent practitioners or staff who normally work 

for private employers are covered by NHS Indemnity are given in Annex A. The NHS Executive 
advises independent practitioners to check their own indemnity position. 

11 .  Examples of circumstances in which NHS employees are not covered by NHS Indemnity are 

also given in Annex A. 

Circumstances covered 

12.  NHS bodies owe a duty of care to healthy volunteers or patients treated or undergoing tests 

which they administer. NHS Indemnity covers negligent harm caused to these people in the follow
ing circumstances: 

12.l whenever they are receiving an established treatment, whether of not in accordance with 

an agreed guideline or protocol; 
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12 .2  whenever they are receiving a novel or  unusual treatment which in  the clinical judgment 
of the health care professional is appropriate for the particular patient; 

12.3 whenever they are subjects of clinical research aimed at benefitting patients now or in the 
future, whether as patients or as healthy volunteers. (Special arrangements, including the availability 

of no-fault indemnity apply where research is sponsored by pharmaceutical companies. See Annex B.) 

Expenses met 

13 Where negligence is alleged NHS bodies are responsible for meeting: 

13.1 the legal and administrative costs of defending the claim and, if appropriate, of reaching a 

settlement, including the cost of any mediation; 
13.2 where appropriate, plaintiff's costs, either as agreed between the parties or as awarded 

by a court of law; 

13.3 the damages agreed or awarded, whether as a one-off payment or a structured settlement. 

Claims management principles 

14. NHS bodies should take the essential decisions on the handling of claims of clinical neg

ligence against their staff, using professional defence organisations or others as their agents and 

advisers as appropriate.* 

Financial support arrangements 

15. Details of the Clinical Negligence Scheme for Trusts (CNST) were announced in EL(95)40 
on 29 March 1995. 

16. All financial arrangements in respect of clinical negligence costs for NHS bodies have been 

reviewed and guidance on transitional arrangements (for funding clinical accidents which hap

pened before 1 April 1995), was issued on 27 November 1995 under cover of FDL(95)56. FDL(96) 

36 provided further guidance on a number of detailed questions. 

ANNEX A QUE STIONS AND ANSWERS 

ON NHS INDEMNITY 

Below are replies to some of the questions most commonly 
asked about NHS Indemnity 

1 Who is covered by NHS Indemnity? 
NHS bodies are liable at law for the negligent acts and omissions of their staff in the course of their 

NHS employment. Under NHS Indemnity, NHS bodies take direct responsibility for costs and dam

ages arising from clinical negligence where they (as employers) are vicariously liable for the acts 

and omissions of their health care professional staff. 

2 Would health care professionals opting to work under contracts 
for services rather than as employees of the NHS be covered? 
Where an NHS body is responsible for providing care to patients NHS Indemnity will apply whether the 
health care professional involved is an employee or not. For example a doctor working under a contract 
for services with an NHS Trust would be covered because the Trust has responsibility for the care of its 
patients. A consultant undertaking contracted NHS work in a private hospital would also be covered. 

3 Does this include clinical academics and research workers? 
NHS bodies are vicariously liable for the work done by university medical staff and other research 
workers (e.g. employees of the MRC) under their honorary contracts, but not for pre-clinical or other 
work in the university. 

* Editors' note: The handling of claims for clinical negligence has subsequently been taken over by the NHS Litigation Authority, al· 
though 'NHS bodies' remain legally responsible for meeting claims. 
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4 Are GP practices covered? 
GP's whether fundholders or not [and who are not employed by Health Authorities as public health 

doctors], are independent practitioners and therefore they and their employed staff are not covered 

by NHS Indemnity. 

5 Is a hospital doctor doing a GP locum covered? 
This would not be the responsibility of the NHS body since it would be outside the contract of em

ployment. The hospital doctor and the general practitioners concerned should ensure that there is 
appropriate professional liability cover. 

6 Is a GP seeing a patient in hospital covered? 
AGP providing medical care to patients in hospital under a contractual arrangement, e.g. where the 

GP was employed as a clinical assistant, will be covered by NHS Indemnity, as will a GP who pro

vides services in NHS hospitals under staff fund contracts (known as 'bed funds'). Where there is no 

such contractual arrangement, and the NHS body provides facilities for patient(s) who continue to 
be the clinical responsibility of the GP, the GP would be responsible and professional liability cover 

would be appropriate. However, junior medical staff, nurses or members of the professions supple

mentary to medicine involved in the care of a GP's patients in NHS hospitals under their contract of 

employment would be covered. 

7 Are GP trainees working in general practice covered? 
In general practice the responsibility for training and for paying the salary of a GP trainee rests with 

the trainer. While the trainee is receiving a salary in general practice it is advisable that both the 

trainee and the trainer, and indeed other members of the practice, should have appropriate profes

sional liability cover as NHS Indemnity will not apply. 

8 Are NHS employees working under contracts with 
GP fundholders covered? 
If their employing NHS body has agreed a contract to provide services to a GP fundholding practice's 

patients, NHS employees will be working under the terms of their contracts of employment and NHS 

Indemnity will cover them. If NHS employees themselves contract with GP fundholders (or any 

other independent body) to do work outside their NHS contract of employment they should ensure 

that they have separate indemnity cover. 

9 Is academic general practice covered? 
The Department has no plans to extend NHS Indemnity to academic departments of general prac

tice. In respect of general medical services, Health Authorities' payments of fees and allowances 

include an element for expenses, of which medical defence subscriptions are a part. 

10 Is private work in NHS hospitals covered by NHS Indemnity? 
NHS bodies will not be responsible for a health care professional's private practice, even in an NHS 

hospital. However, where junior medical staff, nurses or members of professions supplementary to 

medicine are involved in the care of private patients in NHS hospitals, they would normally be doing 

so is part of their NHS contract, and would therefore be covered. It remains advisable that health 

professionals who might be involved in work outside the scope of his or her NHS employment should 
have professional liability cover. 

11 Is  Category 2 work covered? 
Category 2 work (e.g. reports for insurance companies) is by definition not undertaken for the 

employing NHS body and is therefore not covered by NHS Indemnity. Unless the work is carried out 

on behalf of the employing NHS body, professional liability cover would be needed. 

12 Are disciplinary proceedings of statutory bodies covered? 
NHS bodies are not financially responsible for the defence of staff involved in disciplinary proceedings 
conducted by statutory bodies such as the GMC (doctors), UKCC (nurses and midwives), GDC (dentists) 
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CPSM (professions supplementary to  medicine) and RPSGB (pharmacists). I t  i s  the responsibility of 

the practitioner concerned to take out professional liability cover against such an eventuality. 

13 Are clinical trials covered? 
In the case of negligent harm, health care professionals undertaking clinical trials or studies on 
volunteers, whether healthy or patients, in the course of their NHS employment are covered by NHS 

Indemnity. Similarly, for a trial not involving medicines, the NHS body would take financial respon

sibility unless the trial were covered by such other indemnity as may have been agreed between 

the NHS body and those responsible for the trial. In any case, NHS bodies should ensure that they 

are informed of clinical trials in which their staff are taking part in their NHS employment and that 

these trials have the required Research Ethics Committee approval. For non-negligent harm, see 

question 16 below. 

14 Is harm resulting from a fault in the drug/equipment covered? 
Where harm is caused due to a fault in the manufacture of a drug or piece of equipment then, under 

the terms of the Consumer Protection Act 1987, it is no defence for the producer to show that he 

exercised reasonable care. Under normal circumstances, therefore, NHS indemnity would not apply 

unless there was a question whether the health care professional either knew or should reasonably 

have known that the drug/equipment was faulty but continued to use it. Strict liability could apply 

if the drug/equipment had been manufactured by an NHS body itself, for example a prototype as 

part of a research programme. 

15 Are Local Research Ethics Committees (LRECs) covered? 
Under the Department's guidelines an LREC is appointed by the Health Authority to provide in
dependent advice to NHS bodies within its area on the ethics of research proposals. The Health 
Authority should take financial responsibility for members' acts and omissions in the course of per
formance of their duties as LREC members. 

16 Is there liability for non-negligent harm? 
Apart from liability for defective products, legal liability does not arise where a person is harmed but 

no one has acted negligently. An example of this would be unexpected side-effects of drugs during 

clinical trials. In exceptional circumstances (and within the delegated limit of £50,000) NHS bod
ies may consider whether an ex-gratia payment could be offered. NHS bodies may not offer advance 

indemnities or take out commercial insurance for non-negligent harm. 

17 What arrangements can non-NHS bodies make for non-negligent harm? 
Arrangements will depend on the status of the non-NHS body. Arrangements for clinical trials spon

sored by the pharmaceutical industry are set out in Annex B. Other independent sector sponsors of 

clinical research involving NHS patients (e.g. universities and medical research charities) may also 

make arrangements to indemnity research subjects for non-negligent harm. Public sector research 

funding bodies such as the Medical Research Council (MRC) may not offer advance indemnities nor 

take out commercial insurance for non-negligent harm. The MRC offers the assurance that it will 
give sympathetic consideration to claims in respect of non-negligent harm arising from an MRC 

funded trial. NHS bodies should not make ex-gratia payments for non-negligent harm where re
search is sponsored by a non-NHS body. 

18 Would health care professionals be covered if they were working other 
than in accordance with the duties of their post? 
Health care professionals would be covered by NHS Indemnity for actions in the course of NHS 

employment, and this should be interpreted liberally. For work not covered in this way health 

care professionals may have a civil, or even, in extreme circumstances, criminal liability for 

their actions. 
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19 Are health care professionals attending accident victims ('Good 
Samaritan' acts) covered? 
'Good Samaritan' acts are not part of the health care professional's work for the employing body. 
Medical defence organisations are willing to provide low-cost cover against the (unusual) event of 

anyone performing such an act being sued for negligence. Ambulance services can, with the agree

ment of staff, include an additional term in the individual employee contracts to the effect that the 

member of staff is expected to provide assistance in any emergency outside of duty hours where it 

is appropriate to do so. 

20 Are NHS staff in public health medicine or in community 
health services doing work for local authorities covered? Are 
occupational physicians covered? 
Staff working in public health medicine, clinical medical officers or therapists carrying out local 

authority functions under their NHS contract would be acting in the course of their NHS employ

ment. They will therefore be covered by NHS Indemnity. The same principle applies to occupational 

physicians employed by NHS bodies. 

21 Are NHS staff working for other agencies, e.g. the Prison Service, covered? 
In general, NHS bodies are not financially responsible for the acts of NHS staff when they are work

ing on an individual contractual basis for other agencies. (Conversely, they are responsible where, 

for example, a Ministry of Defence doctor works in an NHS hospital.) Either the non-NHS body com
missioning the work would be responsible, or the health care professional should have separate in

demnity cover. However, NHS Indemnity should cover work for which the NHS body pays the health 

care professional a fee, such as domiciliary visits, and family planning services. 

22 Are former NHS staff covered? 
NHS Indemnity will cover staff who have subsequently left the Service (e.g. on retirement) provided 
the liability arose in respect of acts or omissions in the course of their NHS employment, regardless 

of when the claim was notified. NHS bodies may seek the co-operation of former staff in providing 

statements in the defence of a case. 

23 Are NHS staff offering services to voluntary bodies such as the 
Red Cross or hospices covered? 
The NHS body would be responsible for the actions of its staff only if it were contractually respon

sible for the clinical staffing of the voluntary body. Ifnot, the staff concerned may wish to ensure that 

they have separate indemnity cover. 

24 Do NHS bodies provide cover for locums? 
NHS bodies take financial responsibility for the acts and omissions of a locum health care profes
sional, whether 'internal' or provided by an external agency, doing the work of a colleague who 

would be covered. 

25 What are the arrangements for staff employed by one 
trust working in another? 
This depends on the contractual arrangements. If the work is being done as part of a formal agree

ment between the trusts, then the staff involved will be acting within their normal NHS duties and, 

unless the agreement states otherwise, the employing trust will be liable. The NHS Executive does 
not recommend the use of ad hoc arrangements, e.g. a doctor in one trust asking a doctor in another 
to provide an informal second opinion, unless there is an agreement between the trusts as to which 

of them will accept liability for the 'visiting' doctor in such circumstances. 

26 Are private sector rotations for hospital staff covered? 
The medical staff of independent hospitals are responsible for their own professional liability cover, 

subject to the requirements of the hospital managers. If NHS staff in the training grades work in 
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independent hospitals as  part of  their NHS training, they would be  covered by  NHS Indemnity, 

provided that such work was covered by an NHS contract of employment. 

27 Are voluntary workers covered? 
Where volunteers work in NHS bodies, they are covered by NHS Indemnity. NHS managers should 

be aware of all voluntary activity going on in their organisations and should wherever possible con
firm volunteers' indemnity position in writing. 

28 Are students covered? 
NHS Indemnity applies where students are working under the supervision of NHS employees. This 

should be made clear in the agreement between the NHS body and the students' educational body. 

This will apply to students of all the health care professions and to school students on, for example, 

work experience placements. Students working in NHS premises, under supervision of medical aca

demic staff employed by universities holding honorary contracts, are also covered. Students who 

spend time in a primary care setting will only be covered if this is part of an NHS contract. Potential 

students making preliminary visits and school placements should be adequately supervised and 

should not become involved in any clinical work. Therefore, no clinical negligence should arise on 
their part. 

In the unlikely event of a school making a negligent choice of work placement for a pupil to work 

in the NHS, then the school, and not NHS indemnity, should pick up the legal responsibility for the 

actions of that pupil. The contractual arrangement between the NHS and the school should make 

this clear. 

29 Are health care professional undergoing on-the-job training covered? 
Where an NHS body's staff are providing on-the-job training (e.g. refresher or skills updating 

courses) for health care professionals, the trainees are covered by NHS Indemnity whether they are 
normally employed by the NHS or not. 

30 Are independent midwives covered? 
Independent midwives are self-employed practitioners. In common with all other health care 

professionals working outside the NHS, they are responsible for making their own indemnity 

arrangements. 

31 Are overseas doctors who have come to the UK temporarily, perhaps 
to demonstrate a new technique, covered? 
The NHS body which has invited the overseas doctor will owe a duty of care to the patients on whom 

the technique is demonstrated and so NHS Indemnity will apply. NHS bodies, therefore, need to 
make sure that they are kept informed of any such demonstration visits which are proposed and of 

the nature of the technique to be demonstrated. Where visiting clinicians are not formally regis

tered as students, or are not employees, an honorary contract should be arranged. 

32 Are staff who are qualified in another member state of the European 
Union covered? 
Staff qualified in another member state of the European Union, and who are undertaking an 

adaptation period in accordance with EEC directive 89/48EEC and the European Communities 
(Recognition of Professional Qualifications) Regulations 1991 which implements EEC Directive 
89/48/EEC) and EEC Directive 92/51/EEC, must be treated in a manner consistent with their quali

fied status in another member state, and should be covered. 



Part IV 

General Med ical Council 

The following section contains extracts from guidance published by the General Medical 

Council which sets out the principles of good practice that the GMC expects doctors to adhere 

to. The GMC revises its guidance periodically so please check the GMC's website for updated 

editions: www.gmc-uk.org, where you can also read and download the guidance in full. 

Good medical practice* 

[Some references omitted.] 

Professionalism in action 

1 Patients need good doctors. Good doctors make the care of their patients their first con

cern: they are competent, keep their knowledge and skills up to date, establish and maintain good 

relationships with patients and colleagues,' are honest and trustworthy, and act with integrity and 

within the law. 

2 Good doctors work in partnership with patients and respect their rights to privacy and dig

nity. They treat each patient as an individual. They do their best to make sure all patients receive 

good care and treatment that will support them to live as well as possible, whatever their illness or 

disability. 

3 Good medical practice describes what is expected of all doctors registered with the General 

Medical Council (GMC). It is your responsibility to be familiar with Good medical practice and the 

explanatory guidance which supports it, and to follow the guidance they contain. 

4 You must use your judgement in applying the principles to the various situations you will 
face as a doctor, whether or not you hold a licence to practise, whatever field of medicine you work 

in, and whether or not you routinely see patients. You must be prepared to explain and justify your 

decisions and actions. 

5 In Good medical practice, we use the terms 'you must' and 'you should' in the following ways. 
'You must' is used for an overriding duty or principle. 

'You should' is used when we are providing an explanation of how you will meet the 

overriding duty. 

'You should' is also used where the duty or principle will not apply in all situations or cir
cumstances, or where there are factors outside your control that affect whether or how 
you can follow the guidance. 

6 To maintain your licence to practise, you must demonstrate, through the revalidation pro
cess, that you work in line with the principles and values set out in this guidance. Serious or per
sistent failure to follow this guidance will put your registration at risk. 

* © General Medical Council 2013. 
1 Colleagues include anyone a doctor works with, whether or not they are also doctors. 
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Domain 1 :  Knowledge, skills and performance 

Develop and maintain your professional performance 

7 You must be competent in all aspects of your work, including management, research and 

teaching. 

8 You must keep your professional knowledge and skills up to date. 
9 You must regularly take part in activities that maintain and develop your competence and 

performance. 

10 You should be willing to find and take part in structured support opportunities offered by 
your employer or contracting body (for example, mentoring) . You should do this when you join an 

organisation and whenever your role changes significantly throughout your career. 

11 You must be familiar with guidelines and developments that affect your work. 
12 You must keep up to date with, and follow, the law, our guidance and other regulations rele

vant to your work. 

13 You must take steps to monitor and improve the quality of your work. 

Apply knowledge and experience to practice 

14 You must recognise and work within the limits of your competence. 
14.1 You must have the necessary knowledge of the English language to provide a good 

standard of practice and care in the UK. 

15 You must provide a good standard of practice and care. If you assess, diagnose or treat 

patients, you must: 

a adequately assess the patient's conditions, taking account of their history (including the 

symptoms and psychological, spiritual, social and cultural factors), their views and val

ues; where necessary, examine the patient 
b promptly provide or arrange suitable advice, investigations or treatment where necessary 

c refer a patient to another practitioner when this serves the patient's needs. 
16 In providing clinical care you must: 

a prescribe drugs or treatment, including repeat prescriptions, only when you have ad

equate knowledge of the patient's health and are satisfied that the drugs or treatment 

serve the patient's needs 
b provide effective treatments based on the best available evidence 

c take all possible steps to alleviate pain and distress whether or not a cure may be 

possible 

d consult colleagues where appropriate 
e respect the patient's right to seek a second opinion 

f check that the care or treatment you provide for each patient is compatible with any 
other treatments the patient is receiving, including (where possible) self-prescribed 

over-the-counter medications 

g wherever possible, avoid providing medical care to yourself or anyone with whom you 

have a close personal relationship. 

17 You must be satisfied that you have consent or other valid authority before you carry out 
any examination or investigation, provide treatment or involve patients or volunteers in teaching 
or research. 

18 You must make good use of the resources available to you. 

Record your work clearly, accurately and legibly 

19 Documents you make (including clinical records) to formally record your work must be 

clear, accurate and legible. You should make records at the same time as the events you are record
ing or as soon as possible afterwards. 

20 You must keep records that contain personal information about patients, colleagues or oth

ers securely, and in line with any data protection requirements. 



21 Clinical records should include: 

a relevant clinical findings 
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b the decisions made and actions agreed, and who is making the decisions and agreeing the 

actions 

c the information given to patients 
d any drugs prescribed or other investigation or treatment 
e who is making the record and when. 

Domain 2 :  Safety and quality 

Contribute to and comply with systems to protect patients 

22 You must take part in systems of quality assurance and quality improvement to promote 

patient safety. This includes: 
a taking part in regular reviews and audits of your work and that of your team, responding 

constructively to the outcomes, taking steps to address any problems and carrying out 

further training where necessary 

b regularly reflecting on your standards of practice and the care you provide 

c reviewing patient feedback where it is available. 

23 To help keep patients safe you must: 

a contribute to confidential inquiries 

b contribute to adverse event recognition 

c report adverse incidents involving medical devices that put or have the potential to put the 
safety of a patient, or another person, at risk 

d report suspected adverse drug reactions 

e respond to requests from organisations monitoring public health. 

When providing information for these purposes you should still respect patients' confidentiality. 

Respond to risks to safety 

24 You must promote and encourage a culture that allows all staff to raise concerns openly 

and safely. 

25 You must take prompt action if you think that patient safety, dignity or comfort is or may be 

seriously compromised. 
a If a patient is not receiving basic care to meet their needs, you must immediately tell 

someone who is in a position to act straight away. 

b If patients are at risk because of inadequate premises, equipment2 or other resources, pol

icies or systems, you should put the matter right if that is possible. You must raise your con

cern in line with our guidance and your workplace policy. You should also make a record 

of the steps you have taken. 

c If you have concerns that a colleague may not be fit to practise and may be putting patients 

at risk, you must ask for advice from a colleague, your defence body or us. If you are still 

concerned you must report this, in line with our guidance and your workplace policy, and 

make a record of the steps you have taken. 

26 You must offer help if emergencies arise in clinical settings or in the community, taking 
account of your own safety, your competence and the availability of other options for care. 

27 Whether or not you have vulnerable3 adults or children and young people as patients, you 

should consider their needs and welfare and offer them help if you think their rights have been 

abused or denied. 

2 Follow the guidance in  paragraph 23c if the risk arises from an adverse incident involving a medical device. 
3 Some patients are likely to be more vulnerable than others because of their illness, disability or frailty or because of their current cir

cumstances, such as bereavement or redundancy. You should treat children and young people under 18 years as vulnerable. Vulnerability 
can be temporary or permanent. 
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Protect patients and colleagues from any risk posed by your health 

28 If you know or suspect that you have a serious condition that you could pass on to patients, 
or if your judgement or performance could be affected by a condition or its treatment, you must 

consult a suitably qualified colleague. You must follow their advice about any changes to your 

practice they consider necessary. You must not rely on your own assessment of the risk to patients. 

29 You should be immunised against common serious communicable diseases (unless other

wise contraindicated). 

30 You should be registered with a general practitioner outside your family. 

Domain 3 :  Communication, partnership and teamwork 

Communicate effectively 

31 You must listen to patients, take account of their views, and respond honestly to their 
questions. 

32 You must give patients4 the information they want or need to know in a way they can under

stand. You should make sure that arrangements are made, wherever possible, to meet patients' lan

guage and communication needs. 

33 You must be considerate to those close to the patient and be sensitive and responsive in giv
ing them information and support. 

34 When you are on duty you must be readily accessible to patients and colleagues seeking in
formation, advice or support. 

Work collaboratively with colleagues to maintain or improve patient care 

35 You must work collaboratively with colleagues, respecting their skills and contributions. 

36 You must treat colleagues fairly and with respect. 

37 You must be aware of how your behaviour may influence others within and outside 

the team. 

38 Patient safety may be affected if there is not enough medical cover. So you must take up 

any post you have formally accepted, and work your contractual notice period before leaving a job, 
unless the employer has reasonable time to make other arrangements. 

Teaching, training, supporting and assessing 

39 You should be prepared to contribute to teaching and training doctors and students. 

40 You must make sure that all staff you manage have appropriate supervision. 

41 You must be honest and objective when writing references, and when appraising or assess

ing the performance of colleagues, including locums and students. References must include all in

formation relevant to your colleagues' competence, performance and conduct. 
42 You should be willing to take on a mentoring role for more junior doctors and other health

care professionals. 

43 You must support colleagues who have problems with their performance or health. But you 

must put patient safety first at all times. 

Continuity and coordination of care 

44 You must contribute to the safe transfer of patients between healthcare providers and be

tween health and social care providers. This means you must: 
a share all relevant information with colleagues involved in your patients' care within and 

outside the team, including when you hand over care as you go off duty, and when you 
delegate care or refer patients to other health or social care providers, 

'4 Patients here includes those people with the legal authority ro make healthcare decisions on a patient's behalf. 
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b check, where practical, that a named clinician or team has taken over responsibility when 

your role in providing a patient's care has ended. This may be particularly important for 

patients with impaired capacity or who are vulnerable for other reasons. 

45 When you do not provide your patients' care yourself, for example when you are off duty, 

or you delegate the care of a patient to a colleague, you must be satisfied that the person pro
viding care has the appropriate qualifications, skills and experience to provide safe care for the 

patient. 

Establish and maintain partnerships with patients 

46 You must be polite and considerate. 

4 7 You must treat patients as individuals and respect their dignity and privacy. 

48 You must treat patients fairly and with respect whatever their life choices and beliefs. 

49 You must work in partnership with patients, sharing with them the information they will 

need to make decisions about their care, including: 

a their condition, its likely progression and the options for treatment, including associated 

risks and uncertainties 
b the progress of their care, and your role and responsibilities in the team 

c who is responsible for each aspect of patient care, and how information is shared within 

teams and among those who will be providing their care 

d any other information patients need if they are asked to agree to be involved in teaching 

or research. 

50 You must treat information about patients as confidential. This includes after a patient 

has died. 
51 You must support patients in caring for themselves to empower them to improve and main

tain their health. This may, for example, include: 

a advising patients on the effects of their life choices and lifestyle on their health and 

well-being 

b supporting patients to make lifestyle changes where appropriate. 
52 You must explain to patients if you have a conscientious objection to a particular procedure. 

You must tell them about their right to see another doctor and make sure they have enough informa

tion to exercise that right. In providing this information you must not imply or express disapproval 

of the patient's lifestyle, choices or beliefs. If it is not practical for a patient to arrange to see another 

doctor, you must make sure that arrangements are made for another suitably qualified colleague to 

take over your role. 

Show respect for patients 

53 You must not use your professional position to pursue a sexual or improper emotional rela
tionship with a patient or someone close to them. 

54 You must not express your personal beliefs (including political, religious and moral beliefs) 

to patients in ways that exploit their vulnerability or are likely to cause them distress. 

55 You must be open and honest with patients if things go wrong. If a patient under your care 
has suffered harm or distress, you should: 

a put matters right (if that is possible) 
b offer an apology 
c explain fully and promptly what has happened and the likely short-term and long-term 

effects. 

Domain 4: Maintaining trust 

Treat patients and colleagues fairly and without discrimination 

56 You must give priority to patients on the basis of their clinical need if these decisions are 
within your power. If inadequate resources, policies or systems prevent you from doing this, and 
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patient safety, dignity or comfort may be seriously compromised, you must follow the guidance in 

paragraph 2Sb. 

57 The investigations or treatment you provide or arrange must be based on the assessment 

you and your patient make of their needs and priorities, and on your clinical judgement about the 

likely effectiveness of the treatment options. You must not refuse or delay treatment because you 

believe that a patient's actions or lifestyle have contributed to their condition. 

58 You must not deny treatment to patients because their medical condition may put you at 

risk. If a patient poses a risk to your health or safety, you should take all available steps to min

imise the risk before providing treatment or making other suitable alternative arrangements for 

providing treatment. 

59 You must not unfairly discriminate against patients or colleagues by allowing your per

sonal views5 to affect your professional relationships or the treatment you provide or arrange. You 
should challenge colleagues if their behaviour does not comply with this guidance, and follow the 
guidance in paragraph 2Sc if the behaviour amounts to abuse or denial of a patient's or colleague's 
rights. 

60 You must consider and respond to the needs of disabled patients and should make reason

able adjustments6 to your practice so they can receive care to meet their needs. 

61 You must respond promptly, fully and honestly to complaints and apologise when 

appropriate. You must not allow a patient's complaint to adversely affect the care or treatment you 

provide or arrange. 
62 You should end a professional relationship with a patient only when the breakdown of trust 

between you and the patient means you cannot provide good clinical care to the patient. 

63 You must make sure you have adequate insurance or indemnity cover so that your 

patients will not be disadvantaged if they make a claim about the clinical care you have provided 

in the UK. 
64 If someone you have contact with in your professional role asks for your registered name 

and/or GMC reference number, you must give this information to them. 

Act with honesty and integrity 

Honesty 
65 You must make sure that your conduct justifies your patients' trust in you and the public's 

trust in the profession. 

66 You must always be honest about your experience, qualifications and current role. 

67 You must act with honesty and integrity when designing, organising or carrying out re

search, and follow national research governance guidelines and our guidance. 

Communicating information 
68 You must be honest and trustworthy in all your communication with patients and col

leagues. This means you must make clear the limits of your knowledge and make reasonable checks 

to make sure any information you give is accurate. 
69 When communicating publicly, including speaking to or writing in the media, you must 

maintain patient confidentiality. You should remember when using social media that communica
tions intended for friends or family may become more widely available. 

70 When advertising your services, you must make sure the information you publish is factual 
and can be checked, and does not exploit patients' vulnerability or lack of medical knowledge. 

5 This includes your views about a patient's or colleague's lifestyle, culture or their social or economic status, as well as the characteris
tics protected by legislation: age, disability, gender reassignment, race, marriage and civil partnership, pregnancy and maternity, religion 
or belief, sex and sexual orientation. 

6 'Reasonable adjustments' does not only mean changes to the physical environmenc. It can include, for example, being flexible abouc 
appointment time or length, and making arrangements for those with communication difficulties such as impaired hearing. For more in
formation see the EHRC website (www.equalityhumanrights.com/advice-and-guidance). 
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71 You must be honest and trustworthy when writing reports, and when completing or signing 

forms, reports and other documents. You must make sure that any documents you write or sign are 

not false or misleading. 

a You must take reasonable steps to check the information is correct. 

b You must not deliberately leave out relevant information. 

Openness and legal or disciplinary proceedings 
72 You must be honest and trustworthy when giving evidence to courts or tribunals. You must 

make sure that any evidence you give or documents you write or sign are not false or misleading. 
a You must take reasonable steps to check the information. 
b You must not deliberately leave out relevant information. 

73 You must cooperate with formal inquiries and complaints procedures and must offer all 

relevant information while following the guidance in Confidentiality. 

74 You must make clear the limits of your competence and knowledge when giving evidence or 

acting as a witness. 

75 You must tell us without delay if, anywhere in the world: 
a you have accepted a caution from the police or been criticised by an official inquiry 

b you have been charged with or found guilty of a criminal offence 

c another professional body has made a finding against your registration as a result of fit
ness to practise procedures. 

76 If you are suspended by an organisation from a medical post, or have restrictions placed on 

your practice, you must, without delay, inform any other organisations you carry out medical work 

for and any patients you see independently. 

Honesty in financial dealings 
77 You must be honest in financial and commercial dealings with patients, employers, insurers 

and other organisations or individuals. 
78 You must not allow any interests you have to affect the way you prescribe for, treat, refer or 

commission services for patients. 

79 If you are faced with a conflict of interest, you must be open about the conflict, declaring 

your interest formally, and you should be prepared to exclude yourself from decision making. 

80 You must not ask for or accept-from patients, colleagues or others-any inducement, gift 

or hospitality that may affect or be seen to affect the way you prescribe for, treat or refer patients or 

commission services for patients. You must not offer these inducements. 

FURTHER GUIDANCE ON GOOD MEDICAL PRACTICE 

0-18 years: guidance for all  doctors* 

[Excerpt and some footnotes and Appendices omitted.] 

In 0-18 years: guidance for all doctors, the terms 'you must' and 'you should' are used in the 

following ways: 
'You must' is used for an overriding duty or principle 

'You should' is used when we are providing an explanation of how you will meetthe overriding duty 
'You should' is also used where the duty or principle will not apply in all situations or circum-

stances, or where there are factors outside your control that affect whether or how you can comply 
with the guidance. 

Serious or persistent failure to follow this guidance will put your registration at risk. 

* © General Medical Council 2007. 
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Introduction 

1 This guidance is for all doctors, but it may also be useful for children, young people1, those 

with an interest in their care, and anyone else who wants to know what guidance doctors are given. 

2 The guidance is for all doctors, whether or not they routinely see children and young people 
as patients. Doctors should also be aware of the needs and welfare of children and young people 

when they see patients: 
(a) who are parents or carers2 

(b) who are cared for by children or young people, or 
(c) who may represent a danger to children or young people. 

3 Good Medical Practice states that doctors must safeguard and protect the health and 

well-being of children and young people. Well-being includes treating children and young people as 
individuals and respecting their views, as well as considering their physical and emotional welfare. 

4 When treating children and young people, doctors must also consider parents and others 

close to them; but their patient must be the doctor's first concern. 

5 When treating adults who care for, or pose risks to, children and young people, the adult pa

tient must be the doctor's first concern; but doctors must also consider and act in the best interests 
of children and young people. 

6 Children and young people may be particularly vulnerable and need to be protected from 
harm; they can often find it difficult accessing services or defending their rights; and they often rely 

on others for their well-being. They may have particular communication needs and may need help 

to make decisions. 

7 Children and young people are individuals with rights that should be respected. This means 

listening to them and taking into account what they have to say about things that affect them. It also 
means respecting their decisions and confidentiality. 

8 Doctors should always act in the best interests of children and young people. This should 

be the guiding principle in all decisions which may affect them. But identifying their best interests 
is not always easy. This is particularly the case in relation to treatment that does not have proven 

health benefits or when competent young people refuse treatment that is clearly in their medical 

interests. There can also be a conflict between child protection and confidentiality, both of which 

are vitally important to the welfare of children and young people. 

9 Reaching satisfactory answers to these challenging questions may mean considering a 

number of difficult ethical and legal issues. The purpose of this guidance is to help doctors balance 

competing interests and make decisions that are ethical, lawful and for the good of children and 

young people. 
10 The law relating to children and young people is complex and differs across the UK. Doctors 

who have children and young people as patients will need some understanding of the law as it 

applies where they practise. Summaries of the law contained in this guidance cannot be a substitute 

for up-to-date legal advice in individual cases. 

11 When in doubt as to their responsibilities, doctors should seek the advice of experienced 

colleagues, named or designated doctors for child protection, or professional or regulatory bodies. 

Assessing best interests 

12 An assessment of best interests will include what is clinically indicated in a particular case. 

You should also consider: 
(a) the views of the child or young person, so far as they can express them, including any 

previously expressed preferences; 

(b) the views of parents; 

1 See Appendix 1 for who we mean by children and young people [omitted]. 
2 See Appendix 2 for guidance on who has parental responsibility and roles of parents and carers [omitred]. 
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(c) the views of others close to the child or young person; 

(d) the cultural, religious or other beliefs and values of the child or parents; 

(e) the views of other healthcare professionals involved in providing care to the child 
or young person, and of any other professionals who have an interest in their 

welfare; and 
(f) which choice, if there is more than one, will least restrict the child or young person's fu

ture options. 

13 This list is not exhaustive. The weight you attach to each point will depend on the circum

stances, and you should consider any other relevant information. You should not make unjustified 

assumptions about a child or young person's best interests based on irrelevant or discriminatory 
factors, such as their behaviour, appearance or disability. 

Communication 

14 Effective communication between doctors and children and young people is essential to the 

provision of good care. You should find out what children, young people and their parents want and 

need to know, what issues are important to them, and what opinions or fears they have about their 

health or treatment. In particular you should: 

(a) involve children and young people in discussions about their care; 
(b) be honest and open with them and their parents, while respecting confidentiality; 

(c) listen to and respect their views about their health, and respond to their concerns and 

preferences; 

(d) explain things using language or other forms of communication they can understand; 

(e) consider how you and they use non-verbal communication, and the surroundings in 

which you meet them; 

(f) give them opportunities to ask questions, and answer these honestly and to the best of 

your ability; 

(g) do all you can to make open and truthful discussion possible, taking into account that 
this can be helped or hindered by the involvement of parents or other people; and 

(h) give them the same time and respect that you would give to adult patients. 
15 You should make it clear that you are available to see children and young people on their 

own if that is what they want. You should avoid giving the impression (whether directly, through re

ception staff or in any other way) that they cannot access services without a parent. You should think 

carefully about the effect the presence of a chaperone can have. Their presence can deter young 

people from being frank and from asking for help. 

16 You should take children and young people's views seriously and not dismiss or appear to 

dismiss their concerns or contributions. Disabled children and young people can feel particularly 

disadvantaged in this respect. 
17 Children and young people usually want or need to know about their illnesses and what is 

likely to happen to them in the future. You should provide information that is easy to understand 

and appropriate to their age and maturity about: 

(a) their conditions; 

(b) the purpose of investigations and treatments you propose and what that involves, in

cluding pain, anaesthetics and stays in hospital; 
(c) the chances of success and the risks of different treatment options, including not having 

treatment; 

(d) who will be mainly responsible for and involved in their care; and 

(e) their right to change their minds or to ask for a second opinion. 
18 You should not overburden children and young people or their parents, but give them infor

mation at an appropriate time and pace, and check their understanding of key points. 
19 You should talk directly and listen to children and young people who are able to take part in 

discussions about their care. Young people who are able to understand what is being said and who 
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can speak for themselves resent being spoken about when they are present. But younger children 
might not be able to understand what their illness or proposed treatment is likely to involve, even 

when explained in straightforward terms. 
20 You should only keep the type of information described in paragraph 17 from children or 

young people if: 

(a) it would cause them serious harm (and not just upset them or make them more likely to 

want to refuse treatment); or 

(b) they ask you to, because they would prefer someone else to make decisions for them. 
21 You have the same duty of confidentiality to children and young people as you have to adults. 

But parents often want and need information about their children's care so that they can make deci
sions or provide care and support. Children and young people are usually happy for information to 

be shared with their parents. This sharing of information is often in the best interests of children 

and young people, particularly if their health would benefit from special care or ongoing treatment, 

such as a special diet or regular medication. Parents are usually the best judges of their children's 

best interests and should make important decisions up until children are able to make their own 

decisions. You should share relevant information with parents in accordance with the law and the 

guidance in paragraphs 27, 28 and 42 to 55. 

Making decisions 

22 You can provide medical treatment to a child or young person with their consent if they are 

competent to give it, or with the consent of a parent or the court. You can provide emergency treat

ment without consent to save the life of, or prevent serious deterioration in the health of, a child or 

young person. 

23 You should involve children and young people as much as possible in decisions about their 

care, even when they are not able to make decisions on their own. 

Assessing the capacity to consent 
24 You must decide whether a young person is able to understand the nature, purpose and 

possible consequences of investigations or treatments you propose, as well as the consequences 
of not having treatment. Only if they are able to understand, retain, use and weigh this infor

mation, and communicate their decision to others can they consent to that investigation or 

treatment. That means you must make sure that all relevant information has been provided and 

thoroughly discussed before deciding whether or not a child or young person has the capacity 

to consent. 

25 The capacity to consent depends more on young people's ability to understand and weigh 

up options than on age. When assessing a young person's capacity to consent, you should bear in 
mind that: 

(a) at 16 a young person can be presumed to have the capacity to consent (see paragraphs 30 
to 33); 

(b) a young person under 16 may have the capacity to consent, depending on their maturity 

and ability to understand what is involved. 

26 It is important that you assess maturity and understanding on an individual basis and with 
regard to the complexity and importance of the decision to be made. You should remember that a 
young person who has the capacity to consent to straightforward, relatively risk-free treatment may 
not necessarily have the capacity to consent to complex treatment involving high risks or serious 
con-sequences.3 The capacity to consent can also be affected by their physical and emotional devel
opment and by changes in their health and treatment. 

3 See paragraphs 70-71 for guidance on advice and treatment for contraception, abortion and sexually transmitted infections. 
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27 If a child lacks the capacity to consent, you should ask for their parent's consent. It is usually 

sufficient to have consent from one parent. If parents cannot agree and disputes cannot be resolved 
informally, you should seek legal advice about whether you should apply to the court. 

28 The legal framework for the treatment of 16- and 17-year-olds who lack the capacity to con

sent differs across the UK: 

(a) In England, Wales and Northern Ireland, parents can consent to investigations and 

treatment that are in the young person's best interests. 

(b) In England and Wales, treatment can also be provided in the young person's best inter

ests without parental consent, although the views of parents may be important in assess

ing the young person's best interests (see paragraphs 12 and 13). 

(c) In Northern Ireland, treatment can be provided in the young person's best interests if a 

parent cannot be contacted, although you should seek legal advice about applying for 
court approval for significant (other than emergency) interventions. 

(d) In Scotland, 16- and 17-year-olds who do not have the capacity to consent are treated 

as adults who lack capacity and treatment may be given to safeguard or promote their 

health. 

Young people who have the capacity to consent 

29 You should encourage young people to involve their parents in making important decisions, 

but you should usually abide by any decision they have the capacity to make themselves (see para

graphs 30 to 33 and paragraphs 46 to 52). You should also consider involving other members of the 

multi-disciplinary team, an independent advocate or a named or designated doctor for child protec
tion if their involvement would help young people in making decisions. 

If a young person refuses treatment 
30 Respect for young people's views is important in making decisions about their care. If they 

refuse treatment, particularly treatment that could save their life or prevent serious deterioration in 

their health, this presents a challenge that you need to consider carefully. 

31 Parents cannot override the competent consent ofa young person to treatment that you con
sider is in their best interests. But you can rely on parental consent when a child lacks the capacity 
to consent. In Scotland parents cannot authorise treatment a competent young person has refused. 

In England, Wales and Northern Ireland, the law on parents overriding young people's competent 
refusal is complex. You should seek legal advice if you think treatment is in the best interests of a 

competent young person who refuses. 

32 You must carefully weigh up the harm to the rights of children and young people of overrid

ing their refusal against the benefits of treatment, so that decisions can be taken in their best inter

ests. In  these circumstances, you should consider involving other members of the multi-disciplinary 

team, an independent advocate, or a named or designated doctor for child protection. Legal advice 

may be helpful in deciding whether you should apply to the court to resolve disputes about best 
interests that cannot be resolved informally. 

33 You should also consider involving these same colleagues before seeking legal advice if 
parents refuse treatment that is clearly in the best interests of a child or young person who lacks 

capacity, or if both a young person with capacity and their parents refuse such treatment. For fur

ther guidance on these issues see GMC guidance on consent and withholding and withdrawing 
life-prolonging treatments. 

Procedures undertaken mainly for religious, cultural, 
social or emotional reasons 

34 Both the GMC and the law permit doctors to undertake procedures that do not offer imme
diate or obvious therapeutic benefits for children or young people, so long as they are in their best 

interests (see paragraphs 12 and 13) and performed with consent (see paragraph 27). 
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35 To assess their best interests you should consider the religious and cultural beliefs and 
values of the child or young person and their parents as well as any social, psychological and 
emotional benefits. This may be relevant in circumcision of male children for religious or cultural 

reasons, or surgical correction of physical characteristics that do not endanger the child's life or 

health. 

Research 
36 Research involving children and young people can benefit all children; but they may be 

vulnerable because they cannot always recognise their best interests, express their needs or defend 

their rights. 
37 Children or young people should be involved in research only when research on adults can

not provide the same benefits. They can be involved in research that has either: 

(a) potential benefits for children or young people generally, as long as the research 

does not go against their best interests or involves only minimal or low risk of harm 

(this would be research that involves, for example, asking questions or taking blood 

samples, the assessment of the risk depending on the view of the child or young 

person); or 

(b) potential therapeutic benefits for them that outweigh any foreseeable risks, which 

should be kept as low as possible. 
38 Children and young people should not usually be involved in research if they object or 

appear to object in either words or actions, even if their parents consent. If they are able to consent 
for themselves, you should still consider involving their parents, depending on the nature of the 

research. 

39 You must not put pressure on children, young people or their parents to consent to research 

in the expectation of therapeutic, financial or any other benefit. 

40 Before involving children or young people in research, you should seek advice and get the 

necessary approval from a relevant research ethics committee, the Medical Research Council or a 

medical royal college. For further information see GMC guidance on research. 

Donation, transplantation, organ and tissue storage and use 
41 The Human Tissue Act 2004 and Human Tissue (Scotland) Act 2006 were passed following 

inquiries into the storage of children's organs and tissue without the proper consent. The Acts make 

consent central to the lawful storage and use of children and young people's organs and tissue, and 

to the removal of such material after death. The Human Tissue Authority regulates and issues codes 

of practice on activities covered by the Act in England, Wales and Northern Ireland. Scottish minis

ters have those powers in Scotland. 

Principles of confidentiality 

42 Respecting patient confidentiality is an essential part of good care; this applies when the 

patient is a child or young person as well as when the patient is an adult. Without the trust that con

fidentiality brings, children and young people might not seek medical care and advice, or they might 

not tell you all the facts needed to provide good care. 
43 The same duties of confidentiality apply when using, sharing or disclosing information 

about children and young people as about adults. You should: 
(a) disclose information that identifies the patient only if this is necessary to achieve the 

purpose of the disclosure-in all other cases you should anonymise the information be

fore disclosing it; 
(b) inform the patient4 about the possible uses of their information, including how it could 

be used to provide their care and for clinical audit; 

" or, where appropriate, those with parental responsibility forrhe patient. 
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(c) ask for the patient's5 consent before disclosing information that could identify them, if 

the information is needed for any other purpose, other than in the exceptional circum

stances described in this guidance; 

(d) keep disclosures to the minimum necessary. 
For further information see GMC guidance on confidentiality. 

Sharing information with the consent of the child or young person 
44 Sharing information with the right people can help to protect children and young people 

from harm and ensure that they get the help they need. It can also reduce the number of times they 

are asked the same questions by different professionals. By asking for their consent to share relevant 

information, you are showing them respect and involving them in decisions about their care. 

45 If children and young people are able to take part in decision-making, you should explain 

why it is that you need to share information, and ask for their consent. They will usually be happy 

for you to talk to their parents and others involved in their care or treatment. 

Sharing information without consent 
46 If a child or young person does not agree to disclosure there are still circumstances in which 

you should disclose information: 

(a) when there is an overriding public interest in the disclosure; 
(b) when you judge that the disclosure is in the best interests of a child or young person who 

does not have the maturity or understanding to make a decision about disclosure; and 

(c) when disclosure is required by law. 

Public interest 
4 7 You can disclose, without consent, information that identifies the child or young person, in 

the public interest. A disclosure is in the public interest if the benefits that are likely to arise from the 

release of information outweigh both the child or young person's interest in keeping the informa

tion confidential and society's interest in maintaining trust between doctors and patients. You must 

make this judgement case by case, by weighing up the various interests involved. 

48 When considering whether disclosure would be justified you should: 

(a) tell the child or young person what you propose to disclose and why, unless that would 

undermine the purpose or place the child or young person at increased risk of harm; 

(b) ask for consent to the disclosure, if you judge the young person to be competent to make 

the decision, unless it is not practical to do so. 
49 If a child or young person refuses consent, or if it is not practical to ask for consent, you 

should consider the benefits and possible harms that may arise from disclosure. You should consider 

any views given by the child or young person on why you should not disclose the information. But 

you should disclose information if this is necessary to protect the child or young person, or someone 

else, from risk of death or serious harm. Such cases may arise, for example, if: 

(a) a child or young person is at risk of neglect or sexual, physical or emotional abuse (see 

paragraphs 56 to 63); 

(b) the information would help in the prevention, detection or prosecution of serious crime, 

usually crime against the person; 

(c) a child or young person is involved in behaviour that might put them or others at risk of 
serious harm, such as serious addiction, self-harm or joy-riding. 

50 If you judge that disclosure is justified, you should disclose the information promptly to 
an appropriate person or authority and record your discussions and reasons. If you judge that dis

closure is not justified, you should record your reasons for not disclosing. 

5 or, where appropriate, those with parental responsibiliry for the patient. 
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Disclosures when a child lacks the capacity to consent 
51 Children will usually be accompanied by parents or other adults involved in their 

care, and you can usually tell if a child agrees to information being shared by their behaviour. 

Occasionally, children who lack the capacity to consent will share information with you on the 

understanding that their parents are not informed. You should usually try to persuade the child 
to involve a parent in such circumstances. If they refuse and you consider it is necessary in the 

child's best interests for the information to be shared (for example, to enable a parent to make 

an important decision, or to provide proper care for the child), you can disclose information to 

parents or appropriate authorities. You should record your discussions and reasons for sharing 

the information. 

Disclosures required by law 
52 You must disclose information as required by law. You must also disclose information when 

directed to do so by a court. 

Accessing medical records by children/young people/parents 

53 Young people with capacity have the legal right to access their own health records and can 

allow or prevent access by others, including their parents.6 In Scotland, anyone aged 12 or over is 

legally presumed to have such capacity. A child might of course achieve capacity earlier or later. In 

any event you should usually let children access their own health records. But they should not be 

given access to information that would cause them serious harm or any information about another 

person without the other person's consent. 
54 You should let parents access their child's medical records if the child or young person con

sents, or lacks capacity, and it does not go against the child's best interests. If the records contain 

information given by the child or young person in confidence you should not normally disclose the 
information without their consent. 

55 Divorce or separation does not affect parental responsibility and you should allow both par

ents reasonable access to their children's health records. 

Child protection 

56 Doctors play a crucial role in protecting children from abuse and neglect. You may be 
told or notice things that teachers and social workers, for example, may not. You may have 
access to confidential information that causes you to have concern for the safety or well-being 

of children. 

57 Early identification of risks can help children and young people get the care and support 
they need to be healthy, safe and happy, and to achieve their potential. 

58 If you work with children or young people, you should have the knowledge and skills to 

identify abuse and neglect. You should be aware of the use of frameworks for assessing children 
and young people's needs, the work of Local Safeguarding Children's Boards and Child Protection 

Committees, and policies, procedures and organisations that work to protect children and promote 

their welfare. 

59 Children, young people and parents may not want you to disclose information about them 
if they think they will be denied help, blamed or made to feel ashamed. They might have had bad 
experiences or fear contact with the police or social services. You should help them understand the 
importance and benefits of sharing information. But you must not delay sharing relevant informa

tion with an appropriate person or authority if delay would increase the risk to the child or young 

person or to other children or young people. 

60 Confidentiality is important and information sharing should be proportionate to the risk of 
harm. You may share some limited information, with consent if possible, to decide if there is a risk 

6 There are circumscances in which disclosures may be made to parents and others without consent (see paragraphs 46-52). 
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that would justify further disclosures. A risk might only become apparent when a number of people 

with niggling concerns share them. If in any doubt about whether to share information, you should 
seek advice from an experienced colleague, a named or designated doctor for child protection, or a 

Caldicott Guardian. You can also seek advice from a professional body, defence organisation or the 

GMC. You will be able to justify raising a concern, even if it turns out to be groundless, if you have 

done so honestly, promptly, on the basis of reasonable belief, and through the appropriate channels. 

61 Your first concern must be the safety of children and young people. You must inform an 

appropriate person or authority promptly of any reasonable concern that children or young people 
are at risk of abuse or neglect, when that is in a child's best interests or necessary to protect other 

children or young people. You must be able to justify a decision not to share such a concern, having 

taken advice from a named or designated doctor for child protection or an experienced colleague, 

or a defence or professional body. 
You should record your concerns, discussions and reasons for not sharing information in these 

circumstances. 

62 You should participate fully in child protection procedures, attend meetings whenever 

practical and co-operate with requests for information about child abuse and neglect. This includes 
Serious Case Reviews set up to identify why a child has been seriously harmed, to learn lessons from 
mistakes and to improve systems and services for children and their families. When the overall pur

pose of a review is to protect other children or young people from a risk of serious harm, you should 

share relevant information, even when a child or young person or their parents do not consent, or if 

it is not possible to ask for consent. You must be prepared to justify your decision not to share infor

mation in such cases. 

63 You should make sure that there are clear and well-understood policies and procedures for 

sharing information with agencies you work with closely or often. You should have an understand

ing of the roles, policies and practices of other agencies and professionals. This includes understand

ing the circumstances in which they consider disclosure to be justified. Teachers, social workers, 

police, youth offending teams and others all have different relationships with children and young 
people. They also have different cultures, policies and guidance on sharing information. You should 
understand and respect these differences but remember the particular responsibilities you have as 

a doctor and the importance of trust in your relationship with your patients. 

Sexual activity 

64 A confidential sexual health service is essential for the welfare of children and young 

people. Concern about confidentiality is the biggest deterrent to young people asking for sexual 
health advice. That in turn presents dangers to young people's own health and to that of the commu

nity, particularly other young people. 

65 You can disclose relevant information when this is in the public interest (see paragraphs 

47 to SO). If a child or young person is involved in abusive or seriously harmful sexual activity, you 
must protect them by sharing relevant information with appropriate people or agencies, such as the 
police or social services, quickly and professionally. 

66 You should consider each case on its merits and take into account young people's behaviour, 

living circumstances, maturity, serious learning disabilities, and any other factors that might make 

them particularly vulnerable. 
67 You should usually share information about sexual activity involving children under 13, 

who are considered in law to be unable to consent. You should discuss a decision not to disclose 
with a named or designated doctor for child protection and record your decision and the rea
sons for it. 

68 You should usually share information about abusive or seriously harmful sexual activity 
involving any child or young person, including that which involves: 

(a) a young person too immature to understand or consent; 

(b) big differences in age, maturity or power between sexual partners; 
(c) a young person's sexual partner having a position of trust; 
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(d) force or the threat of force, emotional or psychological pressure, bribery or payment, 

either to engage in sexual activity or to keep it secret; 

(e) drugs or alcohol used to influence a young person to engage in sexual activity when they 

otherwise would not; 

(f) a person known to the police or child protection agencies as having had abusive relation

ships with children or young people. 
69 You may not be able to judge if a relationship is abusive without knowing the identity 

of a young person's sexual partner, which the young person might not want to reveal. If you 

are concerned that a relationship is abusive, you should carefully balance the benefits of know

ing a sexual partner's identity against the potential loss of trust in asking for or sharing such 

information. 

Contraception, abortion and sexually transmitted infections (STis) 

70 You can provide contraceptive, abortion and STI advice and treatment, without parental 

knowledge or consent, to young people under 16 provided that: 

(a) they understand all aspects of the advice and its implications; 
(b) you cannot persuade the young person to tell their parents or to allow you to 

tell them; 

(c) in relation to contraception and STis, the young person is very likely to have sex with or 

without such treatment; 

(d) their physical or mental health is likely to suffer unless they receive such advice or 

treatment; and 

(e) it is in the best interests of the young person to receive the advice and treatment without 

parental knowledge or consent. 

71 You should keep consultations confidential even if you decide not to provide advice or treat
ment (for example, if your patient does not understand your advice or the implications of treat

ment), other than in the exceptional circumstances outlined in paragraphs 46 to 52 and paragraphs 
64 to 69. 

Conscientious objections 
72 If carrying out a particular procedure or giving advice about it conflicts with your religious 

or moral beliefs, and this conflict might affect the treatment or advice you provide, you must explain 

this to the patient and tell them they have the right to see another doctor. You should make sure that 

information about alternative services is readily available to all patients. Children and young people 

in particular may have difficulty in making alternative arrangements themselves, so you must make 
sure that arrangements are made for another suitably qualified colleague to take over your role as 

quickly as possible. 

Suitability to work with children and young people 

73 Children are not miniature adults. Good clinical care for children relies on specially 

trained clinical staff together with equipment, facilities and an environment appropriate to chil

dren's needs. If you have children and young people as patients, you should make sure you have the 
appropriate training and experience in the clinical care of children in your specialty. You should 
take steps to make sure that, wherever possible, you and members of your team have access to the 

appropriate premises, equipment and other resources necessary to provide good care. If you also 
have adults as patients, you should audit separately the care you provide to children and young 
people. 

74 If you are responsible for recruiting or employing people, or if you otherwise control who 

can work with children or young people in your care, you should make sure that their suitability 
is checked. NHS Employers (part of the NHS Confederation) issues advice on good employment 
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practice, including pre- and post-employment, Criminal Records Bureau, alert notice, vetting and 

barring scheme and other checks. 

75 You should follow the GM C's guidance on raising concerns about patient safety if you have 
concerns that children or young people are, or may be, at risk of harm because of a colleague's con

duct, performance or health. 

Complaints 

76 You should always take children and young people's complaints seriously. You should help 

them to complain if their rights or interests have been denied or abused, or if they are unhappy with 

the care they have received or because they have been denied care. 

Prescribing medicines 

77 If you prescribe medicines for children, you should be familiar with the current guidance 
published in the British National Formulary for Children. 

For further information see GMC guidance on good practice in prescribing medicines. 

Consent: patients and doctors making decisions together* 

[Annexes and some footnotes omitted.] 

How the guidance applies to you 
This guidance is addressed to doctors, but may also help patients and the public to understand 

what to expect of their doctors. In this guidance the terms 'you must' and 'you should' are used in 
the following ways: 

'you must' is used for an overriding duty or principle 'you should' is used when we are providing 

an explanation of how you will meet the overriding duty, 

'you should' is also used where the duty or principle will not apply in all situations or circum

stances, or where there are factors outside your control that affect whether or how you can comply 

with the guidance. 

The guidance is not, and cannot be, exhaustive. So you should use your judgement to apply the 
principles it sets out to the situations you face in your own practice. You must work in partnership 

with your patients. You should discuss with them their condition and treatment options in a way 

they can understand, and respect their right to make decisions about their care. 

You should see getting their consent as an important part of the process of discussion and 
decision-making, rather than as something that happens in isolation. 

In deciding how much information to share with your patients you should take account of their 

wishes. The information you share should be in proportion to the nature of their condition, the com

plexity of the proposed investigation or treatment, and the seriousness of any potential side effects, 

complications or other risks. 
Serious or persistent failure to follow this guidance will put your registration at risk. You must, 

therefore, be prepared to explain and justify your actions. 

PART 1 :  PRINCIPLES 

I All healthcare involves decisions made by patients and those providing their care. This 

guidance sets out principles for good practice in making decisions. The principles apply to 

all decisions about care: from the treatment of minor and self-limiting conditions, to major 

* © General Medical Council 2008. 
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interventions with significant risks or side effects. The principles also apply to decisions about 

screening.1 

2 Whatever the context in which medical decisions are made, you must work in partnership 

with your patients to ensure good care. In so doing, you must: 
(a) listen to patients and respect their views about their health; 

(b) discuss with patients what their diagnosis, prognosis, treatment and care involve; 

(c) share with patients the information they want or need in order to make decisions; 

(d) maximise patients' opportunities, and their ability, to make decisions forthemselves; and 

(e) respect patients' decisions. 

Partnership 

3 For a relationship between doctor and patient to be effective, it should be a partnership based 
on openness, trust and good communication. Each person has a role to play in making decisions 

about treatment or care. 

4 No single approach to discussions about treatment or care will suit every patient, or apply in 

all circumstances. Individual patients may want more or less information or involvement in making 

decisions depending on their circumstances or wishes. And some patients may need additional sup

port to understand information and express their views and preferences. 

5 If patients have capacity to make decisions for themselves, a basic model applies: 

(a) The doctor and patient make an assessment of the patient's condition, taking into 
account the patient's medical history, views, experience and knowledge. 

(b) The doctor uses specialist knowledge and experience and clinical judgement, and the 

patient's views and understanding of their condition, to identify which investigations or 

treatments are likely to result in overall benefit for the patient. The doctor explains the 

options to the patient, setting out the potential benefits, risks, burdens and side effects 

of each option, including the option to have no treatment. The doctor may recommend 
a particular option, which they believe to be best for the patient, but they must not put 

pressure on the patient to accept their advice. 

(c) The patient weighs up the potential benefits, risks and burdens of the various options as 

well as any non-clinical issues that are relevant to them. The patient decides whether 
to accept any of the options and, if so, which one. They also have the right to accept or 

refuse an option for a reason that may seem irrational to the doctor, or for no reason 

at all.2 

(d) If the patient asks for a treatment that the doctor considers would not be of overall 

benefit to them, the doctor should discuss the issues with the patient and explore the 

reasons for their request. If, after discussion, the doctor still considers that the treatment 

would not be of overall benefit to the patient, they do not have to provide the treatment. 

But they should explain their reasons to the patient, and explain any other options that 
are available, including the option to seek a second opinion. 

6 If patients are not able to make decisions forthemselves, the doctor must work with those close 

to the patient and with other members of the healthcare team. The doctor must take into account 
any views or preferences expressed by the patient and must follow the law on decision-making when 
a patient lacks capacity. 3 

1 Tes ring of healthy or asymprnmatic people to detect genetic predispositions or early signs of debilitating or life·threacening conditions. 
2 Memal health laws across the UK set our the circumstances in which an individual may be compulsorily assessed and treated for a 

mental disorder1 without their consent. See the legal annex for more information about the legislation across the UK. 
3 See paragraphs 62-63 and the legal annex for an overview of the relevant legislation. 
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PART 2 :  MAKING DECISIONS ABOUT INVE STIGATIONS 

AND TREATMENT 

Sharing information and discussing treatment options 

7 The exchange of information between doctor and patient is central to good decision-making. 
How much information you share with patients will vary, depending on their individual circum
stances. You should tailor your approach to discussions with patients according to: 

(a) their needs, wishes and priorities; 

(b) their level of knowledge about, and understanding of, their condition, prognosis and the 

treatment options; 

(c) the nature of their condition; 

(d) the complexity of the treatment; and 

(e) the nature and level of risk associated with the investigation or treatment. 
8 You should not make assumptions about: 

(a) the information a patient might want or need; 

(b) the clinical or other factors a patient might consider significant; or 

(c) a patient's level of knowledge or understanding of what is proposed. 

9 You must give patients the information they want or need about: 

(a) the diagnosis and prognosis; 

(b) any uncertainties about the diagnosis or prognosis, including options for further 

investigations; 

(c) options for treating or managing the condition, including the option not to treat; 

(d) the purpose of any proposed investigation or treatment and what it will involve; 

(e) the potential benefits, risks and burdens, and the likelihood of success, for each option; 
this should include information, if available, about whether the benefits or risks are 

affected by which organisation or doctor is chosen to provide care; 
(f ) whether a proposed investigation or treatment is part of a research programme or is an 

innovative treatment designed specifically for their benefit;4 

(g) the people who will be mainly responsible for and involved in their care, what their roles 

are, and to what extent students may be involved; 
(h) their right to refuse to take part in teaching or research; 
(i) their right to seek a second opinion; 

(j) any bills they will have to pay; 
(k) any conflicts of interest that you, or your organisation, may have; 
(1) any treatments that you believe have greater potential benefit for the patient than those 

you or your organisation can offer. 

10 You should explore these matters with patients, listen to their concerns, ask for and respect 

their views, and encourage them to ask questions. 

11 You should check whether patients have understood the information they have been given, 
and whether or not they would like more information before making a decision. You must make it 

clear that they can change their mind about a decision at any time. 

Answering questions 
12 You must answer patients' questions honestly and, as far as practical, answer as fully as 

they wish. 

4 The patient should be told how the proposed treatment differs from the usual methods, why it is being offered, and if there are any 
additional risks or uncertainties. If you are considering prescribing unlicensed medicines or medicines for use off-label, you must follow 
the guidance in paragraphs 19-24 of Good practice in prescribing medicines. 
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Reasons for not sharing information with patients 
13 No one else can make a decision on behalf of an adult who has capacity.5 If a patient asks you 

to make decisions on their behalf or wants to leave decisions to a relative, partner, friend, carer or 

another person close to them, you should explain that it is still important that they understand the 
options open to them, and what the treatment will involve. If they do not want this information, you 

should try to find out why. 
14 If, after discussion, a patient still does not want to know in detail about their condition or 

the treatment, you should respect their wishes, as far as possible. But you must still give them the 

information they need in order to give their consent to a proposed investigation or treatment. This 

is likely to include what the investigation or treatment aims to achieve and what it will involve, for 

example: whether the procedure is invasive; what level of pain or discomfort they might experience, 

and what can be done to minimise it; anything they should do to prepare for the investigation or 

treatment; and if it involves any serious risks. 

15 If a patient insists that they do not want even this basic information, you must explain the 

potential consequences of them not having it, particularly if it might mean that their consent is not 

valid. You must record the fact that the patient has declined this information. You must also make it 

clear that they can change their mind and have more information at any time. 

16 You should not withhold information necessary for making decisions for any other reason, 

including when a relative, partner, friend or carer asks you to, unless you believe that giving it 

would cause the patient serious harm. In this context 'serious harm' means more than that the pa

tient might become upset or decide to refuse treatment. 
17 If you withhold information from the patient you must record your reason for doing so in 

the patient's medical records, and you must be prepared to explain and justify your decision. You 
should regularly review your decision, and consider whether you could give information to the pa

tient later, without causing them serious harm. 

Sharing information 
18 How you discuss a patient's diagnosis, prognosis and treatment options is often as important 

as the information itself. You should: 

(a) share information in a way that the patient can understand and, whenever possible, in a 

place and at a time when they are best able to understand and retain it; 
(b) give information that the patient may find distressing in a considerate way; 
(c) involve other members of the healthcare team in discussions with the patient, if 

appropriate; 

(d) give the patient time to reflect, before and after they make a decision, especially if the 

information is complex or what you are proposing involves significant risks; 

(e) make sure the patient knows if there is a time limit on making their decision, and who 

they can contact in the healthcare team if they have any questions or concerns. 
19 You should give information to patients in a balanced way. If you recommend a particular 

treatment or course of action, you should explain your reasons for doing so. But you must not put 

pressure on a patient to accept your advice. 
20 You may need to support your discussions with patients by using written material, or visual 

or other aids. If you do, you must make sure the material is accurate and up to date. 
21 You should check whether the patient needs any additional support to understand infor

mation, to communicate their wishes, or to make a decision. You should bear in mind that some 

barriers to understanding and communication may not be obvious; for example, a patient may have 

5 A patient has capacity if they can understand, rernin, use and weigh up the informacion needed to make a decision, and can commu
nicate their wishes-see paragraphs 71-74 on assessing capacity. If your patient is under 18 you must follow the guidance in paragraphs 
54-56 and the GMC's guidance, 0-18 years: guidance for all doctors. In certain circumstances. a patient with capacity can be treated 
without their consent for a mental disorder, subject to the provisions of relevant mental health legislation-see the legal annex for more 
information about legislation across the UK. 
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unspoken anxieties, or may be affected by pain or other underlying problems. You must make sure, 

wherever practical, that arrangements are made to give the patient any necessary support. This 

might include, for example: using an advocate or interpreter; asking those close to the patient about 

the patient's communication needs; or giving the patient a written or audio record of the discussion 

and any decisions that were made. 

Involving families, carers and advocates 
22 You should accommodate a patient's wishes if they want another person, such as a relative, 

partner, friend, carer or advocate, to be involved in discussions or to help them make decisions. In 
these circumstances, you should follow the guidance in paragraphs 7-21 .  

Obstacles to sharing information 
23 It is sometimes difficult, because of pressures on your time or the limited resources avail

able, to give patients as much information or support in making decisions as you, or they, would 

like. To help in this, you should consider the role that other members of the healthcare team might 

play, and what other sources of information and support are available. These may be, for example, 

patient information leaflets, advocacy services, expert patient programmes, or support groups for 

people with specific conditions. 
24 You should do your best to make sure that patients with additional needs, such as those with 

disabilities, have the time and support they need to make a decision. In all cases, you must treat 

patients fairly and not discriminate against them. 

25 If you think that limits on your ability to give patients the time or information they need is 

seriously compromising their ability to make an informed decision, you should raise your concerns 

with your employing or contracting authority. See paragraph 6 of Good Medical Practice and the 

supplementary guidance, Raising concerns about patient safety.6 

Responsibility for seeking a patient's consent 
26 If you are the doctor undertaking an investigation or providing treatment, it is your respon

sibility to discuss it with the patient. If this is not practical, you can delegate the responsibility to 

someone else, provided you make sure that the person you delegate to: 

(a) is suitably trained and qualified; 

(b) has sufficient knowledge of the proposed investigation or treatment, and understands 
the risks involved; 

(c) understands, and agrees to act in accordance with, the guidance in this booklet. 

27 If you delegate, you are still responsible for making sure that the patient has been given 

enough time and information to make an informed decision, and has given their consent, before you 

start any investigation or treatment. 

Discussing side effects, complications and other risks 

28 Clear, accurate information about the risks of any proposed investigation or treatment, pre

sented in a way patients can understand, can help them make informed decisions. The amount of 

information about risk that you should share with patients will depend on the individual patient 

and what they want or need to know. Your discussions with patients should focus on their individual 

situation and the risk to them. 
29 In order to have effective discussions with patients about risk, you must identify the adverse 

outcomes that may result from the proposed options. This includes the potential outcome of taking 
no action. Risks can take a number of forms, but will usually be: 

(a) side effects, 

(b) complications, and 

6 See also paragraph 19 of Managemenc for doctors and rhe supplementary guidance, Accountability in Multi-disciplinary and 
Multi-Agency Mental Health Teams for more guidance on steps docrors can take to clarify responsibility and lines of accountability. 
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(c) failure of an intervention to achieve the desired aim. 
Risks can vary from common but minor side effects, to rare but serious adverse outcomes possibly 

resulting in permanent disability or death. 

30 In assessing the risk to an individual patient, you must consider the nature of the patient's 
condition, their general health and other circumstances. These are variable factors that may affect 

the likelihood of adverse outcomes occurring. 

31 You should do your best to understand the patient's views and preferences about any pro

posed investigation or treatment, and the adverse outcomes they are most concerned about. You 
must not make assumptions about a patient's understanding of risk or the importance they attach to 

different outcomes. You should discuss these issues with your patient. 

32 You must tell patients if an investigation or treatment might result in a serious adverse out

come,7 even if the likelihood is very small. You should also tell patients about less serious side effects 

or complications if they occur frequently, and explain what the patient should do if they experience 
any of them. 

33 You must give information about risk in a balanced way. You should avoid bias, and you 

should explain the expected benefits as well as the potential burdens and risks of any proposed in
vestigation or treatment. 

34 You must use clear, simple and consistent language when discussing risks with patients. 

You should be aware that patients may understand information about risk differently from you. You 

should check that the patient understands the terms that you use, particularly when describing the 

seriousness, frequency and likelihood of an adverse outcome. You should use simple and accurate 
written information or visual or other aids to explain risk, if they will help the patient to understand. 

35 If a patient does not want to know about the possible risks of a proposed investigation or 

treatment, you must follow the guidance in paragraphs 13-17. 

36 You must keep up to date with developments in your area of practice, which may affect 
your knowledge and understanding of the risks associated with the investigations or treatments 

that you provide. 

Making decisions 

The scope of decisions 
37 You must explain clearly to patients the scope of any decisions to be made. This will apply 

particularly if: 

(a) treatment will be provided in stages, with the possibility that changes or adjustments 
might be needed; 

(b) different doctors or healthcare professionals will provide particular parts of an investi

gation or treatment, such as anaesthesia and surgery; 

(c) a number of different investigations or treatments are involved; 

(d) uncertainty about the diagnosis or the options might only be resolved when the investi

gation or treatment has started, when the patient may be unable to make decisions.8 

38 In such cases, you should discuss and agree with the patient how decisions will be made 

about whether to make changes to the investigation or treatment plan. You should establish whether 
the patient agrees to all or only parts of the proposed plan. If they agree only to parts of it, you should 
make sure that there is a clear process through which they can be involved in making decisions at 

a later stage. 

1 An adverse outcome resulting in death, permanent or long-term physical disability or disfigurement, medium or long-term pain, or 
admission to hospital; or other outcomes with a long-term or permanent effect on a patient's employment, social or personal life. 

8 Note for pathologists and radiologists: there may be times when uncertainty about a diagnosis can only be resolved by investigations 
which were not specifically ordered as part of the original request for resting. If these investigations appear to fall outside the scope of the 
original consent given by the patient, or there are particular sensitivities around the condition for which the pathologist or radiologist 
wishes ro test, they must contact the treating doctor and establish whether further discussion with, and consent from, the patient is neces
sary before proceeding. 
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39 You must not exceed the scope of the authority given by a patient, except in an emergency. If 

an emergency arises, you must follow the guidance in paragraph 79. 

Making decisions about potential future events 
40 You should discuss with patients the possibility of additional problems coming to light dur

ing an investigation or treatment when they might not be in a position to make a decision about how 

to proceed. If there is a significant risk of a particular problem arising, you should ask in advance 

what the patient would like you to do if it does arise. You should also ask if there are any procedures 

they object to, or which they would like more time to think about. 

Ensuring that decisions are voluntary 
41 Patients may be put under pressure by employers, insurers, relatives or others, to accept a 

particular investigation or treatment. You should be aware of this and of other situations in which 
patients may be vulnerable. Such situations may be, for example, if they are resident in a care home, 

subject to mental health legislation, detained by the police or immigration services, or in prison. 

42 You should do your best to make sure that such patients have considered the available 

options and reached their own decision. If they have a right to refuse treatment, you should make 

sure that they know this and are able to refuse if they want to. 

Respecting a patient's decisions 
43 You must respect a patient's decision to refuse an investigation or treatment, even if you 

think their decision is wrong or irrational.9 You should explain your concerns clearly to the patient 

and outline the possible consequences of their decision. You must not, however, put pressure on a 

patient to accept your advice. If you are unsure about the patient's capacity to make a decision, you 

must follow the guidance in Part 3. 

Expressions of consent 

44 Before accepting a patient's consent, you must consider whether they have been given the 

information they want or need, and how well they understand the details and implications of what 

is proposed. This is more important than how their consent is expressed or recorded. 

45 Patients can give consent orally or in writing, or they may imply consent by complying with 

the proposed examination or treatment, for example, by rolling up their sleeve to have their blood 

pressure taken. 

46 In the case of minor or routine investigations or treatments, if you are satisfied that the 

patient understands what you propose to do and why, it is usually enough to have oral or implied 

consent. 

47 In cases that involve higher risk, it is important that you get the patient's written consent. 

This is so that everyone involved understands what was explained and agreed. 

48 By law you must get written consent for certain treatments, such as fertility treatment and 

organ donation. You must follow the laws and codes of practice that govern these situations. 

49 You should also get written consent from a patient if: 

(a) the investigation or treatment is complex or involves significant risks; 

(b) there may be significant consequences for the patient's employment, or social or 

personal life; 

(c) providing clinical care is not the primary purpose of the investigation or treatment; or 
(d) the treatment is part of a research programme or is an innovative treatment designed 

specifically for their benefit. 

9 If the patient has a mental disorder, you should note the exceptions in the Mental Health Act 1983 (as amended by the Mental Health 
Act 2007), the Mental Health (NI) Order 1986, and the Mental Health (Care and Treatment) (Scotland) Act 2003. They allow compulsory 
treatment for mental disorder in certain circumstances, without consent, even if the patient has capacity. See the legal annex for more 
information. 
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50 If it is not possible to get written consent, for example, in an emergency or if the patient 
needs the treatment to relieve serious pain or distress, you can rely on oral consent. But you must 

still give the patient the information they want or need to make a decision. You must record the fact 

that they have given consent, in their medical records. 

Recording decisions 

51 You must use the patient's medical records or a consent form to record the key elements of 
your discussion with the patient. This should include the information you discussed, any specific 

requests by the patient, any written, visual or audio information given to the patient, and details of 

any decisions that were made. 

Reviewing decisions 

52 Before beginning treatment, you or a member of the healthcare team should check that the 

patient still wants to go ahead; and you must respond to any new or repeated concerns or questions 

they raise. This is particularly important if: 

(a) significant time has passed since the initial decision was made; 
(b) there have been material changes in the patient's condition, or in any aspect of the pro

posed investigation or treatment; or 

(c) new information has become available, for example about the risks of treatment or 

about other treatment options. 

53 You must make sure that patients are kept informed about the progress of their treatment, 

and are able to make decisions at all stages, not just in the initial stage. If the treatment is ongoing, 

you should make sure that there are clear arrangements in place to review decisions and, if neces

sary, to make new ones. 

Involving children and young people in making decisions 

54 You should involve children and young people as much as possible in discussions about their 

care, even if they are not able to make decisions on their own. 

55 A young person's ability to make decisions depends more on their ability to understand and 

weigh up options, than on their age. When assessing a young person's capacity to make decisions, 

you should bear in mind that: 

(a) a young person under 16 may have capacity to make decisions, depending on their ma

turity and ability to understand what is involved; 

(b) at 16 a young person can be presumed to have capacity to make most decisions about 

their treatment and care. 

56 You must follow the guidance in 0-18 years: guidance for all doctors, and in particular 

the section Making decisions (paragraphs 22-41). It gives advice on involving children and young 

people in decisions, assessing capacity and best interests, and what to do if they refuse treatment. It 

also explains the different legal requirements across the UK for decision-making involving children 

and young people. 

Advance care planning 

57 If a patient: 
(a) has a condition that will affect the length or quality of their life, or 
(b) has a condition that will impair their capacity as it progresses, such as dementia, or 
(c) is otherwise facing a situation in which loss or impairment of capacity is a foreseeable 

possibility you should encourage them to think about what they might want for them
selves in the event that they cannot make their own decisions, and to discuss their 
wishes and concerns with you and the healthcare team. 

58 Such discussions might cover: 
(a) the patient's wishes, preferences or fears in relation to their future care, including any 

treatments they would want to refuse, and under what circumstances; 
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(b) the feelings, beliefs or values that may be influencing the patient's preferences and 

decisions; 
(c) the relatives, friends, carers or representatives that the patient would like to be involved 

in decisions about their care; and 

(d) interventions that are likely to become necessary in an emergency, such as cardio

pulmonary resuscitation (CPR). 

59 You should approach such discussions sensitively. If the patient agrees, you should consider 

involving other members of the healthcare team, people who are close to the patient or an advocate. 

60 If a patient wants to nominate someone to make decisions on their behalf if they lose cap

acity, or if they want to refuse a particular treatment, you should explain that there may be ways to 
formalise these wishes and recommend that they get independent advice on how to do this. 

61 You must record the discussion and any decisions the patient makes. You should make 
sure that a record of the plan is made available to the patient and others involved in their care, so 

that everyone is clear about what has been agreed. This is particularly important if the patient has 
made an advance decision to refuse treatment.10 You should bear in mind that care plans need to be 

reviewed and updated as the situation or the patient's views change. 

PART 3 :  CAPACITY ISSUES 

The legalframework 

62 Making decisions about treatment and care for patients who lack capacity is governed in 

England and Wales by the Mental Capacity Act 2005, and in Scotland by the Adults with Incapacity 

(Scotland) Act 2000. The legislation sets out the criteria and procedures to be followed in making 

decisions when patients lack capacity to make these decisions for themselves. It also grants legal 

authority to certain people to make decisions on behalf of patients who lack capacity.11 In Northern 

Ireland, there is currently no relevant primary legislation; and decision-making for patients without 

capacity is governed by the common law, which requires that decisions must be made in a patient's 

best interests.12 There is more information about legislation and case law in the legal annex to this 

guidance.13 

63 The guidance that follows is consistent with the law across the UK. It is important that you 
keep up to date with, and comply with, the laws and codes of practice that apply where you work. If 
you are unsure about how the law applies in a particular situation, you should consult your defence 

body or professional association, or seek independent legal advice. 

Presumption of capacity 

64 You must work on the presumption that every adult patient has the capacity to make deci

sions about their care, and to decide whether to agree to, or refuse, an examination, investigation or 

treatment. You must only regard a patient as lacking capacity once it is clear that, having been given 

all appropriate help and support, they cannot understand, retain, use or weigh up the information 
needed to make that decision, or communicate their wishes. 

10 The Mental Capacity Act 2005 requires advance decisions to refuse life-sustaining treatment to be in writing. Advance decisions to 
refuse other types of treatment may be written or verbal but, if verbal, they should be recorded in a person's healthcare record (see Mental 
Capacity Act 2005 Code of Practice, chapter 9). It may be helpful underthe provisions of the Adults with Incapacity (Scotland) Act 2000, for 
a written record to be made of a person's advance decision co refuse medical creatment (see Code of Practice for chose authorised ro carry 
ouc medical treatment or research under Pan 5 of the Act, paragraphs 2.27-2.30). 

11 Individuals with powers of attorney that cover health and welfare decisions (England, Wales and Scotland), coun-appoinced deputies 
(England and Wales) or guardians with welfare powers (Scotland) can, in certain circumstances, make decisions on behalf of a person who 
does not have capacity. See the legal annex for more information. 

12 In Northern Ireland, there is currently no legal provision for someone else to consent to treatment on behalf of patients without 
capacity. 

13 If you are treating a patient who lacks capacity and who also has a mental disorder, you should be aware of how the mental health le
gislation across the UK interacts with the law on mental capacity. See Other sources of information and guidance. [Omitted.] 
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65 You must not assume that a patient lacks capacity to make a decision solely because of 

their age, disability, appearance, behaviour, medical condition (including mental illness), their 

beliefs, their apparent inability to communicate, or the fact that they make a decision that you 

disagree with. 

Maximising a patient's ability to make decisions 

66 A patient's ability to make decisions may depend on the nature and severity of their condi

tion, or the difficulty or complexity of the decision. Some patients will always be able to make simple 
decisions, but may have difficulty if the decision is complex or involves a number of options. Other 

patients may be able to make decisions at certain times but not others, because fluctuations in their 
condition impair their ability to understand, retain or weigh up information, or communicate their 
wishes. 

67 If a patient's capacity is affected in this way, you must follow the guidance in paragraphs 

18-21, taking particular care to give the patient the time and support they need to maximise their 

ability to make decisions for themselves. For example, you will need to think carefully about the 

extra support needed by patients with dementia or learning disabilities. 

68 You must take all reasonable steps to plan for foreseeable changes in a patient's capacity to 

make decisions. This means that you should: 

(a) discuss treatment options in a place and at a time when the patient is best able to under

stand and retain the information; 
(b) ask the patient if there is anything that would help them remember information, or 

make it easier to make a decision, such as bringing a relative, partner, friend, carer or 

advocate to consultations, or having written or audio information about their condition 

or the proposed investigation or treatment; 

(c) speak to those close to the patient and to other healthcare staff about the best ways of 

communicating with the patient, taking account of confidentiality issues. 
69 If a patient is likely to have difficulty retaining information, you should offer them a written 

record of your discussions, detailing what decisions were made and why. 
70 You should record any decisions that are made, wherever possible while the patient has cap

acity to understand and review them. You must bear in mind that advance refusals of treatment may 

need to be recorded, signed and witnessed. 

Assessing capacity 

71 You must assess a patient's capacity to make a particular decision at the time it needs to be 

made. You must not assume that because a patient lacks capacity to make a decision on a particular 
occasion, they lack capacity to make any decisions at all, or will not be able to make similar decisions 

in the future. 
72 You must take account of the advice on assessing capacity in the Codes of Practice that ac

company the Mental Capacity Act 2005 and the Adults with Incapacity (Scotland) Act 2000 and 

other relevant guidance. If your assessment is that the patient's capacity is borderline, you must be 

able to show that it is more likely than not that they lack capacity. 
73 If your assessment leaves you in doubt about the patient's capacity to make a decision, you 

should seek advice from: 

(a) nursing staff or others involved in the patient's care, or those close to the patient, who 

may be aware of the patient's usual ability to make decisions and their particular 
communication needs; 

(b) colleagues with relevant specialist experience, such as psychiatrists, neurologists, or 
speech and language therapists. 

74 If you are still unsure about the patient's capacity to make a decision, you must seek legal 
advice with a view to asking a court to determine capacity. 
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Making decisions when a patient lacks capacity 

75 In making decisions about the treatment and care of patients who lack capacity, you must: 

(a) make the care of your patient your first concern; 
(b) treat patients as individuals and respect their dignity; 

(c) support and encourage patients to be involved, as far as they want to and are able, in 
decisions about their treatment and care; and 

(d) treat patients with respect and not discriminate against them. 
76 You must also consider: 

(a) whether the patient's lack of capacity is temporary or permanent; 

(b) which options for treatment would provide overall clinical benefit for the patient; 

(c) which option, including the option not to treat, would be least restrictive of the patient's 

future choices; 

(d) any evidence of the patient's previously expressed preferences, such as an advance state

ment or decision;14 

(e) the views of anyone the patient asks you to consult, or who has legal authority to make a 
decision on their behalf, 15 or has been appointed to represent them;16 

(f) the views of people close to the patient on the patient's preferences, feelings, beliefs and 

values, and whether they consider the proposed treatment to be in the patient's best 

interests;17 

(g) what you and the rest of the healthcare team know about the patient's wishes, feelings, 

beliefs and values. 

Resolving disagreements 
77 You should aim to reach a consensus about a patient's treatment and care, allowing enough 

time for discussions with those who have an interest in the patient's welfare. Sometimes disagree

ments arise between members of the healthcare team, or between the healthcare team and those 

close to the patient. It is usually possible to resolve them, for example by involving an independent 

advocate, consulting a more experienced colleague, holding a case conference, or using local me

diation services. You should take into account the different decision-making roles and authority of 

those you consult, and the legal framework for resolving disagreements.18 

78 If, having taken these steps, there is still significant disagreement, you should seek legal ad
vice on applying to the appropriate court or statutory body for review or for an independent ruling. 
Patients, those authorised to act for them, and those close to them, should be informed as early as 

possible of any decision to start such proceedings so that they have the opportunity to participate 

or be represented. 

The scope of treatment in emergencies 
79 When an emergency arises in a clinical setting19 and it is not possible to find out a patient's 

wishes, you can treat them without their consent, provided the treatment is immediately necessary 

to save their life or to prevent a serious deterioration of their condition. The treatment you provide 

must be the least restrictive of the patient's future choices. For as long as the patient lacks capacity, 

you should provide ongoing care on the basis of the guidance in paragraphs 75-76. If the patient 

1" See paragraphs 2 .28-2.29 of the Code of Practice for persons authorised to carry out medical treatment or research under Part 5 of the 
Adults with Incapacity (Scotland) Act 2000, or Chapter 9 of the Meneal Capacity Act 2005 Code of Practice. 

15 Welfare attorneys and court appointed guardians (Scotland), holders of lasting powers of attorney and court-appointed deputies 
(England and Wales). 

16 Independent Mental Capacity Advocates in England and Wales. 
" In England and in Wales, if you are proposing serious medical treatment (see paragraphs 10.42-10.50 of the Mental Capacity Act 2005 

Code of Practice) and there is nobody other than paid staff who can represent the views of a patient who lacks the capacity to consent to 
that serious medical treatment, and that treatment is provided or funded by the NHS, an Independent Mental Capacity Advocate must be 
instructed to represent and support the patient. 

18 See Chapter 3 of the Code of Practice for persons authorised to carry out medical treatment or research under Part 5 of the Adults with 
Incapacity (Scotland) Act 2000, or Chapter 15 of the Mental Capacity Act 2005 Code of Practice. 

19 Paragraph 11 of Good medical practice says that doctors must offer assistance in an emergency, wherever it arises, taking account of 
their own safety, their competence and the availability of other options for care. 
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regains capacity while in your care, you should tell them what has been done, and why, as soon as 

they are sufficiently recovered to understand. 

[Legal annex omitted.] 

Good practice in research and consent to research* 

[Excerpts (and some notes omitted).] 

Good practice in research 

Scope of the guidance 

1 Research in this guidance refers to an attempt to derive generalisable new knowledge. 

Research aims to find out what is best practice by addressing clearly defined questions with system

atic and rigorous methods. It includes studies that aim to generate hypotheses as well as those that 

aim to test them. 

2 This guidance covers research with people, as well as research involving human tissue and 

records-based research that does not involve people directly. 
3 It also applies to clinical trials, which cover a broad range of different types of research in

volving people.1 For example, they can test medicines or vaccines, treatments, surgical procedures, 

devices, or health prevention or care. A clinical trial of investigational medicinal products is a par

ticular type of trial that is governed by legislation. The key elements of the law for conducting a 

clinical trial of investigational medicinal products in the UK are set out in annex B .  

4 This guidance does not apply to clinical audit or  service evaluation projects, which aim to 

measure standards of care. Nor does it cover innovative treatments designed to benefit individual 

patients. These activities are covered by the standards and principles set out in Consent: patients and 

doctors making decisions together and Confidentiality. 

Principles of good research practice 

5 To protect participants and maintain public confidence in research, it is important that all 

research is conducted lawfully, with honesty and integrity, and in accordance with good practice. 

This guidance sets out principles of good research practice, which you must follow if you are 

involved in research. 

Law and governance 
6 The law and governance arrangements that apply to research are complex and vary de

pending on the type of research, the participants involved, how it is funded and where in the UK it 

is undertaken. You must comply with the law, governance arrangements and codes of practice that 
apply to the research you are undertaking. The legal annexes to this guidance give more detail and 
links to further information about the relevant legal and governance framework for research (see 
annex A) and the key elements of the legislation that governs clinical trials of investigational medi

cinal products in the UK (see annex B). 

* © General Medical Council 2010. 
1 The World Health Organization defines a clinical trial as any research study that prospectively assigns human participants or groups 

of humans to one or more health-related interventions to evaluate the effects on health outcomes. Clinical trials may also be referred co 
as incervenrional trials. Interventions include but are not restricted to drugs, cells and other biological products, surgical procedures, 
radiologic procedures, devices, behavioural treatments, process-of-care changes, preventive care, ecc. This definition includes phase I to 
phase IV trials. 
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7 You must make sure that research is based on a properly developed protocol that has been 

approved by a research ethics committee. 2 It must be prepared according to good practice guidance 

given by government and other research and professional bodies. 

8 You must make sure that the safety, dignity and wellbeing of participants take precedence 

over the development of treatments and the furthering of knowledge. 

9 You must make sure that foreseeable risks to participants are kept as low as possible. In add-
ition, you must be satisfied that: 

the anticipated benefits to participants outweigh the foreseeable risks, or 

the foreseeable risks to participants are minimal if the research only has the potential to 

benefit others more generally. 

10 You must make sure that decisions at all stages of research, especially for recruitment, are 

free from discrimination3 and respect participants' equality and diversity. You should take all rea

sonable steps to make sure that people eligible to participate in a project are given equal access to 

take part and the opportunity to benefit from the research. Where appropriate, you should use pa

tient and public involvement groups at all stages of the project to help make sure that the research 

is well designed and conducted. 

11 You should make sure that details of a research project are registered on an eligible, publicly 

available database that is kept updated, where such a database exists. 

12 You should be satisfied that appropriate monitoring systems are in place to make sure re

search is being carried out in accordance with the law and good practice. 

13 You must keep your knowledge and skills up to date. If you lead a research team, you must 

make sure that all members of the team have the necessary skills, experience, training and support 

to carry out their research responsibilities as effectively as possible. 

14 You should make sure that commercial and other interests do not stop or adversely affect the 

completion of research. If you are concerned about this you should follow the guidance on raising 
your concerns in paragraph 19. 

Protecting participants from harm 
15 You must stop research where the results indicate that participants are at risk of signifi

cant harm or, in research involving treatment required by a patient, where no benefit can be 

expected. 

16 You must report adverse findings as soon as possible to the affected participants, to 

those responsible for their medical care, to the research ethics committee, and to the research 

sponsor or primary funder where relevant. You must make sure that bodies responsible for pro

tecting the public, for example, the Medicines and Healthcare products Regulatory Agency, are 

informed. 

17 You should make sure that participants are not encouraged to volunteer more frequently 
than is advisable or against their best interests. You should make sure that nobody takes part repeat

edly in research projects if it might lead to a risk of significant harm to them. You should make sure 
that any necessary safeguards are in place to protect anybody who may be vulnerable to pressure to 

take part in research. You must follow our guidance in paragraphs 21-22 of Consent to research on 

involving vulnerable adults in research. 

2 Research ethics committees (RECs) have a responsibility to safeguard the rights, safety, dignity and wellbeing of people participating 
in research. They review applications for research and give opinions about the proposed partidpant involvement and whether the research 
is ethical. Guidance on whether research requires ethical review under either the law or the policy of the UK health departments can be 
found on the National Research Ethics Service website. See www.nres.npsa.nhs.uk/applications/guidance/. 

3 Restricting research participants to subgroups of the population that may be defined, for example, by age, gender, ethnicity or sexual 
orientation, for legitimate methodological reasons does not constitute discrimination. 
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18 If a participant is involved in investigations that may contribute to a cumulative long-term 

risk of harm, for example, radiation from X-rays or radioactive substances, you must consider any 

previous exposure to the risk and make sure that a record is kept about their participation. 

19 If you have good reason to believe that participants are at risk of significant harm by tak

ing part in research or by the behaviour of anyone conducting research, you must report your con
cerns to an appropriate person in your employing or contracting body. If you remain concerned 

you should inform the research ethics committee and the research sponsor or primary funder. You 

should follow the guidance in Raising concerns about patient safety4 if you are not sure when or how 

to raise concerns. 

20 If you are responsible for acting on concerns raised by colleagues, you must make sure that 

reporting procedures are in place and that staff are aware of them. If a concern is brought to your 

attention you must take appropriate action promptly and professionally. 

Honesty and integrity 
21 You must conduct research honestly. If you are concerned about the quality or integrity of 

the research, including allegations of fraud or misconduct, you must follow the guidance in para

graph 19 on raising concerns. You must report evidence of financial or scientific fraud, or other 
breaches of this guidance, to an appropriate person in your employing or contracting body, and 

where appropriate to the GMC or other statutory regulatory bodies. 

22 You must be open and honest with participants and members of the research team, including 

nonmedical staff, when sharing information about a research project. You must answer questions 

honestly and as fully as possible. 

23 You must make clear, accurate and legible records of research results, as soon as possible 

after the data are collected. You must keep records for the appropriate period to allow adequate time 

for review, further research and audit, or to help resolve any concerns about the data or research 
project. 

24 You must report research results accurately, objectively, promptly and in a way that can be 

clearly understood. You must make sure that research reports are properly attributed and do not 

contain false or misleading data. Whenever possible, you should publish research results, including 

adverse findings, through peer-reviewed journals. 

25 You should make research findings available to those who might benefit. You should make 

reasonable efforts to inform participants of the outcome of the research, or make the information 
publicly available if it is not practical to inform participants directly. 

Avoiding conflicts of interest 
26 You must be open and honest in all financial and commercial matters relating to your re

search and its funding. 

27 You must not allow your judgement about a research project to be influenced, or be seen to 

be influenced, at any stage, by financial, personal, political or other external interests. You must 

identify any actual or potential conflicts of interest that arise, and declare them as soon as possible 

to the research ethics committee, other appropriate bodies, and the participants, in line with the 

policy of your employing or contracting body. 

Consent to research 
28 You must get consent from participants before involving them in any research project. You 

must have other valid authority before involving in research adults who lack capacity, or children or 
young people who cannot consent for themselves. 

29 You must make sure that people are informed of, and that you respect, their right to decline 
to take part in research and to withdraw from the research project at any time, with an assurance 

"" See www.gmc-uk.org/guidance/ethical_guidance/raising_concerns.asp. 
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that this will not adversely affect their relationship with those providing care, or the care they 

receive. 
30 When seeking consent for research, you must follow the guidance in Consent to research 

and, where relevant, Consent: patients and doctors making decisions together. 

Respecting confidentiality 
31 You must respect participants' right to confidentiality, and make sure that any data collected 

as part of a research project are stored securely and in accordance with data protection and other 

requirements. 

32 You must follow the guidance in Confidentiality, in particular the guidance in paragraphs 
40-50 on research and other secondary uses, if you undertake records-based research that does not 

involve people directly. 

Consent to research 

Seeking consent 

Valid consent 
I Seeking consent is fundamental in research involving people. Participants' consent is legally 

valid and professionally acceptable only if they have the capacity to decide whether to take part 
in the research, have been properly informed, and have agreed to participate without pressure or 

coercion. 

2 When conducting research involving people who cannot consent for themselves, you must 

follow the guidance that applies, such as the advice on research involving children or young people 

in paragraphs 14-20 and on adults who lack capacity in paragraphs 23-35. 

Right to withdraw from research 
3 You must make sure that people are informed of, and that you respect, their right to decline to 

take part in research and to withdraw from the research project at any time, with an assurance that 

this will not adversely affect their relationship with those providing care or the care they receive. 

You should tell people if the treatment options available to them might be affected by a decision to 

withdraw from a research project. 

Sharing information 
4 You must give people the information they want or need in order to decide whether to take 

part in research. How much information you share with them will depend on their individual cir

cumstances. You must not make assumptions about the information a person might want or need, or 
their knowledge and understanding of the proposed research project. 

5 In most cases, the information people will need to decide whether to take part in research will 
be included in the participant information sheet. The National Research Ethics Service gives advice 
on the design of information sheets and consent forms, and the key points they should cover. You 
should follow that advice if you are developing information sheets or consent forms. 5 

6 You should give people any further information they ask for. This might include a copy of 

the protocol approved by a research ethics committee (subject to considerations of confidentiality, 

commercial privilege or the possible undermining of the purpose of the study) . You should make 
sure people have the details of an individual or organisation they can contact to discuss the research 
project and get further information. 

5 Information & consent forms. Guidance for researchers and reviewers (National Research Ethics Service, 2009). See www.nres.npsa. 
nhs.uk/applications/guidance/. Explaining research (National Research Ethics Service, 2008). See www.nres.npsa.nhs.uk/EasySiteWeb/ 
GatewayLink.aspx?a!Id=356. 
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Giving information in a way that people can understand 
7 You must make sure that people are given information in a way that they can understand. 

You should check that people understand the terms that you use and any explanation given about 

the proposed research method. If necessary, you should support your discussions with simple and 

accurate written material or visual or other aids. 

8 You must make sure, whenever practical, that arrangements are made to meet people's lan

guage, communication and other support needs. It is important to make sure that people who re

quire additional assistance are not excluded from research and from the benefits that research can 

offer them and the wider groups to which they belong. 

Responsibility for seeking consent 
9 If you are responsible for seeking consent, you must understand the research project, in

cluding what the project will involve and any anticipated benefits and foreseeable risks. 

10 If you delegate the responsibility to someone else, you must make sure they have suffi

cient understanding of the research project, and the appropriate skills and competence to seek 
consent. 

Recording consent 
11 You should record the key elements of your discussion with people about their decision to 

take part in research. If practical, you should ask them, or someone with valid authority, to give 

written consent. It is a legal requirement to get written consent from participants in clinical trials of 

investigational medicinal products.6 

Sharing information with others involved in care 
12 With the participant's consent, you should usually inform their GP and other clinicians 

responsible for their care about their involvement in a research project, and you should pro
vide the doctors with any other information necessary for the participant's continuing care. 

You should follow this advice regardless of whether the participant is a patient or a healthy 

volunteer. 

13 If a participant objects to information being shared in this way, you should explain to them 

the potential consequences of not sharing information. If the participant continues to object, you 

must respect their wishes, unless sharing the information is justified in the public interest. 

Areas requiring special consideration 

Research involving children or young people 
14 When considering involving children or young people in research, you must follow the ad

vice in 0-18 years: guidance for all doctors. It gives advice on the circumstances in which children 
or young people can be involved in research, effective communication with children and young 

people, and assessing capacity to consent. It also explains the different legal requirements across 

the UK for 16 and 17-year-olds who lack capacity to consent. 

15 There are particular considerations in relation to seeking and acting on consent for chil

dren or young people to participate in research. As part of seeking approval for the project from a 

research ethics committee, you must clearly explain the arrangements for getting consent and seek 
advice if necessary. 

16 Before involving a child or young person in research you must get consent from a parent, but 
you should get consent from both parents, if possible, particularly if the research involves more than 
low or minimal risk of harm. If a parent is under 16 years of age, you must get consent from them if 
they have the capacity to make a decision about whether their child should take part in the research 

6 In clinical trials of invesrigational medicinal products, consent is only valid if it is recorded in writing. If the person is unable to give 
written consent, for example, if they have a disability which means that they cannot write, they can give consent orally in the presence of 
at least one witness and this must be recorded in writing. 
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project. If a child or young person is able to consent for themselves, you should still consider in

volving their parents, depending on the nature of the research. 
17 You should aim to reach a consensus with parents about a child or young person's partici

pation in research. If disagreements arise it is usually possible to resolve them informally, and you 

should follow the advice in paragraphs 77-78 in Consent: patients and doctors making decisions 

together. If disagreements cannot be resolved informally, you should not involve the child or young 

person in research, unless the treatment can be accessed only as part of a research project and 

you assess that it is in their best interests. In these circumstances, if the decision about entering 

the child or young person in research has significant consequences for the child or young person, 

you should seek legal advice about whether you should apply to the appropriate court for an inde

pendent ruling. 
18 You should be familiar with the guidance on you must not include them in the research. 

Under the Adults with Incapacity (Scotland) Act 2000, you must get consent from any guardian or 

welfare attorney who has power to consent to the adult's participation in research or, if there is no 
such guardian or welfare attorney, from the person's nearest relative. 

Emergency research 

19 Circumstances may arise where involvement in research has the potential to benefit a child 

or young person who lacks capacity, but an urgent decision about the child's involvement needs to 

be made before it is possible to get consent from a parent. This may arise because a parent cannot 
reasonably be contacted, or they do not have capacity to consent because of their own condition or 
distress. In such cases you can involve a child or young person in research if you have the approval 
of a research ethics committee for such recruitment. You must seek the consent of a parent as soon 

as possible to continue involving them in the project. 

20 There are specific legal requirements that relate to involving children or young people 

under 16 in emergency clinical trials of investigational medicinal products. Annex B contains fur

ther guidance on the legal requirements in these circumstances. 

Research involving vulnerable adults 
21 Some adults with capacity may be vulnerable to pressure to take part in research. You 

should be aware that their health or social circumstances might make them vulnerable to pressure 
from others. Vulnerable adults may be, for example, living in care homes or other institutions, or 
have learning difficulties or mental illness. In these circumstances, it is particularly important that 

you check whether they need any additional support to understand information or to make a deci
sion. You must make sure that they know they have the right to decline to participate in research, 

and that they are able to decline if they want to. The Royal College of Physicians of London provides 

further guidance on involving vulnerable groups in research.7 
22 You should raise concerns with a senior colleague, or your employing or contracting organ

isation, if systems are not in place to provide the additional support that vulnerable adults may need 

to make a decision about taking part in research. If you are not sure when or how to raise concerns, 
you should follow the guidance in Raising concerns about patient safety. 

Research involving adults without capacity 
23 This section gives guidance about specific issues in research involving adults who lack cap

acity. It sets out the key elements of the law that governs the involvement of people over 16 who lack 
capacity to consent. Annex A contains a summary of the law in this area, and annex B explains the 

key elements of the legislation that governs clinical trials of investigational medicinal products in 

the UK. 
24 You must assess an adult's capacity to make a particular decision at the time it needs to 

be made. You must follow the guidance in part 3 of Consent: patients and doctors making decisions 

1 Guidelines on the practice of ethics committees in medical research with human panicipants (Royal College of Physicians, 2007). 
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together, which gives advice on maximising a person's ability to make decisions, and on assessing 
capacity. 

When adults without capacity might be involved in research 

25 You must only undertake research involving an adult who lacks capacity if it is related to 

their incapacity or its treatment. You must not involve in research adults who lack capacity if the 
same or similar research could be undertaken by involving only people with capacity. 

26 You should only involve in research adults who lack capacity, including clinical trials of 

investigational medicinal products, if the research is expected to provide a benefit to them that 
outweighs the risks. Research, not including clinical trials of investigational medicinal prod

ucts, may also involve adults who lack capacity if the research is not expected to provide a direct 

benefit to them but is expected to contribute to the understanding of their incapacity, leading 

to an indirect benefit to them or others with the same incapacity, and if the risks are minimal. 
This means that the person should not suffer harm or distress by taking part. In all research in

volving adults who lack capacity, you must make sure that the foreseeable risks are kept as low 

as possible. 

Seeking to involve adults without capacity in research 

27 You should consider the views of people close to the adult who lacks capacity to consent 
before involving that person in a research project. They are often best placed to know the person's 

wishes about taking part in research. In clinical trials of investigational medicinal products, you 

must get consent from a legal representative. 
28 Under the Mental Capacity Act 2005 (in England and Wales) you must consult a consultee 

about whether the adult who lacks capacity should take part in the research, and what they think 

that person's wishes would be if they had capacity to decide for themselves. If the consultee consid

ers that they probably would not wish to take part, and use of a deceased person's organs, tissue or 

cells for the purposes of research. The Act does not cover the storage and use of tissue from living 

people for the purposes of research. 
29 If you are seeking to involve an adult who has lost capacity to consent, for example, 

through onset or progress of a condition that has impaired their capacity, such as dementia, you 

should take all reasonable steps to find out whether they have previously indicated their wishes 

about participating in future research, including any refusal to participate. You must consider 

any evidence of the person's previously expressed preferences, such as an advance statement or 

decision. 

Right to withdraw from research 

30 You must make sure that a participant's right to withdraw from research is respected. You 

should consider any sign of objection, distress or indication of refusal, whether or not it is spoken, 

as implied refusal. Under the Mental Capacity Act 2005 (in England and Wales) you should usu
ally withdraw the participant from the research if the consultee considers that they would wish to 

be withdrawn. In clinical trials of investigational medicinal products, the legal representative can 

withdraw the participant from the trial at any time. 

Loss of capacity during a research project 

31 Some people with capacity will consent to take part in research, but then may lose capacity 

before the end of the project. If you become aware that a participant has lost capacity, you should 
consider carefully the benefits and harm that could occur from their continued participation in the 
research, and you must follow the law that applies where you work. 

32 If you are seeking to involve a person in research who you believe may lose capacity during 
the course of the project, you should consider seeking their views about the circumstances in which 
they would wish to continue to participate. You should explain to them the steps that would be taken 
to decide whether they should continue to take part and how their wishes, if known, would be taken 
into account. 
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Research into treatment in emergencies 

33 You may want to undertake urgent research into procedures or treatments used in emer

gencies when a person is unconscious or otherwise unable to make a decision. In an emergency 
situation it is not always possible to get consent to involve a person in research using the standard 
consent procedures. 

34 The Mental Capacity Act 2005 permits urgent research in emergencies to start when it is 
not practical to consult someone about involving a person who lacks capacity in research. In this 

situation you must either get agreement from a doctor not involved in the research, or follow a pro

cedure approved by a research ethics committee. Similarly, you can start a clinical trial of investiga

tional medicinal products when it needs to be undertaken urgently if you cannot get the consent of a 

legal representative, as long as a research ethics committee has given approval for such action. The 

Adults with Incapacity (Scotland) Act 2000 provides for emergency clinical trials of investigational 

medicinal products but not for other types of emergency research. If this situation arises you should 

seek legal advice on how to proceed. 
35 You must follow the law on continuing to involve in emergency research an adult who lacks 

capacity. You must get consent from the adult as soon as possible if they recover capacity. 

Research involving human tissue 
36 You must keep up to date with, and comply with, the laws and codes of practice that apply to 

the use in research of human organs, tissue and cells. The Human Tissue Authority (HTA) publishes 

a number of codes of practice, 8 including those on consent and research, which advise on the issues 

you should consider when seeking consent for the purpose of research. 

37 In England, Wales and Northern Ireland, the Human Tissue Act 2004 requires consent to 
be obtained before the storage and use of a living person's organs, tissue or cells for the purpose of 

research in connection with disorders in, or the functioning of, the human body. In a number of spe
cific circumstances, there are exceptions to the consent requirements; for example, a living person's 
organs, tissue or cells may be stored and used without consent if the researcher is unable to identify 

the person it has come from, and if it is used for a specific research project that has been approved 

by a research ethics committee. The Human Tissue Act 2004 also requires consent to be obtained 

for the removal, storage and use of a deceased person's organs, tissue and cells for the purpose of 

research in connection with disorders in, or the functioning of, the human body. Regulations made 

under the Human Tissue Act 2004 permit the use and storage of organs, tissue or cells from adults 
who lack capacity for research under certain circumstances. 

38 The Human Tissue (Scotland) Act 2006 requires authorisation to be obtained before the stor

age and use of a deceased person's organs, tissue or cells for the purposes of research. The Act does 

not cover the storage and use of tissue from living people for the purposes of research 

39 The Medicines for Human Use (Clinical Trials) Regulations 2004 apply to the use of tissue in 

clinical trials of investigational medicinal products. 

Treatment and care towards the end of life: good practice in 

decision making* 

[Excerpts.] 

Guidance 

1 Patients who are approaching the end of their life need high-quality treatment and care 

that support them to live as well as possible until they die, and to die with dignity. This guidance 

8 Human Tissue Authority-Codes of Practice. See www.hta.gov.uk/policiesandcodesofpractice/codesofpractice.cfm. 

* © General Medical Council 2010. 
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identifies a number of challenges in ensuring that patients receive such care, and provides a 
framework to support you in addressing the issues in a way that meets the needs of individual 

patients. Providing treatment and care towards the end of life will often involve decisions that 
are clinically complex and emotionally distressing; and some decisions may involve eth�:al 

dilemmas and uncertainties about the law that further complicate the decision-making pro

cess. This guidance is intended to help you, in whatever context you are working, to address 

these issues effectively with patients, the healthcare team and those who have an interest in the 

patient's welfare. It seeks to ensure that people who are close to the patient (partners, family, 

carers and others) are involved and supported, while the patient is receiving care and after the 

patient has died. 

2 For the purposes of this guidance, patients are 'approaching the end of life' when they are 

likely to die within the next 12 months. This includes patients whose death is imminent (expected 

within a few hours or days) and those with: 

(a) advanced, progressive, incurable conditions 

(b) general frailty and co-existing conditions that mean they are expected to die within 

12 months 
(c) existing conditions if they are at risk of dying from a sudden acute crisis in their 

condition 

(d) life-threatening acute conditions caused by sudden catastrophic events. 

This guidance also applies to those extremely premature neonates whose prospects for survival are 

known to be very poor, and to patients who are diagnosed as being in a persistent vegetative state 

(PVS), for whom a decision to withdraw treatment may lead to their death. 
3 The most challenging decisions in this area are generally about withdrawing or not start

ing a treatment when it has the potential to prolong the patient's life. This may involve treatments 

such as antibiotics for life-threatening infection, cardiopulmonary resuscitation (CPR), renal dia

lysis, 'artificial' nutrition and hydration (for the purpose of this guidance 'artificial' is replaced by 

'clinically assisted'1) and mechanical ventilation. The evidence of the benefits, burdens and risks of 

these treatments is not always clear cut, and there may be uncertainty about the clinical effect of a 

treatment on an individual patient, or about the particular benefits, burdens and risks for that pa
tient. In some circumstances these treatments may only prolong the dying process or cause the pa

tient unnecessary distress. Given the uncertainties, you and others involved in the decision-making 
process may 

4 In addition it is now widely agreed that high-quality treatment and care towards the end of 
life includes palliative care that focuses on managing pain and other distressing symptoms; pro

viding psychological, social and spiritual support to patients; and supporting those close to the pa

tient. However, it is not always recognised that palliative care can be provided at any stage in the 

progression of a patient's illness, not only in the last few days of their life. 

6 It is important to note that we use the term 'overall benefit' to describe the ethical basis 

on which decisions are made about treatment and care for adult patients who lack capacity to 
decide. GMC guidance on overall benefit, applied with the decision-making principles in para

graphs 7-13, is consistent with the legal requirement to consider whether treatment 'benefits' a 
patient (Scotland), or is in the patient's 'best interests' (England, Wales and Northern Ireland), 
and to apply the other principles set out in the Mental Capacity Act 2005 and Adults with Incapacity 

(Scotland) Act 2000. 

1 'Artificial nutrition and hydration' is the phrase sometimes used in healthcare settings. However, we believe that'clinically assisted nu
trition and hydration' is a more accurate description of the use of a drip, a nasogastric tube or a tube surgically implanted into the stomach, 
to provide nutrition and fluids. 
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Principles 

Equalities and human rights 
7 You must give patients who are approaching the end of their life the same quality of care as 

all other patients. You must treat patients and those close to them with dignity, respect and compas

sion, especially when they are facing difficult situations and decisions about care. You must respect 

their privacy and right to confidentiality. 
8 Some groups of patients can experience inequalities in getting access to healthcare services 

and in the standard of care provided. It is known that some older people, people with disabilities and 

people from ethnic minorities have received poor standards of care towards the end of life. This can 
be because of physical, communication and other barriers, and mistaken beliefs or lack of know

ledge among those providing services, about the patient's needs and interests. Equalities, capacity 

and human rights laws reinforce your ethical duty to treat patients fairly. 

9 If you are involved in decisions about treatment and care towards the end of life, you must be 

aware of the Human Rights Act 1 998 and its main provisions, as your decisions are likely to engage 

the basic rights and principles set out in the Act. 

Presumption in favour of prolonging life 
10 Following established ethical and legal (including human rights) principles, decisions con

cerning potentially life-prolonging treatment must not be motivated by a desire to bring about the 

patient's death, and must start from a presumption in favour of prolonging life. This presumption 

will normally require you to take all reasonable steps to prolong a patient's life. However, there is no 

absolute obligation to prolong life irrespective of the consequences for the patient, and irrespective 

of the patient's views, if they are known or can be found out. 

Working with the principles and decision-making models 

Role of relatives, partners and others close to the patient 
17 The people close to a patient can play a significant role in ensuring that the patient receives 

high-quality care as they near the end of life, in both community and hospital settings. Many par

ents, other close relatives and partners, as well as paid and unpaid carers, will be involved in dis

cussing issues with a patient, enabling them to make choices, supporting them to communicate 

their wishes, or participating directly in their treatment and care. In some cases, they may have 

been granted legal power by the patient, or the court, to make healthcare decisions when the patient 

lacks capacity to make their own choices. 

18 It is important that you and other members of the healthcare team acknowledge the role 

and responsibilities of people close to the patient. You should make sure, as far as possible, that their 
needs for support are met and their feelings respected, although the focus of care must remain on 

the patient. 

19 Those close to a patient may want or need information about the patient's diagnosis and 

about the likely progression of the condition or disease, in order to help them provide care and 

recognise and respond to changes in the patient's condition. If a patient has capacity to make deci

sions, you should check that they agree to you sharing this information. If a patient lacks capacity 

to make a decision about sharing information, it is reasonable to assume that, unless they indicate 
otherwise, they would want those closest to them to be kept informed of relevant information about 
their general condition and prognosis. (There is more guidance in our booklet on Confidentiality.) 

You should check whether a patient has nominated someone close to them to be kept informed and 
consulted about their treatment. 

20 When providing information, you must do your best to explain clinical issues in a way the 
person can understand, and approach difficult or potentially distressing issues about the patient's 
prognosis and care with tact and sensitivity. (See paragraphs 33-36 on addressing emotional diffi

culties and possible sources of support.) 
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21 When discussing the issues with people who do not have legal authority to make decisions 

on behalf of a patient who lacks capacity, you should make it clear that their role is to advise the 

healthcare team about the patient's known or likely wishes, views and beliefs. You must not give 

them the impression they are being asked to make the decision. 

Addressing uncertainty 
31 If there is a reasonable degree of uncertainty about whether a particular treatment will pro

vide overall benefit for a patient who lacks capacity to make the decision, the treatment should be 

started in order to allow a clearer assessment to be made. 

32 You must explain clearly to those close to the patient and the healthcare team that the 

treatment will be monitored and reviewed, and may be withdrawn at a later stage if it proves 

ineffective or too burdensome for the patient in relation to the benefits. You should explain 

the basis on which the decision will be made about whether the treatment will continue or be 

withdrawn. 

Emotional difficulties in end oflife decision making 
33 Some members of the healthcare team, or people who are close to the patient, may find it 

more difficult to contemplate withdrawing a life-prolonging treatment than to decide not to start 
the treatment in the first place. This may be because of the emotional distress that can accompany 

a decision to withdraw life-prolonging treatment, or because they would feel responsible for the 

patient's death. However, you should not allow these anxieties to override your clinical judgement 

and lead you either not to start treatment that may be of some benefit to the patient, or to continue 

treatment that is of no overall benefit. 

34 You should explain to those close to the patient that, whatever decisions are made about pro
viding particular treatments, the patient's condition will be monitored and managed to ensure that 
they are comfortable and, as far as possible, free of pain and other distressing symptoms. You should 

also make clear that a decision to withdraw, or not to start a treatment will be reviewed in the light 

of changes in the clinical situation. 
35 You should offer advice about any support that may be available for the patient, for those 

close to them and for members of the healthcare team, if they are finding the situation emotionally 

challenging. Sources of support include patient and carer support and advocacy services, counsel

ling and chaplaincy services, and ethics support networks. 

36 You should do your best to make sure that patients who may feel pressured by family or car

ers to accept or refuse particular investigations or treatments are given the time, information and 

help they need to reach their own decisions. 

Resource constraints 
37 Decisions about what treatment options can be offered may be complicated by resource 

constraints-such as funding restrictions on certain treatments in the NHS, or lack of availability of 

intensive care beds. In such circumstances, you must provide as good a standard of care as you can 

for the patient, while balancing sometimes competing duties towards the wider population, fund

ing bodies and employers. There will often be no simple solution. Ideally, decisions about access 

to treatments should be made on the basis of an agreed local or national policy that takes account 
of the human rights implications. Decisions made on a case-by-case basis, without reference to 
agreed policy, risk introducing elements of unfair discrimination or failure to consider properly the 

patient's legal rights (see paragraphs 7-9). 
38 If resource constraints are a factor, you must: 

(a) provide the best service possible within the resources available 
(b) be familiar with any local and national policies that set out agreed criteria for access 

to the particular treatment (such as national service frameworks and NICE and SIGN 
guidelines) 
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(c) make sure that decisions about prioritising patients are fair and based on clinical need 
and the patient's capacity to benefit, and not simply on grounds of age, race, social status 

or other factors that may introduce discriminatory access to care 

(d) be open and honest with the patient (if they have capacity), or those close to them, and 

the rest of the healthcare team about the decision-making process and the criteria for 

prioritising patients in individual cases. 

39 You should not withdraw or decide not to start treatment if doing so would involve sig

nificant risk for the patient and the only justification is resource constraints. If you have good 

reason to think that patient safety is being compromised by inadequate resources, and it is not 

within your power to put the matter right, you should draw the situation to the attention of the 

appropriate individual or organisation, following our guidance on Raising concerns about patient 
safety (2006). 

Assessing the overall benefit of treatment options 

Weighing the benefits, burdens and risks 

40 The benefits of a treatment that may prolong life, improve a patient's condition or manage 

their symptoms must be weighed against the burdens and risks for that patient, before you can reach 

a view about its overall benefit. For example, it may be of no overall benefit to provide potentially 

life-prolonging but burdensome treatment in the last days of a patient's life when the focus of care is 

changing from active treatment to managing the patient's symptoms and keeping them comfortable. 

41 The benefits, burdens and risks associated with a treatment are not always limited to clin

ical considerations, and you should be careful to take account of the other factors relevant to the 

circumstances of each patient. 

42 Patients who have capacity will reach their own view about what personal factors they wish 
to consider and the weight they wish to attach to these alongside the clinical considerations. 

43 In the case of patients who lack capacity, their legal proxy will make these judgements with 

advice from you and others involved in the patient's care. If you are responsible for making the deci

sion about overall benefit, those close to the patient and members of the healthcare team are likely 

to have knowledge about the patient's wishes, values and preferences and any other personal factors 
that should be taken into account. (See the model for decision making in paragraph 16.) You may 

also find information about the patient's wishes in their notes, advance care plan or other record, 

such as an advance request for or refusal of treatment. 

Avoiding bias 

46 You must be careful not to rely on your personal views about a patient's quality of life and to 

avoid making judgements based on poorly informed or unfounded assumptions about the health

care needs of particular groups, such as older people and those with disabilities. 

Resolving disagreements 
47 You should aim to reach a consensus about what treatment and care would be of overall 

benefit to a patient who lacks capacity. Disagreements may arise between you and those close to 

the patient, or between you and members of the healthcare team, or between the healthcare team 

and those close to the patient. Depending on the seriousness of any disagreement, it is usually 

possible to resolve it; for example, by involving an independent advocate, seeking advice from a 
more experienced colleague, obtaining a second opinion, holding a case conference, or using local 
mediation services. In working towards a consensus, you should take into account the different 
decision-making roles and authority of those you consult, and the legal framework for resolving 

disagreements. 
48 If, having taken these steps, there is still significant disagreement, you should seek legal 

advice on applying to the appropriate statutory body for review (Scotland) or appropriate court for 
an independent ruling. The patient, those authorised to act for them and those close to them should 
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be informed, as early as possible, of any decision to start such proceedings, so that they have the op

portunity to participate or be represented. 

49 In situations in which a patient with capacity to decide requests a treatment and does not 
accept your view that the treatment would not be clinically appropriate, the steps suggested above 

for resolving disagreement may also be helpful. 

Advance care planning 

The benefits 

50 As treatment and care towards the end oflife are delivered by multidisciplinary teams often 
working across local health, social care and voluntary sector services, you must plan ahead as much 

as possible to ensure timely access to safe, effective care and continuity in its delivery to meet the 

patient's needs. 

51 The emotional distress and other pressures inherent in situations in which patients are 

approaching the end of their life sometimes lead to misunderstandings and conflict between doc

tors and patients and those close to them, or between members of the healthcare team. However, 
this can usually be avoided through early, sensitive discussion and planning about how best to man

age the patient's care. 

What to discuss 

52 Patients whose death from their current condition is a foreseeable possibility are likely to 

want the opportunity (whether they are in a community or hospital setting) to decide what arrange
ments should be made to manage the final stages of their illness. This could include having access 

to palliative care, and attending to any personal and other matters that they consider important 

towards the end of their life. 

53 If a patient in your care has a condition that will impair their capacity as it progresses, or 

is otherwise facing a situation in which loss or impairment of capacity is a foreseeable possibility, 
you should encourage them to think about what they might want for themselves should this hap

pen, and to discuss their wishes and concerns with you and the healthcare team. Your discussions 

should cover: 

(a) the patient's wishes, preferences or fears in relation to their future treatment and care 

(b) the feelings, beliefs or values that may be influencing the patient's preferences and 

decisions 

(c) the family members, others close to the patient or any legal proxies that the patient 

would like to be involved in decisions about their care 
(d) interventions which may be considered or undertaken in an emergency, such as cardio

pulmonary resuscitation (CPR), when it may be helpful to make decisions in advance 

(e) the patient's preferred place of care (and how this may affect the treatment options 
available) 

(f) the patient's needs for religious, spiritual or other personal support. 

54 Depending on the patient's circumstances, it may also be appropriate to create opportun

ities for them to talk about what they want to happen after they die. Some patients will want to dis
cuss their wishes in relation to the handling of their body, and their beliefs or values about organ or 
tissue donation. 

55 You must approach all such discussions sensitively. If you are unsure how best to do this or 
how to respond to any non-clinical issues raised by the patient, you should refer to relevant guide
lines on good practice in advance care planning. If the patient agrees, you should involve in the 
discussions other members of the healthcare team, people who are close to the patient, or an inde
pendent advocate. 

When patients do not want to know 
56 Some patients may not be ready to think about their future care, or may find the prospect 

of doing so too distressing. However, no-one else can make a decision on behalf of an adult who 
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has capacity. If a patient asks you to make decisions on their behalf or wants to leave decisions to a 

relative, partner or friend, you should explain that it is important that they understand the options 

open to them, and what the treatment will involve. If they do not want this information, you should 

try to find out why. 

57 If the patient still does not want to know in detail about their condition or the treatment, 

you should respect their wishes as far as possible. But you must explain the importance of providing 

at least the basic information they need in order to give valid consent to a proposed investigation 

or treatment. This is likely to include what the investigation or treatment aims to achieve and what 

it will involve. For example, whether a procedure is invasive; what level of pain or discomfort they 

might experience and what can be done to minimise it; what they should do to prepare for the inves

tigation or treatment; and whether it involves any serious risks. 
58 If the patient insists that they do not want even this basic information, you must explain the 

potential consequences of carrying out an investigation or treatment if their consent may be open to 

subsequent legal challenge. You must record the fact that the patient has declined relevant informa

tion and who they asked to make the decision about treatment. You must also make it clear that they 

can change their mind and have more information at any time. 

When others want information to be withheld from the patient 
59 Apart from circumstances in which a patient refuses information, you should not with

hold information necessary for making decisions (including when asked by someone close to the 

patient), unless you believe that giving it would cause the patient serious harm. In this context 

'serious harm' means more than that the patient might become upset or decide to refuse treatment. 

If you withhold information from the patient, you must record your reasons for doing so in the 

medical records, and be prepared to explain and justify your decision. You should regularly review 
your decision and consider whether you could give information to the patient later, without caus

ing them serious harm. 

Formalising a patient's wishes 

60 If a patient wants to nominate someone to make decisions on their behalf if they lose cap

acity, or if they want to make an advance refusal of a particular treatment, you should explain that 

there may be ways to formalise these wishes, such as appointing an attorney or making a written 

advance decision or directive. You should support a patient who has decided to take these steps. You 

should provide advice on the clinical issues and recommend that they get independent advice on 

how to formalise their wishes. 

Recording and sharing the advance care plan 
61 You must make a record of the discussion and of the decisions made. You should make sure 

that a record of the advance care plan is made available to the patient, and is shared with others 

involved in their care (provided that the patient agrees), so that everyone is clear about what has 

been agreed. (See also paragraphs 22-23 about working in teams and across service boundaries.) If 

a patient makes an advance refusal of treatment, you should encourage them to share this informa

tion with those close to them, with other doctors, and with key health and social care staff involved 
in their care. 

62 You must bear in mind that advance care plans need to be reviewed and updated as the 

patient's situation or views change. 

Acting on advance requests for treatment 
63 When planning ahead, some patients worry that they will be unreasonably denied certain 

treatments towards the end of their life, and so they may wish to make an advance request for those 
treatments. Some patients approaching the end of life want to retain as much control as possible 
over the treatments they receive and may want a treatment that has some prospects of prolonging 
their life, even if it has significant burdens and risks. 
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64 When responding to a request for future treatment, you should explore the reasons for the 
request and the degree of importance the patient attaches to the treatment. You should explain how 

decisions about the overall benefit of the treatment would be influenced by the patient's current 
wishes if they lose capacity. You should make clear that, although future decisions cannot be bound 

by their request for a particular treatment, their request will be given weight by those making the 

decision. 

65 If a patient has lost capacity to decide, you must provide any treatment you assess to be 

of overall benefit to the patient. When assessing overall benefit, you should take into account the 

patient's previous request, what you know about their other wishes and preferences, and the goals 
of care at that stage (for example, whether the focus has changed to palliative care), and you should 

consult the patient's legal proxy or those close to the patient, as set out in the decision-making model 
in paragraph 16. The patient's previous request must be given weight and, when the benefits, bur

dens and risks are finely balanced, will usually be the deciding factor. 

66 If significant disagreement arises between you and the patient's legal proxy, those close to 

the patient, or members of the healthcare team, about what would be of overall benefit, you must 

take steps to resolve the disagreement (see paragraphs 47-48). 

Acting on advance refusals of treatment 
67 Some patients worry that towards the end of their life they may be given medical treatments 

that they do not want. So they may want to make their wishes clear about particular treatments in 

circumstances that might arise in the course of their future care. When discussing any proposed 

advance refusal, you should explain to the patient how such refusals would be taken into account if 

they go on to lose capacity to make decisions about their care. 

Assessing the applicability of advance refusals 

71 In relation to judgements about applicability, the following considerations apply across 

the UK: 

(a) whether the decision is clearly applicable to the patient's current circumstances, clinical 

situation and the particular treatment or treatments about which a decision is needed 
(b) whether the decision specifies particular circumstances in which the refusal of treat

ment should not apply 
(c) how long ago the decision was made and whether it has been reviewed or updated (this 

may also be a factor in assessing validity) 
(d) whether there are reasonable grounds for believing that circumstances exist which the 

patient did not anticipate and which would have affected their decision if anticipated, 

for example any relevant clinical developments or changes in the patient's personal cir

cumstances since the decision was made. 

Doubt or disagreement about the status of advance refusals 

72 Advance refusals of treatment often do not come to light until a patient has lost capacity. In 

such cases, you should start from a presumption that the patient had capacity when the decision was 

made, unless there are grounds to believe otherwise. 
73 If there is doubt or disagreement about the validity or applicability of an advance refusal of 

treatment, you should make further enquiries (if time permits) and seek a ruling from the court if 

necessary. In an emergency, if there is no time to investigate further, the presumption should be in 

favour of providing treatment, if it has a realistic chance of prolonging life, improving the patient's 

condition, or managing their symptoms. 
74 If it is agreed, by you and those caring for the patient, that an advance refusal of treatment is 

invalid or not applicable, the reasons for reaching this view should be documented. 

Reviewing decisions 
78 A patient's condition may improve unexpectedly, or may not progress as anticipated, or their 

views about the benefits, burdens and risks of treatment may change over time. You should make 
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sure that there are clear arrangements in place to review decisions. New decisions about starting 

or continuing with a treatment may be needed in the light of changes in the patient's condition and 

circumstances, and it may be necessary to seek a second opinion or, if this is not possible, advice 

from an experienced colleague. 

Conscientious objections 
79 You can withdraw from providing care if your religious, moral or other personal beliefs 

about providing life-prolonging treatment lead you to object to complying with: 
(a) a patient's decision to refuse such treatment, or 

(b) a decision that providing such treatment is not of overall benefit to a patient who lacks 

capacity to decide. 

However, you must not do so without first ensuring that arrangements have been made for another 

doctor to take over your role. It is not acceptable to withdraw from a patient's care if this would leave 

the patient or colleagues with nowhere to turn. Refer to our guidance on Personal Beliefs and Medical 

Practice (2008) for more information. 
80 If you disagree with a decision to withdraw or not to start a life-prolonging treatment on the 

basis of your clinical judgement about whether the treatment should be provided, you should follow 

the guidance in paragraphs 47-48 about resolving disagreements. 

Organ donation 
81 If a patient is close to death and their views cannot be determined, you should be prepared 

to explore with those close to them whether they had expressed any views about organ or tissue do
nation, if donation is likely to be a possibility. 

82 You should follow any national procedures for identifying potential organ donors and, in ap

propriate cases, for notifying the local transplant coordinator. You must take account of the require

ments in relevant legislation and in any supporting codes of practice, in any discussions that you 

have with the patient or those close to them. You should make clear that any decision about whether 

the patient would be a suitable candidate for donation would be made by the transplant coordinator 

or team, and not by you and the team providing treatment. 

Neonates, children and young people 

Considering the benefits, burdens and risks of treatment 
93 Identifying the best interests of children or young people who may be approaching the 

end of life can be challenging. This is particularly the case when there are uncertainties about 
the long-term outcomes of treatment, when emergencies arise, and in the case of extremely 
premature neonates whose prospects for survival are known to be very poor. Complex and 

emotionally demanding decisions may have to be made; for example, about whether to resus

citate and admit a neonate to intensive care, and whether to continue invasive intensive care 

or replace it with palliative care . It can be very difficult to judge when the burdens and risks, 

including the degree of suffering caused by treatment, outweigh the benefits of the treatment 

to the patient. 

94 You must take account of up-to-date, authoritative clinical guidance when considering what 

treatment might be in a child or young person's best interests. If there are uncertainties about the 

range of options for managing their condition, or the likely outcomes, you should seek advice or a 
second opinion as early as possible from a colleague with relevant expertise (who may be from an
other specialty, such as palliative care, or another discipline, such as nursing). 

95 Parents play an important role in assessing their child's best interests, and you should work 

in partnership with them when considering decisions about their child's treatment. You should sup

port parents, and must share with them the information they want or need, in a way that they can 
understand, about their child's condition and options for care (subject to considerations of confi

dentiality). You must take account of their views when identifying options that are clinically appro

priate and likely to be in the child's best interests. 



380 Treatment and care towards the end of l ife: good practice in decision making 

96 You must be able to explain and justify the factors that you judge should be taken into 

account when considering decisions about what treatment might be in the best interests of a child or 
young person. You must not rely on your personal values when making best interests decisions. You 

must be careful not to make judgements based on poorly informed or unfounded assumptions about 

the impact of a disability on a child or young person's quality of life. 

Neonates and infants 
106 It may be particularly difficult to make a decision on the basis of what is in the best interests 

of a neonate or infant. If, when considering the benefits, burdens and risks of treatment (including 

resuscitation and clinically assisted nutrition and hydration) you conclude that, although providing 

treatment would be likely to prolong life, it would cause pain, suffering and other burdens that 

would outweigh any benefits and you reach a consensus with the child's parents and healthcare 

team that it would be in the child's best interests to withdraw, or not start the treatment, you may 
do so. However, in the case of decisions about clinically assisted nutrition and hydration, before you 

reach a definite decision to withdraw or not to start treatment, you must seek a second opinion (or, 

if this is not possible, advice) following the guidance at paragraph 121. Whatever decision is made, 

you must make sure that any distressing symptoms that the child may be experiencing are managed 

effectively and that the child's condition is reviewed regularly. 

Meeting patients' nutrition and hydration needs 

109 All patients are entitled to food and drink of adequate quantity and quality and to the help 

they need to eat and drink. Malnutrition and dehydration can be both a cause and consequence of 

ill health, so maintaining a healthy level of nutrition and hydration can help to prevent or treat ill
ness and symptoms and improve treatment outcomes for patients. You must keep the nutrition and 

hydration status of your patients under review. You should be satisfied that nutrition and hydration 

are being provided in a way that meets your patients' needs, and that if necessary patients are being 

given adequate help to enable them to eat and drink. 

110 If a patient refuses food or drink,2 or has problems eating or drinking, you should first 

assess and address any underlying physical or psychological causes that could be improved with 

treatment or care. For example, some patients stop eating because of depression, or pain caused by 

mouth ulcers or dentures, or for other reasons that can be addressed. If a patient needs assistance 
in eating or drinking that is not being provided, or if underlying problems are not being effectively 

managed, you should take steps to rectify the situation, if you can. If you cannot, you should inform 
an appropriate person within the organisation that is responsible for the patient's care. 

111 If you are concerned that a patient is not receiving adequate nutrition or hydration by 

mouth, even with support, you must carry out an assessment of their condition and their individual 

requirements. You must assess their needs for nutrition and hydration separately and consider what 

forms of clinically assisted nutrition or hydration may be required to meet their needs. 

Clinically assisted nutrition and hydration 

112 Clinically assisted nutrition includes intravenous feeding, and feeding by nasogastric tube 
and by percutaneous endoscopic gastrostomy (PEG) and radiologically inserted gastrostomy (RIG) 
feeding tubes through the abdominal wall. All these means of providing nutrition also provide flu

ids necessary to keep patients hydrated. Clinically assisted hydration can also be provided by intra
venous or subcutaneous infusion of fluids through a 'drip'. The terms 'clinically assisted nutrition' 

and 'clinically assisted hydration' do not refer to help given to patients to eat or drink, for example 

by spoon feeding. 

2 The offer of food and drink by mouth is part of basic care (as is the offer of washing and pain relief) and must always be offered to 
patients who are able to swallow without serious risk of choking or aspirating food or drink. Food and drink can be refused by patients at 
the time it is offered, but an advance refusal of food and drink has no force. 
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113 Providing nutrition and hydration by tube or drip may provide symptom relief, or prolong 

or improve the quality of the patient's life; but they may also present problems. The current evidence 

about the benefits, burdens and risks of these techniques as patients approach the end of life is not 

clear-cut. This can lead to concerns that patients who are unconscious or semi-conscious may be ex

periencing distressing symptoms and complications, or otherwise be suffering either because their 

needs for nutrition or hydration are not being met or because attempts to meet their perceived needs 

for nutrition or hydration may be causing them avoidable suffering. 
114 Nutrition and hydration provided by tube or drip are regarded in law as medical treatment, 

and should be treated in the same way as other medical interventions. Nonetheless, some people 
see nutrition and hydration, whether taken orally or by tube or drip, as part of basic nurture for the 

patient that should almost always be provided. For this reason it is especially important that you 

listen to and consider the views of the patient and of those close to them (including their cultural 

and religious views) and explain the issues to be considered, including the benefits, burdens and 

risks of providing clinically assisted nutrition and hydration. You should make sure that patients, 

those close to them and the healthcare team understand that, when clinically assisted nutrition or 

hydration would be of overall benefit, it will always be offered; and that if a decision is taken not to 
provide clinically assisted nutrition or hydration, the patient will continue to receive high-quality 

care, with any symptoms addressed. 

115 If disagreement arises between you and the patient (or those close to a patient who lacks 
capacity), or you and other members of the healthcare team, or between the team and those close to 

the patient, about whether clinically assisted nutrition or hydration should be provided, you should 

seek resolution following the guidance in paragraphs 47-49. You should make sure that the patient, 

or someone acting on their behalf, is informed and given advice on the patient's rights and how to 

access their own legal advice or representation. 

Patients who have capacity 
116 If you consider that a patient is not receiving adequate nutrition or hydration by mouth, you 

should follow the decision model in paragraph 14. You must assess the patient's nutrition and hydra
tion needs separately and offer the patient those treatments you consider to be clinically appropriate 

because, for example, they would provide symptom relief or would be likely to prolong the patient's 

life. You must explain to the patient the benefits, burdens and risks associated with the treatments, 

so that the patient can make a decision about whether to accept them. 

117 If you assess that clinically assisted nutrition or hydration would not be clinically appro

priate, you must monitor the patient's condition and reassess the benefits, burdens and risks of pro

viding clinically assisted nutrition or hydration as the patient's condition changes. If a patient asks 

you to provide nutrition or hydration by tube or drip, you should discuss the issues with the patient 

and explore the reasons for their request. You must reassess the benefits and burdens of providing 
the treatment requested, giving weight to the patient's wishes and values. When the benefits, bur
dens and risks are finely balanced, the patient's request will usually be the deciding factor. However, 

if after discussion you still consider that the treatment would not be clinically appropriate, you do 

not have to provide it. But you should explain your reasons to the patient and explain any other 

options that are available, including the option to seek a second opinion. 

Adult patients who lack capacity 
118 If a patient lacks capacity and cannot eat or drink enough to meet their nutrition or hy

dration needs, you must assess whether providing clinically assisted nutrition or hydration would 
be of overall benefit to them, following the decision model in paragraph 16 and guidance in para

graphs 40-48. Clinically assisted nutrition or hydration will usually be of overall benefit, if for 
example they prolong life or provide symptom relief. You must assess the patient's nutrition and 

hydration needs separately. You must monitor the patient's condition, and reassess the benefits, 

burdens and risks of providing clinically assisted nutrition or hydration as the patient's condition 
changes. 
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Adult patients who lack capacity and are not expected to die within 
hours or days 

119 If a patient is in the end stage of a disease or condition, but you judge that their death is not 

expected within hours or days, you must provide clinically assisted nutrition or hydration if it would 

be of overall benefit to them, taking into account the patient's beliefs and values, any previous re
quest for nutrition or hydration by tube or drip and any other views they previously expressed about 
their care. The patient's request must be given weight and, when the benefits, burdens and risks are 

finely balanced, will usually be the deciding factor. 

120 You must assess the patient's nutrition and hydration needs separately. If you judge that the 

provision of clinically assisted nutrition or hydration would not be of overall benefit to the patient, 

you may conclude that the treatment should not be started at that time or should be withdrawn. You 

should explain your view to the patient, if appropriate, and those close to them, and respond to any 

questions or concerns they express. 

121 In these circumstances you must make sure that the patient's interests have been thor
oughly considered. This means you must take all reasonable steps to get a second opinion from a 

senior clinician (who might be from another discipline) who has experience of the patient's condi
tion but who is not already directly involved in the patient's care. This opinion should be based on 

an examination of the patient by the clinician. In exceptional circumstances, if this is not possible 
for practical reasons, you must still get advice from a colleague, for example by telephone, having 

given them up-to-date information about the patient's condition. You should also consider seeking 

legal advice. 

122 If you reach a consensus that clinically assisted nutrition or hydration would not be of 
overall benefit to the patient and the treatment is withdrawn or not started, you must make sure that 

the patient is kept comfortable and that any distressing symptoms are addressed. You must monitor 

the patient's condition and be prepared to reassess the benefits, burdens and risks of providing clin
ically assisted nutrition or hydration in light of changes in their condition. If clinically assisted nu
trition or hydration is started or reinstated after a later assessment, and you subsequently conclude 

that it would not be of overall benefit to continue with the treatment, you must seek a second opinion 
(or, if this is not possible, seek advice), following the advice in paragraph 121. 

Adult patients who lack capacity and are expected to die within 
hours or days 

123 If a patient is expected to die within hours or days, and you consider that the burdens of 

providing clinically assisted nutrition or hydration outweigh the benefits they are likely to bring, it 

will not usually be appropriate to start or continue treatment. You must consider the patient's needs 

for nutrition and hydration separately. 
124 If a patient has previously requested that nutrition or hydration be provided until their 

death, or those close to the patient are sure that this is what the patient wanted, the patient's wishes 

must be given weight and, when the benefits, burdens and risks are finely balanced, will usually be 

the deciding factor. 

125 You must keep the patient's condition under review, especially if they live longer than you 

expected. If this is the case, you must reassess the benefits, burdens and risks of providing clinically 
assisted nutrition or hydration, as the patient's condition changes. 

Patients in a persistent vegetative state (PVS) or similar condition 
126 If you are considering withdrawing nutrition or hydration from a patient in PVS or a con

dition closely resembling PVS, the courts in England, Wales and Northern Ireland currently require 
that you approach them for a ruling. The courts in Scotland have not specified such a requirement, 

but you should seek legal advice on whether a court ruling may be necessary in an individual case. 

Conscientious objection 
127 If you have a conscientious objection to withdrawing, or not providing, clinically assisted 

nutrition or hydration, you should follow the guidance in paragraphs 79-80. 
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Cardiopulmonary resuscitation (CPR) 

128 When someone suffers sudden cardiac or respiratory arrest, CPR attempts to restart their 
heart or breathing and restore their circulation. CPR interventions are invasive and include chest 
compressions, electric shock by an external or implanted defibrillator, injection of drugs and venti

lation. If attempted promptly, CPR has a reasonable success rate in some circumstances. Generally, 

however, CPR has a very low success rate and the burdens and risks of CPR include harmful side 

effects such as rib fracture and damage to internal organs; adverse clinical outcomes such as hyp

oxic brain damage; and other consequences for the patient such as increased physical disability. If 

the use of CPR is not successful in restarting the heart or breathing, and in restoring circulation, it 

may mean that the patient dies in an undignified and traumatic manner. 

When to consider making a Do Not Attempt CPR (DNACPR) decision 
129 If cardiac or respiratory arrest is an expected part of the dying process and CPR will not be 

successful, making and recording an advance decision not to attempt CPR will help to ensure that 

the patient dies in a dignified and peaceful manner. It may also help to ensure that the patient's last 
hours or days are spent in their preferred place of care by, for example, avoiding emergency admis

sion from a community setting to hospital. These management plans are called Do Not Attempt CPR 

(DNACPR) orders, or Do Not Attempt Resuscitation or Allow Natural Death decisions. 

130 In cases in which CPR might be successful, it might still not be seen as clinically appropriate 

because of the likely clinical outcomes. When considering whether to attempt CPR, you should con
sider the benefits, burdens and risks of treatment that the patient may need if CPR is successful. In 

cases where you assess that such treatment is unlikely to be clinically appropriate, you may conclude 
that CPR should not be attempted. Some patients with capacity to make their own decisions may wish 

to refuse CPR; or in the case of patients who lack capacity it may be judged that attempting CPR would 

not be of overall benefit to them. However, it can be difficult to establish the patient's wishes or to get 

relevant information about their underlying condition to make a considered judgement at the time 

they suffer a cardiac or respiratory arrest and an urgent decision has to be made. So, if a patient has 

an existing condition that makes cardiac or respiratory arrest likely, establishing a management plan 

in advance will help to ensure that the patient's wishes and preferences about treatment can be taken 
into account and that, if appropriate, a DNACPR decision is made and recorded. 

131 If a patient is admitted to hospital acutely unwell, or becomes clinically unstable in their 
home or other place of care, and they are at foreseeable risk of cardiac or respiratory arrest, a judge

ment about the likely benefits, burdens and risks of CPR should be made as early as possible. 

Discussions about whether to attempt CPR 
132 As with other treatments, decisions about whether CPR should be attempted must be based 

on the circumstances and wishes of the individual patient. This may involve discussions with the 

patient or with those close to them, or both, as well as members of the healthcare team. You must 

approach discussions sensitively and bear in mind that some patients, or those close to them, may 
have concerns that decisions not to attempt CPR might be influenced by poorly informed or un

founded assumptions about the impact of disability or advanced age on the patient's quality of life. 

133 If a patient Jacks capacity to make a decision about future CPR, the views of members of the 

healthcare team involved in their care may be valuable in assessing the likely clinical effectiveness 

of attempting CPR and whether successful CPR is likely to be of overall benefit. You should make 
every effort to discuss a patient's CPR status with these healthcare professionals. 

When CPR will not be successful 
134 If a patient is at foreseeable risk of cardiac or respiratory arrest and you judge that CPR 

should not be attempted, because it will not be successful in restarting the patient's heart and 
breathing and restoring circulation, you must carefully consider whether it is necessary or appro
priate to tell the patient that a DNACPR decision has been made. You should not make assumptions 
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about a patient's wishes, but should explore in a sensitive way how willing they might be to know 
about a DNACPR decision. While some patients may want to be told, others may find discussion 

about interventions that would not be clinically appropriate burdensome and of little or no value. 

You should not withhold information simply because conveying it is difficult or uncomfortable for 

you or the healthcare team. 

135 If you conclude that the patient does not wish to know about or discuss a DNACPR decision, 

you should seek their agreement to share with those close to them, with carers and with others, the 

information they may need to know in order to support the patient's treatment and care. 
136 If a patient lacks capacity, you should inform any legal proxy and others close to the patient 

about the DNACPR decision and the reasons for it. 

When CPR may be successful 

Patients who have capacity 

137 If CPR may be successful in restarting a patient's heart and breathing and restoring cir

culation, the benefits of prolonging life must be weighed against the potential burdens and risks. 

But this is not solely a clinical decision. You should offer the patient opportunities to discuss (with 

support if they need it) whether CPR should be attempted in the circumstances that may surround 

a future cardiac or respiratory arrest. You must approach this sensitively and should not force a dis

cussion or information onto the patient if they do not want it. However, if they are prepared to talk 

about it, you must provide them with accurate information about the burdens and risks of CPR inter

ventions, including the likely clinical and other outcomes if CPR is successful. This should include 

sensitive explanation of the extent to which other intensive treatments and procedures may not be 

seen as clinically appropriate after successful CPR. For example, in some cases, prolonged support 

for multi-organ failure in an intensive care unit may not be clinically appropriate even though the 

patient's heart has been restarted. 

138 You should explain, in a sensitive manner, any doubts that you and the healthcare team 

may have about whether the burdens and risks of CPR would outweigh the benefits, including 
whether the level of recovery expected after successful CPR would be acceptable to the patient. 

139 Some patients may wish to receive CPR when there is only a small chance of success, in 
spite of the risk of distressing clinical and other outcomes .  If it is your considered judgement that 

CPR would not be clinically appropriate for the patient, you should make sure that they have ac

curate information about the nature of possible CPR interventions and, for example, the length of 

survival and level of recovery that they might realistically expect if they were successfully resus

citated. You should explore the reasons for their request and try to reach agreement; for example, 

limited CPR interventions could be agreed in some cases. When the benefits, burdens and risks are 

finely balanced, the patient's request will usually be the deciding factor. If, after discussion, you still 

consider that CPR would not be clinically appropriate, you are not obliged to agree to attempt it in 

the circumstances envisaged. You should explain your reasons and any other options that may be 

available to the patient, including seeking a second opinion. 

Patients who lack capacity 

140 If a patient lacks capacity to make a decision about future CPR, you should consult any 

legal proxy who has authority to make the decision for the patient. If there is no legal proxy with 

relevant authority, you must discuss the issue with those close to the patient and with the healthcare 

team. In your consultations or discussions, you must follow the decision-making model in para

graph 16. In particular, you should be clear about the role that others are being asked to take in the 
decision-making process. If they do not have legal authority to make the decision, you should be 
clear that their role is to advise you and the healthcare team about the patient. You must not give 
them the impression that it is their responsibility to decide whether CPR will benefit, or be in the 

best interests of, the patient. You should provide any legal proxy and those close to the patient, with 

the same information about the nature of CPR and the burdens and risks for the patient as explained 
in paragraphs 137-138. 
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141 If the legal proxy requests that CPR with a small chance of success is attempted in future, 
in spite of the burdens and risks, or they are sure that this is what the patient wanted, and it is your 

considered judgement that CPR would not be clinically appropriate and not of overall benefit for 
the patient, you should explore the reasons for the proxy's request. If after further discussion you 

still consider that attempting CPR would not be of overall benefit for the patient, you are not obliged 

to offer to attempt CPR in the circumstances envisaged. You should explain your reasons and any 

other options that may be available to the legal proxy, including their right to seek a second opinion. 

Resolving disagreements 
142 If there is disagreement about whether CPR should be provided, you should try to resolve 

it by following the guidance in paragraphs 47-49. 

Recording and communicating CPR decisions 
143 Any discussions with a patient, or with those close to them, about whether to attempt CPR, 

and any decisions made, should be documented in the patient's record or advance care plan. If a 
DNACPR decision is made and there has been no discussion with the patient because they indicated 

a wish to avoid it, or because it was your considered view that discussion with the patient was not 

appropriate, you should note this in the patient's records. 

Treatment and care after a DNACPR decision 
144 You must make it clear to the patient, to those close to them and to members of the health

care team that a DNACPR decision applies only to CPR. It does not imply that other treatments will 

be stopped or withheld. Other treatment and care will be provided if it is clinically appropriate and 

agreed to by a patient with capacity, or if it is of overall benefit to a patient who lacks capacity. 

145 A DNACPR decision should not override your clinical judgement about CPR if the patient 

experiences cardiac or respiratory arrest from a reversible cause, such as the induction of anaes

thesia during a planned procedure, or if the circumstances of the arrest are not those envisaged 

when the DNACPR decision was made. 

Emergencies and CPR 
146 Emergencies can arise when there is no time to make a proper assessment of the patient's 

condition and the likely outcome of CPR; when no previous DNACPR decision is in place; and when it 

is not possible to find out the patient's views. In these circumstances, CPR should be attempted, unless 

you are certain you have sufficient information about the patient to judge that it will not be successful. 

Maintaining a professional boundary between you and 

your patient* 

[Excerpts, notes omitted.] 

Doctor-patient partnership 

3 Trust is the foundation of the doctor-patient partnership. Patients should be able to trust that 

their doctor will behave professionally towards them during consultations and not see them as a 
potential sexual partner. 

Current patients 

4 You must not pursue a sexual or improper emotional relationship with a current patient. 
5 If a patient pursues a sexual or improper emotional relationship with you, you should treat 

them politely and considerately and try to re-establish a professional boundary. If trust has broken 

* © General Medical Council 2013. 
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down and you find it necessary to end the professional relationship, you must follow the guidance in 
Ending your professional relationship with a patient. 

6 You must not use your professional relationship with a patient to pursue a relationship with 

someone close to them. For example, you must not use home visits to pursue a relationship with a 

member of a patient's family. 

7 You must not end a professional relationship with a patient solely to pursue a personal rela

tionship with them. 

Former patients 

8 Personal relationships with former patients may also be inappropriate depending on factors 
such as: 

a the length of time since the professional relationship ended (see paragraphs 9-10) 
b the nature of the previous professional relationship 

c whether the patient was particularly vulnerable at the time of the professional relation

ship, and whether they are still vulnerable (see paragraphs 11-13) 

d whether you will be caring for other members of the patient's family. 

You must consider these issues carefully before pursuing a personal relationship with a former patient. 

Timing 

9 It is not possible to specify a length of time after which it would be acceptable to begin a relation

ship with a former patient. However, the more recently a professional relationship with a patient ended, 

the less likely it is that beginning a personal relationship with that patient would be appropriate. 

10 The duration of the professional relationship may also be relevant. For example, a relation
ship with a former patient you treated over a number of years is more likely to be inappropriate than 

a relationship with a patient with whom you had a single consultation. 

Vulnerability of the patient 

11 Some patients may be more vulnerable than others1 and the more vulnerable someone is, the 

more likely it is that having a relationship with them would be an abuse of power and your position 
as a doctor. 

12 Pursuing a relationship with a former patient is more likely to be (or be seen to be) an abuse 

of your position if you are a psychiatrist or a paediatrician. 

13 Whatever your specialty, you must not pursue a personal relationship with a former patient 

who is still vulnerable. If the former patient was vulnerable at the time that you treated them, but is 

no longer vulnerable, you should be satisfied that: 
the patient's decisions and actions are not influenced by the previous relationship 

between you 
you are not (and could not be seen to be) abusing your professional position. 

Social media 

14 You must consider the potential risks involved in using social media and the impact that 

inappropriate use could have on your patients' trust in you and society's trust in the medical 

profession. Social media can blur the boundaries between a doctor's personal and professional lives 

and may change the nature of the relationship between a doctor and a patient. You must follow our 

guidance on the use of social media. 

1 Some patients are likely to be more vulnerable than others because of their illness1 disability or frailty, or because of their current 
circumstances (such as bereavement or redundancy). Children and young people younger than 18 years should be considered vulnerable. 
Vulnerability can be temporary or permanent. For more guidance on chis, see the Royal College of Psychiatrists' guidance Vulnerable 

Patients, Safe Doctors (2007). 
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Help and advice 

15 If you are not sure whether you are (or could be seen to be) abusing your professional 

position, you should seek advice about your situation from an impartial colleague, your defence 

body or your medical association. 

Good practice in prescribing and managing medicines 

and devices* 

[Excerpts, some notes omitted.] 

About this guidance 

3 You are responsible for the prescriptions you sign and for your decisions and actions when 
you supply and administer medicines and devices or authorise or instruct others to do so. You must 

be prepared to explain and justify your decisions and actions when prescribing, administering and 

managing medicines. 

4 'Prescribing' is used to describe many related activities, including supply of prescription only 

medicines, prescribing medicines, devices and dressings on the NHS and advising patients on the 

purchase of over the counter medicines and other remedies. It may also be used to describe written 

information provided for patients (information prescriptions) or advice given. While some of this 

guidance is particularly relevant to prescription only medicines, you should follow it in relation to 
the other activities you undertake, so far as it is relevant and applicable. This guidance applies to 
medical devices as well as to medicines. 

5 Serious or persistent failure to follow this guidance will put your registration at risk. 

Keeping up to date and prescribing safely 

6 Good medical practice says that you must recognise and work within the limits of your compe

tence and that you must keep your knowledge and skills up to date. You must maintain and develop 

the knowledge and skills in pharmacology and therapeutics, as well as prescribing and medicines 

management, relevant to your role and prescribing practice. 

7 You should make use of electronic and other systems that can improve the safety of your pre
scribing, for example by highlighting interactions and allergies and by ensuring consistency and com

patibility of medicines prescribed, supplied and administered. The Medicines and Healthcare Products 
Regulatory Agency's (MHRA) Drug Safety Update and the NHS Central Alert System provide informa

tion and advice to support the safer use of medicines relevant to your practice and alert you to safety in

formation about medicines you prescribe. The National electronic Library for Medicines has extensive 

information on the safe, effective and efficient use of medicines. The National Prescribing Centre (now 

part of the National Institute for Health and Clinical Excellence (NICE)) publishes a range of materials 

to help you improve the safety and clinical and cost effectiveness of your prescribing. The electronic 
Medicines Compendium lists Summaries of Product Characteristics and Patient Information Leaflets. 

8 If you are unsure about interactions or other aspects of prescribing and medicines manage
ment you should seek advice from experienced colleagues, including pharmacists, prescribing 
advisers and clinical pharmacologists. 

9 You must be familiar with the guidance in the British National Formulary (BNF) and British 

National Formulary for Children (BNFC), which contain essential information to help you pre
scribe, monitor, supply, and administer medicines. 

* © General Medical Council 2014. 
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10 You should follow the advice in the BNF on prescription writing and make sure your pre
scriptions and orders are clear, in accordance with the relevant statutory requirements and include 

your name legibly. You should also consider including clinical indications on your prescriptions. 

Practice in prescribing and managing 

11 You should take account of the clinical guidelines published by the: 
a NICE (England) 

b Scottish Medicines Consortium and Health Improvement Scotland (including the Scottish 

Intercollegiate Guidelines Network) (Scotland) 
c Department for Health, Social Services and Public Safety (Northern Ireland) 

d All-Wales Medicines Strategy Group (Wales) 

e medical royal colleges and other authoritative sources of specialty specific clinical 
guidelines. 

12 You should make sure that anyone to whom you delegate responsibility for dispensing medi
cines in your own practice is competent to do what you ask of them. Advice on training for dis
pensing support staff can be obtained from the General Pharmaceutical Council. 

13 You should make sure that anyone to whom you delegate responsibility for administering 

medicines is competent to do what you ask of them. 

Need and objectivity 

14 You should prescribe medicines only if you have adequate knowledge of the patient's health 

and you are satisfied that they serve the patient's needs. 
15 In Consent: patients and doctors making decisions together, we say: 

Sd. If a patient asks for a treatment that the doctor considers would not be of overall 

benefit to them, the doctor should discuss the issues with the patient and explore the 

reasons for their request. If, after discussion, the doctor still considers that the treatment 

would not be of overall benefit to the patient, they do not have to provide the treatment. 

But they should explain their reasons to the patient, and explain any other options that 

are available, including the option to seek a second opinion. 

16 You must not prescribe medicines foryourown convenience or the convenience ofother health 
or social care professionals (for example, those caring for patients with dementia in care homes). 

Prescribing for yourself or those close to you 

17 Wherever possible you must avoid prescribing for yourself or anyone with whom you have a 

close personal relationship. 

18 Controlled medicines present particular dangers, occasionally associated with drug misuse, 

addiction and misconduct. You must not prescribe a controlled medicine for yourself or someone 

close to you unless: 
a no other person with the legal right to prescribe is available to assess and prescribe without 

a delay which would put your, or the patient's, life or health at risk or cause unacceptable 
pain or distress, and 

b the treatment is immediately necessary to: 
i save a life 

ii avoid serious deterioration in health, or 

iii alleviate otherwise uncontrollable pain or distress. 

19 If you prescribe for yourself or someone close to you, you must: 
a make a clear record at the same time or as soon as possible afterwards. The record should 

include your relationship to the patient (where relevant) and the reason it was necessary 
for you to prescribe. 

b tell your own or the patient's general practitioner (and others treating you or the patient, 
where relevant) what medicines you have prescribed and any other information necessary 
for continuing care, unless (in the case of prescribing for somebody close to you) they object. 
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Consent 

20 In Consent: patients and doctors making decisions together, we say: 

3. For a relationship between doctor and patient to be effective, it should be a partner
ship based on openness, trust and good communication. Each person has a role to play in 

making decisions about treatment or care. 

21 Together with the patient, you should make an assessment of their condition before deciding 
to prescribe a medicine. You must have or take an adequate history, including: 

a any previous adverse reactions to medicines 
b recent use of other medicines, including non-prescription and herbal medicines, illegal 

drugs and medicines purchased online, and 

c other medical conditions. 

22 You should encourage your patients to be open with you about their use of alternative rem

edies, illegal substances and medicines obtained online, as well as whether in the past they have 

taken prescribed medicines as directed. 

23 You should identify the likely cause of the patient's condition and which treatments are 

likely to be of overall benefit to them. 
24 You should reach agreement with the patient on the treatment proposed, 1 explaining: 

a the likely benefits, risks and burdens, including serious and common side effects 
b what to do in the event of a side effect or recurrence of the condition 

c how and when to take the medicine and how to adjust the dose if necessary, or how to use 

a medical device 

d the likely duration of treatment 

e arrangements for monitoring, follow-up and review, including further consultation, 

blood tests or other investigations, processes for adjusting the type or dose of medicine, 

and for issuing repeat prescriptions. 

25 The amount of information you give to each patient will vary according to the nature of their 

condition, the potential risks and side effects and the patient's needs and wishes. You should check 
that the patient has understood the information, and encourage them to ask questions to clarify any 

concerns or uncertainty. You should consider the benefits of written information, information in 

other languages and other aids for patients with disabilities to help them understand and consider 

information at their own speed and to retain the information you give them. 

26 You should also provide patients' carers with information about the medicines you pre

scribe, either with the patient's consent or, if the patient lacks capacity to consent, if it is in their 

best interests. 
27 It is sometimes difficult, because of time pressures, to give patients as much information as 

you or they would like. To help with this, you should consider the role that other members of the 

healthcare team, including pharmacists, might play. Pharmacists can undertake medicines reviews, 

explain how to take medicines and offer advice on interactions and side effects. You should work 

with pharmacists in your organisation and/or locality to avoid the risks of overburdening or con
fusing patients with excessive or inconsistent information. 

28 You should also refer patients to the information in patient information leaflets (PILs) and 

other reliable sources of relevant information. PILs are useful supplements to the information you 

give patients about their medicines, but they are not a substitute for that information. 
29 Some patients do not take medicines prescribed for them, or do not follow the instructions 

on the dose to take or the time medicines should be taken. You should try to understand the reasons 

for this and address them by providing reassurance and information, and by negotiating with the 
patient to reach agreement on an appropriate course of treatment that they are able and willing to 

adhere to. 

1 A number of patient decision aids are available on the National Prescribing Centre website (www.npc.nhs.uk). 
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Sharing information with colleagues 

30 You must contribute to the safe transfer of patients between healthcare providers and be

tween health and social care providers. This means you must share all relevant information with 

colleagues involved in your patient's care within and outside the team, including when you hand 

over care as you go off duty, when you delegate care or refer patients to other health or social care 

providers. This should include all relevant information about their current and recent use of other 

medicines, other conditions, allergies and previous adverse reactions to medicines. 

31 It is essential for safe care that information about medicines accompanies patients (or 

quickly follows them, for example on emergency admission to hospital) when they transfer between 

care settings. 

32 If you prescribe for a patient, but are not their general practitioner, you should check the 

completeness and accuracy of the information accompanying a referral. When an episode of care is 

completed, you must tell the patient's general practitioner about: 

a changes to the patient's medicines (existing medicines changed or stopped and new medi-
cines started, with reasons) 

b length of intended treatment 

c monitoring requirements 

d any new allergies or adverse reactions identified, unless the patient objects or if privacy 

concerns override the duty, for example in sexual health clinics. 
33 If a patient has not been referred to you by their general practitioner, you should also: 

a consider whether the information you have is sufficient and reliable enough to enable you 

to prescribe safely; for example, whether: 
i you have access to their medical records or other reliable information about the 

patient's health and other treatments they are receiving 
ii you can verify other important information by examination or testing 

b ask for the patient's consent to contact their general practitioner if you need more in

formation or confirmation of the information you have before prescribing. If the pa
tient objects, you should explain that you cannot prescribe for them and what their 

options are. 

34 If you are the patient's general practitioner, you should make sure that changes to the 

patient's medicines (following hospital treatment, for example) are reviewed and quickly incor

porated into the patient's record. This will help to avoid patients receiving inappropriate repeat 
prescriptions and reduce the risk of adverse interaction. 

Shared care 

35 Decisions about who should take responsibility for continuing care or treatment after initial 

diagnosis or assessment should be based on the patient's best interests, rather than on your conveni

ence or the cost of the medicine and associated monitoring or follow-up. 

36 Shared care requires the agreement of all parties, including the patient. Effective communi

cation and continuing liaison between all parties to a shared care agreement are essential. 

Prescribing at the recommendation of a professional colleague 

37 If you prescribe at the recommendation of another doctor, nurse or other healthcare pro

fessional, you must satisfy yourself that the prescription is needed, appropriate for the patient and 
within the limits of your competence. 

38 If you delegate assessment of a patients' suitability for a medicine, you must be satisfied 

that the person to whom you delegate has the qualifications, experience, knowledge and skills to 
make the assessment. You must give them enough information about the patient to carry out the 
assessment required. You must also make sure that they follow the guidance in paragraphs 21-29 
on consent. 

39 In both cases, you will be responsible for any prescription you sign. 
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Recommending medicines for prescription by colleagues 

40 If you recommend that a colleague, for example a junior doctor or general practitioner, pre
scribes a particular medicine for a patient, you must consider their competence to do so. You must 

satisfy yourself that they have sufficient knowledge of the patient and the medicine, experience (es

pecially in the case of junior doctors) and information to prescribe. You should be willing to answer 

their questions and otherwise assist them in caring for the patient, as required. 

Shared care prescribing 

41 If you share responsibility for a patient's care with a colleague, you must be competent to 
exercise your share of clinical responsibility. You should: 

a keep yourself informed about the medicines that are prescribed for the patient 

b be able to recognise serious and frequently occurring adverse side effects 
c make sure appropriate clinical monitoring arrangements are in place and that the patient 

and healthcare professionals involved understand them 
d keep up to date with relevant guidance on the use of the medicines and on the manage

ment of the patient's condition. 

42 In proposing a shared care arrangement, specialists may advise the patient's general practi

tioner which medicine to prescribe. If you are recommending a new, or rarely prescribed, medicine, 

you should specify the dosage and means of administration, and agree a protocol for treatment. 

You should explain the use of unlicensed medicines, and departures from authoritative guidance or 

recommended treatments and provide both the general practitioner and the patient with sufficient 

information to permit the safe management of the patient's condition. 

43 If you are uncertain about your competence to take responsibility for the patient's continuing 

care, you should seek further information or advice from the clinician with whom the patient's care is 

shared or from another experienced colleague. If you are still not satisfied, you should explain this to 

the other clinician and to the patient, and make appropriate arrangements for their continuing care. 

Raising concerns 

44 Prescribing and administration errors by doctors are common, 2 but harm is usually avoided 
by professional colleagues intervening before the errors can affect patients. 

45 You must protect patients from risks of harm posed by colleagues' prescribing, administra
tion and other medicines-related errors. You should question any decision or action that you con

sider might be unsafe.3 You should also respond constructively to concerns raised by colleagues, 

patients and carers about your own practice. 

Reporting adverse drug reactions, medical device adverse 
incidents and other patient safety incidents 

46 Early, routine reporting of adverse reactions, incidents and near misses involving medicines 
and devices can allow performance and systems issues to be investigated, problems rectified and 

lessons learned.4 You must make reports in accordance with your employer or contracting body's 

local clinical governance procedures. 
47 You must inform the MHRA about: 

a serious suspected adverse reactions to all medicines and all reactions to products marked 

with a Black Triangle in the BNF and elsewhere using the Yellow Card Scheme. 

b adverse incidents involving medical devices, including those caused by human error that 

put, or have the potential to put, the safety of patients, healthcare professionals or others 

2 See the EQUIP (Errors-Questioning Undergraduate Impaccon Prescribing) study and Invesrigacing the prevalence and causes of pre
scribing errors in general practice: The Practice study. 

3 See Raising and acting on concerns about patient safety (2012). 
" You should anonymise or code the information or seek consent, if practicable, or see our confidentiality guidance for more advice. 



392 Good practice in  prescribing and managing medicines and devices 

at risk. These incidents should also be reported to the medical device liaison officer within 

your organisation. 
48 You should provide patients with information about how they can report suspected side 

effects directly to the MHRA. 
49 You should also: 

a check that all serious patient safety incidents are reported to the National Reporting and 

Learning System (in England and Wales), especially if such incidents are not automatic

ally reported through clinical governance arrangements where you work 

b where appropriate, inform the patient's general practitioner, the pharmacy that supplied 
the medicine, the local controlled drugs accountable officer and the medicines manufac

turers of relevant adverse drug reactions and patient safety incidents. 

50 You should respond to requests from the Drug Safety Research Unit for prescription-event 

monitoring data and information for studies on specific safety or pharmacovigilance issues. 

Reviewing medicines 

51 Whether you prescribe with repeats or on a one-off basis, you must make sure that suitable 

arrangements are in place for monitoring, follow-up and review, taking account of the patients' 
needs and any risks arising from the medicines. 

52 When you review a patient's medicines, you should re-assess the patient's need for un
licensed medicines (see paragraphs 67-70), for example antipsychotics used for the treatment of 

behavioural and psychological symptoms in dementia. 

53 Reviewing medicines will be particularly important where: 

a patients may be at risk, for example, patients who are frail or have multiple illnesses. 

b medicines have potentially serious or common side effects 
c the patient is prescribed a controlled or other medicine that is commonly abused or 

misused 

d the BNF or other authoritative clinical guidance5 recommends blood tests or other moni
toring at regular intervals . 

54 Pharmacists can help improve safety, efficacy and adherence in medicines use, for example 

by advising patients about their medicines and carrying out medicines reviews. This does not re

lieve you of your duty to ensure that your prescribing and medicines management is appropriate. 

You should consider and take appropriate action on information and advice from pharmacists and 

other healthcare professionals who have reviewed patients' use of medicines, especially following 

changes to their medicines or if they report problems with tolerance, side effects or with taking 

medicines as directed. 

Repeat prescribing and prescribing with repeats 

55 You are responsible for any prescription you sign, including repeat prescriptions for medi

cines initiated by colleagues, so you must make sure that any repeat prescription you sign is safe 

and appropriate. You should consider the benefits of prescribing with repeats to reduce the need for 

repeat prescribing. 
56 As with any prescription, you should agree with the patient what medicines are appropriate 

and how their condition will be managed, including a date for review. You should make clear why 

regular reviews are important and explain to the patient what they should do if they: 
a suffer side effects or adverse reactions, or 
b stop taking the medicines before the agreed review date (or a set number of repeats have 

been issued), You must make clear records of these discussions and your reasons for re
peat prescribing. 

5 See 10 Top Tips for GPs-Strategies for safer prescribing (National Prescribing Centre, 2011). 
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57 You must be satisfied that procedures for prescribing with repeats and for generating repeat 

prescriptions are secure and that: 

a the right patient is issued with the correct prescription 
b the correct dose is prescribed, particularly for patients whose dose varies during the 

course of treatment 
c the patient's condition is monitored, taking account of medicine usage and effects 
d only staff who are competent to do so prepare repeat prescriptions for authorisation 

e patients who need further examination or assessment are reviewed by an appropriate 

healthcare professional 

f any changes to the patient's medicines are critically reviewed and quickly incorporated 

into their record. 

58 At each review, you should confirm that the patient is taking their medicines as directed, 

and check that the medicines are still needed, effective and tolerated. This may be particularly 

important following a hospital stay, or changes to medicines following a hospital or home visit. 
You should also consider whether requests for repeat prescriptions received earlier or later than 

expected may indicate poor adherence, leading to inadequate therapy or adverse effects. 
59 When you issue repeat prescriptions or prescribe with repeats, you should make sure that 

procedures are in place to monitor whether the medicine is still safe and necessary for the patient. 

You should keep a record of dispensers who hold original repeat dispensing prescriptions so that you 

can contact them if necessary. 

Remote prescribing via telephone, video -link or online 

60 Before you prescribe for a patient via telephone, video-link or online, you must satisfy your
self that you can make an adequate assessment, establish a dialogue and obtain the patient's consent 

in accordance with the guidance at paragraphs 20-29. 

61 You may prescribe only when you have adequate knowledge of the patient's health, and are 

satisfied that the medicines serve the patient's needs. You must consider: 

a the limitations of the medium through which you are communicating with the patient 

b the need for physical examination or other assessments 

c whether you have access to the patient's medical records. 

62 You must undertake a physical examination of patients before prescribing non-surgical cos
metic medicinal products such as Botox, Dys port or Vistabel or other injectable cosmetic medicines. 
You must not therefore prescribe these medicines by telephone, video-link, or online. 

63 If you are prescribing for a patient in a care or nursing home or hospice, you should com

municate with the patient (or, if that is not practicable, the person caring for them) to make your 

assessment and to provide the necessary information and advice. You should make sure that any 

instructions, for example for administration or monitoring the patient's condition, are understood 

and send written confirmation as soon as possible. 

64 If the patient has not been referred to you by their general practitioner, you do not have 
access to their medical records, and you have not previously provided them with face-to-face care, 

you must also: 
a give your name and, if you are prescribing online, your GMC number 

b explain how the remote consultation will work and what to do if they have any concerns or 
questions 

c follow the advice in paragraphs 30-34 on Sharing information with colleagues. 

65 You should not collude in the unlawful advertising of prescription only or unlicensed medi

cines to the public by prescribing via websites that breach advertising regulations. 

66 If you prescribe for patients who are overseas, you should consider how you or local health
care professionals will monitor their condition. You should also have regard to differences in a prod

uct's licensed name, indications and recommended dosage regimen. You may also need to consider: 
a MHRA guidance on import/export requirements and safety of delivery, 
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b whether you will need additional indemnity cover 

c whether you will need to be registered with a regulatory body in the country in which the 

prescribed medicines are to be dispensed. 

Prescribing unlicensed medicines 

67 The term 'unlicensed medicine' is  used to describe medicines that are used outside the terms 

of their UK licence or which have no licence for use in the UK.6 Unlicensed medicines are commonly 

used in some areas of medicine such as in paediatrics, psychiatry and palliative care. They are also 

used, less frequently, in other areas of medicine. 

68 You should usually prescribe licensed medicines in accordance with the terms of their li

cence. However, you may prescribe unlicensed medicines where, on the basis of an assessment of 

the individual patient, you conclude, for medical reasons, that it is necessary to do so to meet the 

specific needs of the patient. 
69 Prescribing unlicensed medicines may be necessary where: 

a There is no suitably licensed medicine that will meet the patient's need. Examples include 

(but are not limited to) : 

i there is no licensed medicine applicable to the particular patient. For example, if the 

patient is a child and a medicine licensed only for adult patients would meet the needs 

of the child; or 
ii a medicine licensed to treat a condition or symptom in children would nonetheless not 

meet the specific assessed needs of the particular child patient, but a medicine licensed 

for the same condition or symptom in adults would do so; or 
iii the dosage specified for a licensed medicine would not meet the patient's need; or 

iv the patient needs a medicine in a formulation that is not specified in an applicable licence. 
b Or where a suitably licensed medicine that would meet the patient's need is not available. 

This may arise where, for example, there is a temporary shortage in supply; or 

c The prescribing forms part of a properly approved research project. 

70 When prescribing an unlicensed medicine you must: 

a be satisfied that there is sufficient evidence or experience of using the medicine to demon
strate its safety and efficacy 

b take responsibility for prescribing the medicine and for overseeing the patient's care, 
monitoring, and any follow up treatment, or ensure that arrangements are made for an

other suitable doctor to do so 

c make a clear, accurate and legible record of all medicines prescribed and, where you are 

not following common practice, your reasons for prescribing an unlicensed medicine. 

Information for patients about the licence for their medicines 

71 You must give patients (or their parents or carers) sufficient information about the medi

cines you propose to prescribe to allow them to make an informed decision. 
72 Some medicines are routinely used outside the terms of their licence, for example in treating 

children. In emergencies or where there is no realistic alternative treatment and such information is 
likely to cause distress, it may not be practical or necessary to draw attention to the licence. In other 
cases, where prescribing unlicensed medicines is supported by authoritative clinical guidance, it 

may be sufficient to describe in general terms why the medicine is not licensed for the proposed use 

or patient population. You must always answer questions from patients (or their parents or carers) 

about medicines fully and honestly. 
73 If you intend to prescribe unlicensed medicines where that is not routine or if there are suitably 

licensed alternatives available, you should explain this to the patient, and your reasons for doing so. 
74 You should be careful about using medical devices for purposes for which they were not 

intended. 

6 Further information about licensing of medicines can be found at http://www.mhra.gov.uk/Howweregulate/Medicines/index.htm. 
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Sports medicine 

75 You must not prescribe or collude in the provision of medicines or treatment with the in

tention of improperly enhancing an individual's performance in sport. This does not preclude the 

provision of any care or treatment where your intention is to protect or improve the patient's health. 

Personal beliefs and medical practice* 

[Excerpts, some notes omitted.] 

Personal beliefs and values in medical practice 

3 We recognise that personal beliefs and cultural practices are central to the lives of doctors 

and patients, and that all doctors have personal values that affect their day-to-day practice. We don't 

wish to prevent doctors from practising in line with their beliefs and values, as long as they also fol

low the guidance in Good medical practice. Neither do we wish to prevent patients from receiving 

care that is consistent with, or meets the requirements of, their beliefs and values. 

Doctors' personal beliefs 

4 Doctors may practise medicine in accordance with their beliefs, provided that they act in 

accordance with relevant legislation and: 

• do not treat patients unfairly 

• do not deny patients access to appropriate medical treatment or services 

• do not cause patients distress. 
If any of these circumstances is likely to arise, we expect doctors to provide effective patient care, 

advice or support in line with Good medical practice, whatever their personal beliefs.1 

Legal issues 

5 As Good medical practice makes clear, doctors must keep up to date with and follow the law 

relevant to their work. For example, the Equality Act 2010 and parallel legislation in Northern 

Ireland prohibit doctors from discriminating, directly or indirectly, against others, or from harass

ing them, on grounds of a protected characteristic, when they provide medical services. In addition, 
some legislation: 

a specifically entitles doctors to exercise a conscientious objection to providing certain 
treatments or procedures 

b allows or prohibits particular treatments or procedures. 

6 The law does not require doctors to provide treatments or procedures that they have assessed 

as not being clinically appropriate or not of overall benefit to the patient. 

7 The legal annex .. provides information about some relevant legislation. You should seek legal 

advice if you are unsure whether, by exercising a conscientious objection, you are contravening the 

law in the country where you work. 

Conscientious objection 

8 You may choose to opt out of providing a particular procedure because of your personal 

beliefs and values, as long as this does not result in direct or indirect discrimination against, or 
harassment of, individual patients or groups of patients. This means you must not refuse to treat a 

* © General Medical Council 2013. 

1 For example, if you are the only doctor legally able to sign a cremation certificare, you should nor refuse to do so on the basis of your 
own personal or religious objection to cremation. 

•• Editors' note: omitted. 
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particular patient or group of patients because of your personal beliefs or views about them. 2 And 

you must not refuse to treat the health consequences oflifestyle choices to which you object because 

of your beliefs. 3 

9 Employing and contracting bodies are entitled to require doctors to fulfil contractual 
requirements4 that may restrict doctors' freedom to work in accordance with their conscience. This 

is a matter between doctors and their employing or contracting bodies. 

10 If, having taken account of your legal and ethical obligations, you wish to exercise a con
scientious objection to particular services or procedures, you must do your best to make sure that 

patients who may consult you about it are aware of your objection in advance. You can do this by 

making sure that any printed material about your practice and the services you provide explains if 

there are any services you will not normally provide because of a conscientious objection. 

11 You should also be open with employers, partners or colleagues about your conscientious 

objection. You should explore with them how you can practise in accordance with your beliefs 

without compromising patient care and without overburdening colleagues. 

12 Patients have a right to information about their condition and the options open to them. If 

you have a conscientious objection to a treatment or procedure that may be clinically appropriate for 

the patient, you must do the following. 

a Tell the patient that you do not provide the particular treatment or procedure, being care

ful not to cause distress. You may wish to mention the reason for your objection, but you 

must be careful not to imply any judgement of the patient. 

b Tell the patient that they have a right to discuss their condition and the options for treatment 

(including the option that you object to) with another practitioner who does not hold the 

same objection as you and can advise them about the treatment or procedure you object to. 
c Make sure that the patient has enough information to arrange to see another doctor who 

does not hold the same objection as you. 

13 If it's not practical for a patient to arrange to see another doctor, you must make sure that 
arrangements are made-without delay-for another suitably qualified colleague to advise, treat 

or refer the patient. You must bear in mind the patient's vulnerability and act promptly to make sure 

they are not denied appropriate treatment or services. If the patient has a disability, you should make 

reasonable adjustments to your practice to allow them to receive care to meet their needs. In emer

gencies, you must not refuse to provide treatment necessary to save the life of, or prevent serious 

deterioration in the health of, a person because the treatment conflicts with your personal beliefs. 
14 You will not necessarily need to end a consultation with your patient because you have an 

objection to a treatment or procedure that may be appropriate for them. However, if you feel (or the 

patient feels) that your conscientious objection prevents you from making an objective assessment, 
you should suggest again that the patient seeks advice and treatment elsewhere. 

15 You must not obstruct patients from accessing services or leave them with nowhere to turn. 

16 Whatever your personal beliefs about the procedure in question, you must be respectful of 

the patient's dignity and views. 

How could a patient's personal beliefs affect their healthcare? 

17 Patients' personal beliefs may lead them to: 
• ask for a procedure for mainly religious, cultural or social reasons 

• refuse treatment that you judge to be of overall benefit to them. 

2 For example, this means that you must not refuse to provide a patient with medical services because the patienc is proposing to 
undergo, is undergoing, or has undergone gender reassignmenc. However1 you may decide not to provide or refer any patients (including 
patients proposing to undergo gender reassignment) for particular services to which you hold a conscientious objection, for example, 
treatments that cause infertility. 

3 For example, this means that while you may decide nm to provide contraception (including emergency contraception) services to any 
patient, you cannot be willing to prescribe it only for women who live in accordance with your beliefs (eg by prescribing for married women 
but not for unmarried women). 

"' Except where those requirements are inconsistent with legislacion or where the law provides protection on grounds of conscience. 
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Procedures provided for mainly religious or cultural reasons 

18 If patients (or those with parental responsibility for them) ask for a procedure, such as  cir

cumcision of male children, for mainly religious or cultural reasons, you should discuss with them 

the benefits, risks and side effects of the procedure. You should usually provide procedures5 that 

patients request and that you assess to be of overall benefit to the patient. If the patient is a child, 

you should usually provide a procedure or treatment that you assess to be in their best interests. In 

all circumstances, you will also need the patient's or parental consent. 

19 In assessing what is of overall benefit to adult patients, you must take into account their cul

tural, religious or other beliefs and values. For further advice on assessing overall benefit, see our 
guidance Consent: patients and doctors making decisions together and Treatment and care towards the 

end of life: good practice in decision making. 

20 If the patient is a child, you must proceed on the basis of the best interests of the child and 

with consent. Assessing best interests will include the child's and/or the parents' cultural, religious 

or other beliefs and values. You should get the child's consent if they have the maturity and under

standing to give it. If not, you should get consent from all those with parental responsibility. If you 

cannot get consent for a procedure, for example, because the parents cannot agree and disputes 

cannot be resolved informally, you should: 
• inform the child's parents that you cannot provide the service unless you have authorisa

tion from the court 

• advise the child's parents to seek legal advice on applying to the court. 

21 If you judge that a procedure is not in the best interests of a child, you must explain this to 

the child (if he or she can understand) and to their parents. If you do not believe that the procedure 

is of overall benefit to an adult patient, you must explain this to them. You are not obliged to provide 

treatments in such cases. If you hold objections to the procedure as a result of your religious or moral 
beliefs, you should follow our advice on conscientious objection (paragraphs 8-16). 

22 If you agree to perform any procedure for religious or cultural reasons, you must meet the 

same standards of practice required for performing therapeutic procedures including: 

• having the necessary skills and experience to perform the procedure and use appropriate 
measures, including anaesthesia, to minimise pain and discomfort both during and after 

the procedure 
• keeping your knowledge and skills up to date 

• ensuring conditions are hygienic 

• providing appropriate aftercare. 

23 If you are carrying out circumcision, or another procedure, for religious reasons, you should 
explain to the patient (or, in the case of children, their parents) that they may invite their religious 

adviser to be present during the procedure to give advice on how it should be performed to meet the 

requirements of their faith. 

Patients who refuse treatment 

24 You must respect a competent patient's decision to refuse an investigation or treatment, 

even if you think their decision is wrong or irrational. You may advise the patient of your clinical 

opinion, but you must not put pressure on them to accept your advice.6 You must be careful that your 
words and actions do not imply judgement of the patient or their beliefs and values .  

25 If you have a conscientious objection-for example, to  the withdrawal of  life-prolonging 
treatment-you should follow the guidance in paragraphs 79-80 and 47-48 of our guidance 
Treatment and care towards the end of life: good practice in decision making. 

5 Where you have the knowledge, skills and experience to do so safely. 
6 For example, many Jehovah's Witnesses have strong objections to the use of blood and blood products, and may refuse them even if  

they may die  as  a result. Hospital liaison committees established by the Watch Tower Society (the governing body of Jehovah's Witnesses) 
can advise on current Society policy. They also keep derails of hospitals and doctors who are experienced in 'bloodless' medical procedures. 
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26 If the patient is a child who lacks capacity to make a decision, and both parents refuse treat

ment on the grounds of their religious or moral beliefs, you must discuss their concerns and look 

for treatment options that will accommodate their beliefs. You should involve the child in a way 

appropriate to their age and maturity. If following a discussion of all the options you cannot reach 

an agreement, and treatment is essential to preserve life or prevent serious deterioration in health, 

you should seek advice on approaching the court. 
27 In an emergency, you can provide treatment that is immediately necessary to save life or pre

vent deterioration in health without consent or, in exceptional circumstances, against the wishes of 

a person with parental responsibility. 

28 For further advice on consent to treatment involving children and adults, including adults 
who lack capacity, see our guidance Consent: patients and doctors making decisions together and 

0-18 years: guidance for all doctors. 

Talking to patients about personal beliefs 

29 In assessing a patient's conditions and taking a history, you should take account of spiritual, 

religious, social and cultural factors, as well as their clinical history and symptoms (see Good med

ical practice paragraph lSa). It may therefore be appropriate to ask a patient about their personal 

beliefs. However, you must not put pressure on a patient to discuss or justify their beliefs, or the 

absence of them. 

30 During a consultation, you should keep the discussion relevant to the patient's care and 

treatment. If you disclose any personal information to a patient, including talking to a patient about 

personal beliefs, you must be very careful not to breach the professional boundary that exists be

tween you. These boundaries are essential to maintaining a relationship of trust between a doctor 

and a patient. 

31 You may talk about your own personal beliefs only if a patient asks you directly about them, 

or indicates they would welcome such a discussion. You must not impose your beliefs and values on 
patients, or cause distress by the inappropriate or insensitive expression of them. 

Guidance for doctors who offer cosmetic interventions* 

[Excerpts, some notes omitted] 

By cosmetic interventions we mean any intervention, procedure or treatment carried out with the 

primary objective of changing an aspect of a patient's physical appearance. This includes surgical 

and non-surgical procedures, both invasive and non-invasive. 

Key points 

If you offer cosmetic interventions, you must: 

• seek your patient's consent to the procedure yourself rather than delegate 
• make sure patients are given enough time and information before they decide whether to have 

an intervention 

• consider your patients' psychological needs and whether referral to another experienced pro
fessional colleague is appropriate 

• recognise and work within the limits of your competence, seeking advice when necessary 

• make sure patients have the information they want or need, including written information 
that supports continuity of care and includes relevant information about the medicines or 
devices used 

• take particular care when considering requests for interventions on children and young people 

* © General Medical Council 2016 
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• market your services responsibly, without making unjustifiable claims about interventions, 

trivialising the risks involved, or using promotional tactics that might encourage people to 

make ill-considered decisions. 

Safety and quality 

7 To help keep patients safe you must follow the guidance on establishing and participating in 

systems and processes that support quality assurance and service improvement, as set out in Good 

medical practice and our related explanatory guidance. In particular, you must: 

a comply with any statutory reporting duties in place 
b contribute to national programmes to monitor quality and outcomes, including those of 

any relevant device registries 
c routinely monitor patient outcomes, and audit your practice, reporting at least annual 

data 

d report product safety concerns to the relevant regulator. 

8 You should share insights and information about outcomes with other people who offer 

similar interventions, to improve outcomes and patient safety. 

9 You must tell patients how to report complications and adverse reactions. 

10 You must be open and honest with patients in your care, or those close to them, if something 
goes wrong and the patient suffers or may suffer harm or distress as a result. 

11 You must carry out a physical examination of patients before prescribing injectable cosmetic 
medicines. You must not therefore prescribe these medicines by telephone, video link, online or at 
the request of others for patients you have not examined. 

12 You must seek and act on evidence about the effectiveness of the interventions you offer and 

use this to improve your performance. You must provide interventions based on the best available 

up-to-date evidence about effectiveness, side effects and other risks. 

13 You should be satisfied that the environment for practice is safe, suitably equipped and 

staffed and complies with any relevant regulatory requirements. 

Communication, partnership and teamwork 

14 You must communicate clearly and respectfully with patients, listening to their questions 

and concerns and considering any needs they may have for support to participate effectively in de

cision making. 

Seeking patients' consent 

15 You must be familiar with the guidance in Consent: patients and doctors making decisions 

together. In the following paragraphs, we've highlighted key points from the guidance, which are 
important to protecting patients' interests in relation to cosmetic interventions. 

Responsibility for seeking consent for cosmetic interventions 

16 If you are the doctor who will be carrying out the intervention, it is your responsibility to 

discuss it with the patient and seek their consent - you must not delegate this responsibility. It is 

essential to a shared understanding of expectations and limitations that consent to a cosmetic 
intervention is sought by the doctor who will perform it, or supervise its performance by another 

practitioner. 

Responding to requests for cosmetic interventions 

17 If a patient requests an intervention, you must follow the guidance in Consent, including 
consideration of the patient's medical history. You must ask the patient why they would like to have 
the intervention and the outcome they hope for, before assessing whether the intervention is appro
priate and likely to meet their needs. 
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18 If you believe the intervention is unlikely to deliver the desired outcome or to be of overall 
benefit to the patient, you must discuss this with the patient and explain your reasoning. If, after dis

cussion, you still believe the intervention will not be of benefit to the patient, you must not provide 

it. You should discuss other options available to the patient and respect their right to seek a second 
opinion. 

19 When you discuss interventions and options with a patient, you must consider their vulner

abilities and psychological needs. You must satisfy yourself that the patient's request for the cos

metic intervention is voluntary. 

20 You must explain any monitoring or follow-up care requirements at the outset. You must 

tell patients if implanted medical devices may need to be removed or replaced and after how long. 

21 You must tell prospective patients if alternative interventions are available that could meet 

their needs with less risk, including from other practitioners. 

Discussing side effects, complications and other risks 

22 You must give patients clear, accurate information about the risks of the proposed interven
tion and any associated procedures, including anaesthesia and sedation, following the guidance in 

Consent (paragraphs 28-36). 
23 You must talk to the patient about any adverse outcomes that may result from the proposed 

intervention, paying particular attention to those the patient is most concerned about. You must talk 

about the potential adverse physical and psychological impact of the intervention going wrong or 
failing to meet the patient's expectations. 

Giving patients time for reflection 

24 You must give the patient the time and information they need to reach a voluntary and 

informed decision about whether to go ahead with an intervention. 

25 The amount of time patients need for reflection and the amount and type of information 
they will need depend on several factors. These include the invasiveness, complexity, permanence 

and risks of the intervention, how many intervention options the patient is considering and how 

much information they have already considered about a proposed intervention. 

26 You must tell the patient they can change their mind at any point. 
27 You must consider whether it is necessary to consult the patient's GP to inform the discus

sion about benefits and risks. If so, you must seek the patient's permission and, if they refuse, dis

cuss their reasons for doing so and encourage them to allow you to contact their GP. If the patient is 

determined not to involve their GP, you must record this in their notes and consider how this affects 

the balance of risk and benefit and whether you should go ahead with the intervention. 

Being clear about fees and charges 

28 You must explain your charges clearly, so patients know the financial implications of any 

decision to proceed to the next stage or to withdraw. 

29 You must be clear about what is included in quoted prices and what other charges might be 

payable, including possible charges for revision or routine follow up. 

Treating adult patients who lack capacity 

30 If you consider providing an intervention for an adult who lacks capacity to make the de
cision about whether to go ahead with the intervention, you must follow the advice in paragraphs 
62-79 of our Consent guidance. The advice in these paragraphs takes account of the legal require
ments across the UK that govern decision-making with adults who lack capacity. 

31 You must seek and take account of the views of people close to the patient, as well as any 
information you and the healthcare team may have about the patient's wishes, feelings, beliefs and 
values. Your approach to consulting with those close to the patient should follow the advice on shar

ing information set out in paragraphs 18-25 of our Consent guidance. 
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Treating children and young people 

32 If providing treatment to children, you should be familiar with the detailed advice in 0-18 
years: guidance for all doctors, which includes the key points set out in this section of guidance. You 

should take particular care if you consider providing cosmetic interventions for children or young 

people - you should make sure the environment for practice is appropriate to paediatric care, and 

work with multidisciplinary teams that provide expertise in treating children and young people 

where necessary. 

33 You must only provide interventions that are in the best interests of the child or young 

person. If a young person has capacity to decide whether to undergo an intervention, you should 

still encourage them to involve their parents in making their decision. 

34 A parent can consent to an intervention for a child or young person who does not have the 

maturity and capacity to make the decision, but you should involve the child in the decision as much 

as possible. If you judge that the child does not want to have the cosmetic intervention, then you 
must not perform it. 

35 Your marketing activities must not target children or young people, through either their 

content or placement. 

Providing continuity of care 

36 You should consider whether you or a colleague will need to review the patient's response 

to the intervention and make sure the patient understands whether you recommend a follow-up 

appointment. 

37 You must make sure the patient has the medicines or equipment they need to care for them

selves after an intervention. 

38 You must make sure that your patients know how to contact you or another named suitably

qualified person if they experience complications outside your normal working hours. 

39 You should give patients written information that explains the intervention they have 

received in enough detail to enable another doctor to take over the patient's care. This should in

clude relevant information about the medicines or devices used. You should also send this infor

mation, with the patient's consent, to their GP, and any other doctors treating them, if it is likely to 
affect their future healthcare. If the patient objects to the information being sent to their doctor, you 
must record this in their notes and you will be responsible for providing the patient's follow-up care. 

40 You should organise your records in a way that allows identification of patients who have 

been treated with a particular device or medicine in the event of product safety concerns or regula
tory enquiries. 

41 You must keep records that contain personal information about patients securely and in line with: 

a any data protection law requirements. 

b our Confidentiality: good practice in handling patient information guidance. 
c guidance published by the UK health departments, even when the interventions are pro

vided outside the National Health Service. 

Working with colleagues 

42 You must make sure that anyone you delegate care to has the necessary knowledge, skills 

and training and is appropriately supervised. 
43 You must work effectively with healthcare professionals and others involved in providing 

care. You must respect the skills of colleagues within multidisciplinary teams and support them to 

deliver good patient car 
44 You must ask for advice from colleagues if the patient has a health condition that lies outside 

your field of expertise and that may be relevant to the intervention or the patient's request. 
45 You must make sure you build a support network of experienced professional colleagues 

who can support and advise you. You should ask for advice when you treat patients who may need 
psychological or other expert assessment or support. 
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Maintaining trust 

Honesty 

46 You must always be honest and never misleading about your skills, experience, qualifica

tions, professional status and current role. 

Communicating information about your services 

47 When advertising your services, you must follow the regulatory codes and guidelines set by 
the Committee of Advertising Practice. 

48 You must make sure the information you publish is factual and can be checked, and does not 

exploit patients' vulnerability or lack of medical knowledge. 

49 Your marketing must be responsible. It must not minimise or trivialise the risks of interven

tions and must not exploit patients' vulnerability. You must not claim that interventions are risk free. 

50 If patients will need to have a medical assessment before you can carry out an intervention, 

your marketing must make this clear. 

51 You must not mislead about the results you are likely to achieve. You must not falsely claim 

or imply that certain results are guaranteed from an intervention. 

52 You must not use promotional tactics in ways that could encourage people to make an ill
considered decision. 

53 You must not provide your services as a prize. 

54 You must not knowingly allow others to misrepresent you or offer your services in ways that 

would conflict with this guidance. 

Honesty in financial dealings 

55 You must be open and honest with your patients about any financial or commercial interests 

that could be seen to affect the way you prescribe for, advise, treat, refer or commission services for 

them. 

56 You must not allow your financial or commercial interests in a cosmetic intervention, or an 

organisation providing cosmetic interventions, to affect your recommendations to patients or your 
adherence to expected good standards of care. 

Confidentiality: good practice in handling patient information* 

[Excerpts, endnotes omitted.] 

Ethical and legal duties of confidentiality 

1 Trust is an essential part of the doctor-patient relationship and confidentiality is central to 
this. Patients may avoid seeking medical help, or may under-report symptoms, if they think their 

personal information will be disclosed by doctors without consent, or without the chance to have 

some control over the timing or amount of information shared. 
2 Doctors are under both ethical and legal duties to protect patients' personal information from 

improper disclosure. But appropriate information sharing is an essential part of the provision of safe 

and effective care. Patients may be put at risk if those who are providing their care do not have access 

to relevant, accurate and up-to-date information about them. 
3 There are also important uses of patient information for purposes other than direct care. Some 

of these are indirectly related to patient care in that they enable health services to function efficiently 
and safely. For example, large volumes of patient information are used for purposes such as medical 
research, service planning and financial audit. Other uses are not directly related to the provision of 
healthcare but serve wider public interests, such as disclosures for public protection reasons. 

• © General Medical Council 2017. 
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4 Doctors' roles are continuing to evolve and change. It is likely to be more challenging to make 

sure there is a legal and ethical basis for using patient information in a complex health and social 

care environment than in the context of a single doctor-patient relationship. 

Disclosing patients'  personal information: a framework 

When you can disclose personal information 

9 Confidentiality is an important ethical and legal duty but it is not absolute. You may disclose 

personal information without breaching duties of confidentiality when any of the following circum

stances applies. 

a The patient consents, whether implicitly for the sake of their own care or for local clinical 
audit, or explicitly for other purposes (see paragraphs 13-15). 

b The patient has given their explicit consent to disclosure for other purposes (see para

graphs 13-15). 

c The disclosure is of overall benefit to a patient who lacks the capacity to consent (see para

graphs 41-49). 

d The disclosure is required by law (see paragraphs 17-19), or the disclosure is permitted or 

has been approved under a statutory process that sets aside the common law duty of con

fidentiality (see paragraphs 20-21). 

e The disclosure can be justified in the public interest (see paragraphs 22-23). 

10 When disclosing information about a patient you must: 
a use anonymised information if it is practicable to do so and if it will serve the purpose 

b be satisfied the patient: 

has ready access to information explaining how their information will be used for 
their direct care or local clinical audit, and that they have the right to object 

ii has not objected 
c get the patient's explicit consent if identifiable information is to be disclosed for purposes 

other than their direct care or local clinical audit, unless the disclosure is required by law 

or can be justified in the public interest 

d keep disclosures to the minimum necessary for the purpose 
e follow all relevant legal requirements, including the common law and data protection law. 

11 When you are satisfied that information should be disclosed, you should act promptly to 

disclose all relevant information. 

12 You should tell patients about disclosures you make that they would not reasonably expect, 

or check they have received information about such disclosures, unless that is not practicable or 

would undermine the purpose of the disclosure-for example, by prejudicing the prevention or de

tection of serious crime. 

Disclosing information with a patient's consent 

13 Asking for a patient's consent to disclose information shows respect, and is part of good 

communication between doctors and patients. Under the common law duty of confidentiality, con
sent may be explicit or implied. 

a Explicit (also known as express) consent is given when a patient actively agrees, either 
orally or in writing, to the use or disclosure of information. 

b Implied consent refers to circumstances in which it would be reasonable to infer that 

the patient agrees to the use of the information, even though this has not been directly 

expressed. 

14 You may disclose information on the basis of implied consent for direct care when the con
ditions in paragraphs 28 and 29 are met, and for local clinical audit when the conditions in para
graph 96 are met. In other cases, you should ask for explicit consent to disclose personal information 
unless it is not appropriate or practicable to do so. For example, this might be because: 

a the disclosure is required by law (see paragraphs 17-19) 
b you are satisfied that informed consent has already been obtained by a suitable person 
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c the patient does not have capacity to make the decision. In such a case, you should 
follow the guidance on disclosures about patients who lack capacity to consent (see 

paragraphs 41-49) 
d you have reason to believe that seeking consent would put you or others at risk of serious 

harm 

e seeking consent would be likely to undermine the purpose of the disclosure, for example 

by prejudicing the prevention or detection of serious crime 

f action must be taken quickly, for example in the detection or control of outbreaks of some 

communicable diseases where there is insufficient time to contact the patient 

g seeking consent is not feasible given the number or age of records, or the likely traceability 
of patients. 

h you have already decided to disclose information in the public interest (see paragraphs 

63-70). 

15 If you disclose personal information without consent, you must be satisfied that there is a 

legal basis for breaching confidentiality (see paragraph 9). You must also be satisfied that the other 

relevant requirements for disclosing information are met (see paragraph 10). 

Disclosing information when a patient lacks the capacity to consent 

16 You may disclose relevant personal information about a patient who lacks the capacity 

to consent if it is of overall benefit to the patient. You can find more guidance on this in para

graphs 41-49. 

Disclosures required or permitted by law 

17 You must disclose information if it is required by statute, or if you are ordered to do so by a 

judge or presiding officer of a court (see paragraphs 87-94) . 

18 You should satisfy yourself that the disclosure is required by law and you should only dis

close information that is relevant to the request. Wherever practicable, you should tell patients 

about such disclosures, unless that would undermine the purpose, for example by prejudicing the 

prevention or detection of serious crime. 
19 Laws and regulations sometimes permit, but do not require, the disclosure of personal 

information. If a disclosure is permitted but not required by law, you must be satisfied that there 

is a legal basis for breaching confidentiality (see paragraph 9) . You must also be satisfied that 

the other relevant requirements for disclosing information are met (see paragraph 10) . 

Disclosures approved under a legal process 

20 You may disclose personal information without consent if the disclosure is permitted or 

has been approved under section 251 of the National Health Service Act 2006 (which applies in 

England and Wales) or the Health and Social Care (Control of Data Processing) Act (Northern 

Ireland) 2016. These pieces of law allow the common law duty of confidentiality to be set aside 
for defined purposes where it is not possible to use anonymised information and where seeking 

consent is not practicable. There is no comparable legal framework in Scotland. 

21 If you know that a patient has objected to information being disclosed for purposes other 
than their own care, you should not usually disclose the information unless it is required under 
the regulations. You can find more guidance on disclosures with specific statutory support in para

graphs 103-105. 

Disclosures in the public interest 

22 Confidential medical care is recognised in law as being in the public interest. The fact 
that people are encouraged to seek advice and treatment benefits society as a whole as well as 
the individual. But there can be a public interest in disclosing information if the benefits to an 
individual or society outweigh both the public and the patient's interest in keeping the informa
tion confidential. For example, disclosure may be justified to protect individuals or society from 
risks of serious harm, such as from serious communicable diseases or serious crime. You can find 
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guidance on disclosing information in the public interest to prevent death or serious harm in 

paragraphs 63-70. 

23 There may also be circumstances in which disclosing personal information without con

sent is justified in the public interest for important public benefits, other than to prevent death or 

serious harm, if there is no reasonably practicable alternative to using personal information. The 

circumstances in which the public interest would justify such disclosures are uncertain, however, 

so you should seek the advice of a Caldicott or data guardian or a legal adviser who is not directly 

connected with the use for which the disclosure is being considered before making the disclosure. 

You can find further guidance in paragraphs 106-112. 

Using and disclosing patient information for direct care 

Sharing information for direct care 

26 Appropriate information sharing is an essential part of the provision of safe and effective 

care. Patients may be put at risk if those who provide their care do not have access to relevant, 

accurate and up-to-date information about them. Multidisciplinary and multi-agency teamwork 

is also placing increasing emphasis on integrated care and partnership working, and information 

sharing is central to this, but information must be shared within the framework provided by Jaw 

and ethics. 

Implied consent and sharing information for direct care 
27 Most patients understand and expect that relevant information must be shared within 

the direct care team to provide their care. You should share relevant information with those who 

provide or support direct care to a patient, unless the patient has objected (see paragraphs 30 
and 31) .  

28 The usual basis for sharing information for a patient's own care is the patient's consent, 

whether that is explicit or implied (see paragraph 13 for definitions) . You may rely on implied con

sent to access relevant information about the patient or to share it with those who provide (or sup
port the provision of) direct care to the patient if all of the following are met. 

a You are accessing the information to provide or support the individual patient's direct 

care, or are satisfied that the person you are sharing the information with is accessing or 

receiving it for this purpose. 

b Information is readily available to patients, explaining how their information will be used 

and that they have the right to object. This can be provided in leaflets and posters, on web
sites, and face to face. It should be tailored to patients' identified communication require

ments as far as practicable. 

c You have no reason to believe the patient has objected. 

d You are satisfied that anyone you disclose personal information to understands that you 

are giving it to them in confidence, which they must respect. 

29 If you suspect a patient would be surprised to learn about how you are accessing or dis

closing their personal information, you should ask for explicit consent unless it is not practicable to 

do so (see paragraph 14) . For example, a patient may not expect you to have access to information 

from another healthcare provider or agency on a shared record. 

Patient objections to sharing information for direct care 
30 If a patient objects to particular personal information being shared for their own care, 

you should not disclose the information unless it would be justified in the public interest, or 

is of overall benefit to a patient who lacks the capacity to make the decision. You can find 

further guidance on disclosures of information about adults who lack capacity to consent in 
paragraphs 41-49. 

31 You should explain to the patient the potential consequences of a decision not to allow per
sonal information to be shared with others who are providing their care. You should also consider 
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with the patient whether any compromise can be reached. If, after discussion, a patient who has 

capacity to make the decision still objects to the disclosure of personal information that you are con

vinced is essential to provide safe care, you should explain that you cannot refer them or otherwise 

arrange for their treatment without also disclosing that information. 

If a patient cannot be informed 
32 Circumstances may arise in which a patient cannot be informed about the disclosure of per

sonal information, for example in a medical emergency. In such cases, you should pass relevant 

information promptly to those providing the patient's care. 

33 If the patient regains the capacity to understand, you should inform them how their per

sonal information was disclosed if it was in a way they would not reasonably expect. 

Sharing information with those close to the patient 

34 You must be considerate to those close to the patient and be sensitive and responsive in giv
ing them information and support, while respecting the patient's right to confidentiality. 

Establishing what the patient wants 
35 The people close to a patient can play a significant role in supporting, or caring for, the pa

tient and they may want or need information about the patient's diagnosis, treatment or care. Early 

discussions about the patient's wishes can help to avoid disclosures they might object to. Such dis

cussions can also help avoid misunderstandings with, or causing offence or distress to, anyone the 

patient would want information to be shared with. 

36 You should establish with the patient what information they want you to share, with whom, 

and in what circumstances. This will be particularly important if the patient has fluctuating or 

diminished capacity or is likely to lose capacity, even temporarily. You should document the patient's 
wishes in their records. 

Abiding by the patient's wishes 
37 If a patient who has capacity to make the decision refuses permission for information to be 

shared with a particular person or group of people, it may be appropriate to encourage the patient 

to reconsider that decision if sharing the information may be beneficial to the patient's care and sup

port. You must, however, abide by the patient's wishes, unless disclosure would be justified in the 

public interest (see paragraphs 63-70). 
38 If a patient lacks capacity to make the decision, it is reasonable to assume the patient would 

want those closest to them to be kept informed of their general condition and prognosis, unless they 

indicate (or have previously indicated) otherwise. You can find detailed advice on considering dis

closures about patients who lack capacity to consent in paragraphs 41-49. 

Listening to those close to the patient 
39 In most cases, discussions with those close to the patient will take place with the patient's 

knowledge and consent. But if someone close to the patient wants to discuss their concerns about 

the patient's health without involving the patient, you should not refuse to listen to their views or 

concerns on the grounds of confidentiality. The information they give you might be helpful in your 
care of the patient. 

40 You should, however, consider whether your patient would consider you listening to the 
views or concerns of others to be a breach of trust, particularly if they have asked you not to listen to 

specific people. You should also make clear that, while it is not a breach of confidentiality to listen 

to their concerns, you might need to tell the patient about information you have received from oth

ers-for example, if it has influenced your assessment and treatment of the patient. You should 

also take care not to disclose personal information unintentionally-for example, by confirming or 
denying the person's perceptions about the patient's health. 
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Disclosures about patients who lack capacity to consent 

Considering the disclosure 
44 You may disclose personal information if it is of overall benefit to a patient who lacks the 

capacity to consent. When making the decision about whether to disclose information about a pa

tient who lacks capacity to consent, you must: 
a make the care of the patient your first concern 

b respect the patient's dignity and privacy 

c support and encourage the patient to be involved, as far as they want and are able, in deci
sions about disclosure of their personal information. 

45 You must also consider: 
a whether the patient's lack of capacity is permanent or temporary and, if temporary, 

whether the decision to disclose could reasonably wait until they regain capacity 

b any evidence of the patient's previously expressed preferences 

c the views of anyone the patient asks you to consult, or who has legal authority to make a 

decision on their behalf, or has been appointed to represent them 
d the views of people close to the patient on the patient's preferences, feelings, beliefs and 

values, and whether they consider the proposed disclosure to be of overall benefit to the 

patient 

e what you and the rest of the healthcare team know about the patient's wishes, feelings, 

beliefs and values. 

46 You might need to share personal information with a patient's relatives, friends or carers to 

enable you to assess the overall benefit to the patient. But that does not mean they have a general 

right of access to the patient's records or to be given irrelevant information about, for example, the 
patient's past healthcare. 

47 You must share relevant information with anyone who is authorised to make health and 
welfare decisions on behalf of, or who is appointed to support and represent, a patient who lacks 

capacity to give consent. This might be a welfare attorney, a court-appointed deputy or guardian, 

or an independent mental capacity advocate. You should also share information with independent 

mental health advocates in some circumstances. 

If a patient who lacks capacity asks you not to disclose 
48 If a patient asks you not to disclose personal information about their condition or treatment, 

and you believe they lack capacity to make that decision, you should try to persuade them to allow 

an appropriate person to be given relevant information about their care. In some cases, disclosing 

information will be required or necessary, for example under the provisions of mental health and 
mental capacity laws (see paragraph 47). 

49 If the patient still does not want you to disclose information, but you consider that it would 
be of overall benefit to the patient and you believe they lack capacity to make that decision, you may 

disclose relevant information to an appropriate person or authority. In such cases, you should tell 

the patient before disclosing the information and, if appropriate, seek and carefully consider the 

views of an advocate or carer. You must document in the patient's records your discussions and the 

reasons for deciding to disclose the information. 

Disclosures for the protection of patients and others 

Disclosing information to protect patients 

50 All patients have the right to a confidential medical service. Challenging situations can how
ever arise when confidentiality rights must be balanced against duties to protect and promote the 

health and welfare of patients who may be unable to protect themselves. 
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Disclosing information about children who may be at risk of harm 
51 For specific guidance on confidentiality in the context of child protection, see our guidance 

Protecting children and young people: the responsibilities of all doctors. For general advice on confi
dentiality when using, accessing or disclosing information about children and young people, see our 

guidance 0-18 years: guidance for all doctors. 

Disclosing information about adults who may be at risk of harm 
52 As a rule, you should make decisions about how best to support and protect adult patients 

in partnership with them, and should focus on empowering patients to make decisions in their own 

interests. You must support and encourage patients to be involved, as far as they want and are able, 

in decisions about disclosing their personal information. 

Legal requirements to disclose information about adults at risk 
53 There are various legal requirements to disclose information about adults who are known 

or considered to be at risk of, or to have suffered, abuse or neglect. You must disclose information if 

it is required by law. 
You should: 

a satisfy yourself that the disclosure is required by law 

b only disclose information that is relevant to the request, and only in the way required by 

the law 

c tell patients about such disclosures whenever practicable, unless it would undermine the 

purpose of the disclosure to do so. 

54 You can find advice about disclosures that are permitted but not required by law in para

graphs 17-19. 

Disclosing information to protect adults who lack capacity 
55 You must disclose personal information about an adult who may be at risk of serious harm 

if it is required by law (see paragraph 53). Even if there is no legal requirement to do so, you must 

give information promptly to an appropriate responsible person or authority if you believe a pa

tient who lacks capacity to consent is experiencing, or at risk of, neglect or physical, sexual or 

emotional abuse, or any other kind of serious harm, unless it is not of overall benefit to the patient 

to do so. 

56 If you believe it is not of overall benefit to the patient to disclose their personal information 

(and it is not required by law), you should discuss the issues with an experienced colleague. If you 
decide not to disclose information, you must document in the patient's records your discussions and 

the reasons for deciding not to disclose. You must be able to justify your decision. 

The rights of adults with capacity to make their own decisions 
57 As a principle, adults who have capacity are entitled to make decisions in their own inter

ests, even if others consider those decisions to be irrational or unwise. You should usually ask for 

consent before disclosing personal information about a patient if disclosure is not required by law, 
and it is practicable to do so. You can find examples of when it might not be practicable to ask for 

consent in paragraph 14. 
58 If an adult patient who has capacity to make the decision refuses to consent to information 

being disclosed that you consider necessary for their protection, you should explore their reasons 
for this. It may be appropriate to encourage the patient to consent to the disclosure and to warn them 

of the risks of refusing to consent. 
59 You should, however, usually abide by the patient's refusal to consent to disclosure, even 

if their decision leaves them (but no one else) at risk of death or serious harm. You should do 
your best to give the patient the information and support they need to make decisions in their 

own interests-for example, by arranging contact with agencies to support people who experi
ence domestic violence. Adults who initially refuse offers of assistance may change their decision 
over time. 
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Disclosing information to protect others 

60 Doctors owe a duty of confidentiality to their patients, but they also have a wider duty to 

protect and promote the health of patients and the public. 

Legal requirements to disclose information for public protection purposes 
61 Some laws require disclosure of patient information for purposes such as the notification of 

infectious diseases and the prevention of terrorism. You must disclose information if it is required 
by law, including by the courts (see paragraphs 87-94). 

Disclosing information with consent 
62 You should ask for a patient's consent to disclose information for the protection of others 

unless it is not safe or practicable to do so (see paragraph 14), or the information is required by law. 

You should consider any reasons given for refusal. 

Disclosing information in the public interest 
63 Confidential medical care is recognised in law as being in the public interest. The fact that 

people are encouraged to seek advice and treatment benefits society as a whole as well as the indi

vidual. But there can be a public interest in disclosing information to protect individuals or society 

from risks of serious harm, such as from serious communicable diseases or serious crime. 
64 If it is not practicable to seek consent, and in exceptional cases where a patient has refused 

consent, disclosing personal information may be justified in the public interest if failure to do so 

may expose others to a risk of death or serious harm. The benefits to an individual or to society of 

the disclosure must outweigh both the patient's and the public interest in keeping the information 

confidential. 

65 Such a situation might arise, for example, if a disclosure would be likely to be necessary 

for the prevention, detection or prosecution of serious crime, especially crimes against the person. 

When victims of violence refuse police assistance, disclosure may still be justified if others remain 
at risk, for example from someone who is prepared to use weapons, or from domestic violence when 

children or others may be at risk. 

66 Other examples of situations in which failure to disclose information may expose others to a 

risk of death or serious harm include when a patient is not fit to drive, or has been diagnosed with a 

serious communicable disease, or poses a serious risk to others through being unfit for work. 

67 Before deciding whether disclosure would be justified in the public interest you should con

siderwhether it is practicable or appropriate to seek consent (see paragraph 14). You should not ask for 

consent if you have already decided to disclose information in the public interest but you should tell 

the patient about your intention to disclose personal information, unless it is not safe or practicable to 

do so. If the patient objects to the disclosure you should consider any reasons they give for objecting. 

68 When deciding whether the public interest in disclosing information outweighs the patient's 

and the public interest in keeping the information confidential, you must consider: 

a the potential harm or distress to the patient arising from the disclosure-for example, in 

terms of their future engagement with treatment and their overall health 

b the potential harm to trust in doctors generally-for example, if it is widely perceived that 

doctors will readily disclose information about patients without consent 

c the potential harm to others (whether to a specific person or people, or to the public more 

broadly) if the information is not disclosed 
d the potential benefits to an individual or to society arising from the release of the 

information 
e the nature of the information to be disclosed, and any views expressed by the patient 

f whether the harms can be avoided or benefits gained without breaching the patient's 
privacy or, if not, what is the minimum intrusion. 

If you consider that failure to disclose the information would leave individuals or society exposed to 

a risk so serious that it outweighs the patient's and the public interest in maintaining confidentiality, 
you should disclose relevant information promptly to an appropriate person or authority. 
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69 You must document in the patient's record your reasons for disclosing information with or 

without consent. You must also document any steps you have taken to seek the patient's consent, to 

inform them about the disclosure, or your reasons for not doing so. 

70 Decisions about whether or not disclosure without consent can be justified in the public 
interest can be complex. Where practicable, you should seek advice from a Caldicott or data 
guardian or similar expert adviser who is not directly connected with the use for which disclosure is 

being considered. If possible, you should do this without revealing the identity of the patient. 

Responding to requests for information 
71 You must consider seriously all requests for relevant information about patients who may 

pose a risk of serious harm to others. For example, you must participate in procedures set up to pro

tect the public from violent and sex offenders, such as multi-agency public protection arrangements 

(MAPPA) in England, Wales and Scotland and public protection arrangements in Northern Ireland 

(PPANI). You must also consider seriously all requests for information needed for formal reviews 

(such as inquests and inquiries, serious or significant case reviews, case management reviews, 

and domestic homicide reviews) that are established to learn lessons and to improve systems and 

services. 
72 If you disclose personal information without consent, you must be satisfied that there is a 

legal basis for breaching confidentiality (see paragraph 9). You must also be satisfied that the other 

relevant requirements for disclosing information are met (see paragraph 10). 

Disclosing genetic and other shared information 
73 Genetic and some other information about your patient might also be information about 

others with whom the patient shares genetic or other links. The diagnosis of a patient's illness might, 

for example, point to the certainty or likelihood of the same illness in a blood relative. 

74 Most patients will readily share information about their own health with their children and 

other relatives, particularly if they are told it might help those relatives to: 

a get prophylaxis or other preventative treatments or interventions 

b make use of increased surveillance or other investigations 

c prepare for potential health problems. 

75 If a patient refuses to consent to information being disclosed that would benefit others, dis

closure might still be justified in the public interest if failure to disclose the information leaves oth

ers at risk of death or serious harm (see paragraphs 63-70). If a patient refuses consent to disclosure, 

you will need to balance your duty to make the care of your patient your first concern against your 

duty to help protect the other person from serious harm. 

76 If practicable, you should not disclose the patient's identity in contacting and advising oth
ers about the risks they face. 

Using and disclosing patient information for secondary purposes 

77 Many important uses of patient information contribute to the overall delivery of health and 

social care. Examples include health services management, research, epidemiology, public health 

surveillance, and education and training. Without information about patients the health and social 
care system would be unable to plan, develop, innovate, conduct research or be publicly accountable 
for the services it provides. 

78 There are also important uses of patient information that are not connected to the delivery 
of health or social care, but which serve wider purposes. These include disclosures for the adminis

tration of justice, and for purposes such as financial audit and insurance or benefits claims. 

79 Anonymised information will usually be sufficient for purposes other than the direct care 
of the patient and you must use it in preference to identifiable information wherever possible. If 
you disclose identifiable information for purposes other than a patient's direct care or local clinical 

audit, you must be satisfied that there is a legal basis for breaching confidentiality. 
80 You may disclose personal information without breaching duties of confidentiality when 

any of the following circumstances apply. 
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a The disclosure is required by law, including by the courts (see paragraphs 87-94). 

b The patient has given explicit consent (see paragraph 95). 

c The disclosure is approved through a statutory process that sets aside the common law 

duty of confidentiality (see paragraphs 103-105). 

d The disclosure can, exceptionally, be justified in the public interest (see paragraphs 

106-112). 

You must also be satisfied that the other relevant requirements for disclosing information are met 

(see paragraph 10). 

Anonymised information 

81 The Information Commissioner's Office anonymisation code of practice (ICO code) consid
ers data to be anonymised if it does not itself identify any individual, and if it is unlikely to allow any 

individual to be identified through its combination with other data. Simply removing the patient's 

name, age, address or other personal identifiers is unlikely to be enough to anonymise information 

to this standard. 

82 The ICO code also makes clear that different types of anonymised data pose different levels 

of re-identification risk. For example, data sets with small numbers may present a higher risk of 
re-identification than large data sets. The risk of re-identification will also vary according to the en

vironment in which the information is held. For example, an anonymised data set disclosed into a 

secure and controlled environment could remain anonymous even though the same data set could 

not be made publically available because of the likelihood of individuals being identified. 

83 You should follow the ICO code, or guidance that is consistent with the ICO code, or seek 

expert advice, if you have a role in anonymising information or disclosing anonymised information. 

Disclosing anonymised information 
86 If you decide to disclose anonymised information, you must be satisfied that appropriate 

controls are in place to minimise the risk of individual patients being identified. The controls that 

are needed will depend on the risk of re-identification, and might include signed contracts or agree
ments that contain controls on how the information will be used, kept and destroyed, as well as 
restrictions to prevent individuals being identified. You should refer to specialist advice or guidance 
when assessing risk, or considering what level of control is appropriate. 

Disclosures required by statutes or the courts 

Disclosure required by statute 
87 There are a large number of laws that require disclosure of patient information-for pur

poses as diverse as the notification of infectious diseases, the provision of health and social care 

services, the prevention of terrorism and the investigation of road accidents. 
88 You must disclose information if it is required by law. You should: 

a satisfy yourself that personal information is needed, and the disclosure is required by law 

b only disclose information relevant to the request, and only in the way required by the law 

c tell patients about such disclosures whenever practicable, unless it would undermine the 

purpose of the disclosure to do so 

d abide by patient objections where there is provision to do so. 

89 You can find advice about disclosures that are permitted but not required by law in para
graph 19. 

Disclosing information to the courts, or to obtain legal advice 
90 The courts, both civil and criminal, have powers to order disclosure of information in 

various circumstances. You must disclose information if ordered to do so by a judge or presiding 
officer of a court. 

91 You should only disclose information that is required by the court. You should object to the 
judge or the presiding officer if attempts are made to compel you to disclose what appears to you to 
be irrelevant information, such as information about a patient's relative who is not involved in the 
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proceedings. You should also tell the judge or the presiding officer if you think disclosing the infor

mation might put someone at risk of harm. 

92 If disclosure is ordered, and you do not understand the basis for this, you should ask the 

court or a legal adviser to explain it to you. You should also tell the patient whose information the 

court has asked for what information you will disclose in response to the order, unless that is not 

practicable or would undermine the purpose for which disclosure is sought. 
93 You must not disclose personal information to a third party such as a solicitor, police officer 

or officer of a court without the patient's explicit consent, unless it is required by law, or ordered by 

a court, or can be justified in the public interest. You may disclose information without consent to 

your own legal adviser to get their advice. 
94 In Scotland, the system of precognition means there can be limited disclosure of informa

tion in advance of a criminal trial, to both the Crown and defence, without the patient's explicit 

consent. You should cooperate with precognition, but the disclosure must be confined solely to the 

nature of injuries, the patient's mental state, or pre-existing conditions or health, documented by 

the examining doctor, and their likely causes. If they want further information, either side may 
apply to the court to take a precognition on oath. If that happens, you will be given advance warning 

and you should seek legal advice about what you may disclose. 

Consent 

95 You should ask for consent to disclose personal information for purposes other than direct 

care or local clinical audit unless the information is required by law, or it is not appropriate or prac

ticable to obtain consent (see paragraph 14 for examples of when this might be the case). 

Disclosures for health and social care secondary purposes 

Clinical audit 
96 All doctors in clinical practice have a duty to participate in clinical audit and to contribute 

to clinical outcome review programmes. If an audit is to be carried out by the team that provided 

care, or those working to support them, such as clinical audit staff, you may disclose personal in

formation on the basis of implied consent, as long as you are satisfied that it is not practicable to use 

anonymised information and that the patient: 

a has ready access to information that explains that their personal information may be dis

closed for local clinical audit, and they have the right to object 

b has not objected. 

97 If a patient does object to personal information about them being included in a local clin

ical audit related to their care, you should explain why the information is needed and how this may 

benefit their current and future care. If the patient still objects, you should remove them from the 

audit if practicable. If that is not practicable, you should make sure this is explained to the patient, 

along with any options open to them. 

98 If a clinical audit is to be carried out, but not by the team that provided care or those working 

to support them, the information should be anonymised. If this is not practicable, or if personal in

formation is essential to the audit, you should disclose the information only if you have the patient's 

explicit consent or if there is another legal basis for breaching confidentiality (see paragraph 80). 
You must also be satisfied that the other relevant requirements for disclosing information are met 
(see paragraph 10). 

Disclosures for financial or administrative purposes 
99 If you are asked to disclose information about patients for financial or administrative pur

poses, you should give it in an anonymised form, if that is practicable and will serve the purpose. 
If identifiable information is needed, you must be satisfied that there is a legal basis for breaching 

confidentiality (see paragraph 80). You must also be satisfied that the other relevant requirements 

for disclosing information are met (see paragraph 10). 
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The professional duty of candour and confidentiality 
100 All doctors have a duty of candour-a professional responsibility to be honest with patients 

when things go wrong. As part of this duty, doctors must tell the patient when something has gone 
wrong, and explain the short- and long-term effects of what has happened. 

101 If the patient has died, or is unlikely to regain consciousness or capacity, it may be appro

priate to speak to those close to the patient. When providing information for these purposes, you 

should still respect the patient's confidentiality. If a patient has previously asked you not to share 

personal information about their condition or treatment with those close to them, you should abide 

by their wishes. You must still do your best to be considerate, sensitive and responsive to those close 

to the patient, giving them as much information as you can. 

Openness and learning from adverse incidents and near misses 
102 A number of reporting systems and schemes exist around the UK for reporting adverse 

incidents and near misses. Organisations also have policies for reporting and responding to ad

verse incidents and near misses and in some cases organisational duties of candour have been 

written into law. If the law requires personal information to be disclosed for these purposes, you 

should follow the guidance in paragraph 87. If the law does not require it, you should ask for con
sent to disclose personal information unless it is not appropriate or practicable to do so (see para

graph 14) . In exceptional cases, disclosure may be justified without consent in the public interest 

(see paragraphs 106-112). 

Public interest disclosures for health and social care purposes 
106 In exceptional circumstances, there may be an overriding public interest in disclosing 

personal information without consent for important health and social care purposes if there is no 

reasonably practicable alternative to using personal information and it is not practicable to seek 

consent. The benefits to society arising from the disclosure must outweigh the patient's and public 

interest in keeping the information confidential. 

107 You should not disclose personal information without consent in the public interest if the 

disclosure falls within the scope of any of the regulations described in paragraphs 103-105, and the 

disclosure is not permitted, or has not been approved, under those regulations. 

108 If the regulations described in paragraphs 103-105 do not apply, you may need to make 

your own decision about whether disclosure of personal information without consent is justified. 

The circumstances in which the public interest would justify such disclosures are uncertain, how

ever, so you should seek the advice of a Caldicott or data guardian or a legal adviser who is not 

directly connected with the use for which the disclosure is being considered before making the 

disclosure. 

109 Before considering whether disclosing personal information without consent may be jus

tified in the public interest, you must satisfy yourself that it is either necessary to use identifiable 

information or not reasonably practicable to anonymise the information. In either case, you must be 

satisfied that it is not reasonably practicable to seek consent. 

110 When considering whether disclosing personal information without consent may be jus

tified in the public interest, you must take account of the factors set out in paragraph 67. You must 

also be satisfied that: 
a the disclosure would comply with the requirements of data protection law and would not 

breach any other legislation that prevents the disclosure of information about patients 
(see the legal annex for examples) 

b the disclosure is the minimum necessary for the purpose 

c the information will be processed in a secure and controlled environment that has the 

capabilities and is otherwise suitable to process the information (see paragraph 86) 
d information is readily available to patients about any data that has been disclosed without 

consent, who it has been disclosed to, and the purpose of the disclosure. 
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111 If you know that a patient has objected to information being disclosed for purposes other 
than direct care, you should not disclose information in the public interest unless failure to do so 

would leave others at risk of death or serious harm (see paragraphs 63-70) . 

112 You must keep a record of what information you disclosed, your reasons, and any advice 
you sought. 

Ethical approval for research 
113 You should only disclose personal information for research if there is a legal basis for the 

disclosure and the research has been approved by a research ethics committee. 

114 If you are applying for ethical approval for research, you should let the research ethics 

committee know if personal information will be disclosed without consent and tell them the legal 

basis for the disclosure. 

Managing and protecting personal information 

Improper access and disclosure 

117 Health and care records can include a wide range of material, including but not limited to: 

a handwritten notes 

b electronic records 

c correspondence between health professionals 

d visual and audio recordings 
e laboratory reports 

f communications with patients (including texts and emails). 

118 Many improper disclosures of patient information are unintentional. Conversations in re

ception areas, at a patient's bedside and in public places may be overheard. Notes and records may 

be seen by other patients, unauthorised staff, or the public if they are not managed securely. Patient 

details can be lost if handover lists are misplaced, or when patient notes are in transit. 

119 You must make sure any personal information about patients that you hold or control is 

effectively protected at all times against improper access, disclosure or loss. You should not leave 

patients' records, or other notes you make about patients, either on paper or on screen, unattended. 

You should not share passwords. 
120 You must not access a patient's personal information unless you have a legitimate reason 

to view it. 

121 You should not share personal information about patients where you can be overheard, 

for example in a public place or in an internet chat forum. While there are some practice environ

ments in which it may be difficult to avoid conversations with (or about) patients being overheard 

by others, you should try to minimise breaches of confidentiality and privacy as far as it is possible 

to do so. 

Disclosing information after a patient has died 

134 Your duty of confidentiality continues after a patient has died. 
135 There are circumstances in which you must disclose relevant information about a patient 

who has died. For example: 

• when disclosure is required by law 
• to help a coroner, procurator fiscal or other similar officer with an inquest or fatal accident 

inquiry 

• on death certificates, which you must complete honestly and fully 
• when a person has a right of access to records under the Access to Health Records Act 1 990 or 

the Access to Health Records (Northern Ireland) Order 1993, unless an exemption applies 

• when disclosure is necessary to meet a statutory duty of candour. 
136 In other circumstances, whether and what personal information may be disclosed after a 

patient's death will depend on the facts of the case. If the patient had asked for information to remain 
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confidential, you should usually abide by their wishes. If you are unaware of any instructions from 

the patient, when you are considering requests for information you should take into account: 

a whether disclosing information is likely to cause distress to, or be of benefit to, the patient's 

partner or family 

b whether the disclosure will also disclose information about the patient's family or anyone 

else 

c whether the information is already public knowledge or can be anonymised or de-identified 
d the purpose of the disclosure. 

137 Circumstances in which you should usually disclose relevant information about a patient 
who has died include: 

• the disclosure is permitted or has been approved under a statutory process that sets aside 

the common law duty of confidentiality, unless you know the patient has objected (see para

graphs 103-105) 

• when disclosure is justified in the public interest to protect others from a risk of death or ser
ious harm 

• for public health surveillance, in which case the information should be anonymised, unless 

that would defeat the purpose 

• when a parent asks for information about the circumstances and causes of a child's death 

• when someone close to an adult patient asks for information about the circumstances of that 

patient's death, and you have no reason to believe the patient would have objected to such a 

disclosure 

• when disclosure is necessary to meet a professional duty of candour (see paragraphs 100 

and 101) 

• when it is necessary to support the reporting or investigation of adverse incidents, or com

plaints, for local clinical audit, or for clinical outcome review programmes. 

138 Archived records relating to deceased patients remain subject to a duty of confidentiality, 
although the potential for disclosing information about, or causing distress to, surviving relatives or 

damaging the public's trust will diminish over time. 



Part V 

Codes of Practice and Policy Guidance 

A Code of Practice for the Diagnosis and Confirmation 

of Death* 

(Academy of Medical Royal Col leges, 2008) 

[Excerpts, footnotes omitted] 

This Code of Practice has been approved by the Academy of Medical Royal Colleges as a statement 

of current practice in the diagnosis and confirmation of death. It does not (and could not) seek to 

provide guidance for every single clinical situation where a doctor is required to diagnose death or 

to be a comprehensive statement of clinical and/or legal obligations for medical staff towards their 

patients in this complex area of practice. Doctors and other healthcare workers should bear in mind 

the need to consider the Guidance carefully and, using their own clinical judgment, to consider 
whether it is appropriate to any individual case. Any medical professional who has concerns about 

interpretation of the Guidance or whether it should be followed in any clinical situation should dis

cuss the matter with professional colleagues, seek advice from their employer's ethics committee or 

legal advisors, or contact their Medical Defence Organisation. 

2. Diagnosis and confirmation of death 
Death entails the irreversible loss of those essential characteristics which are necessary to the exist
ence of a living human person and, thus, the definition of death should be regarded as the irreversible 

loss of the capacity for consciousness, combined with irreversible loss of the capacity to breathe. This 
may be secondary to a wide range of underlying problems in the body, for example, cardiac arrest. 

2.1  Death following the irreversible cessation of brain-stem function 

The irreversible cessation of brain-stem function whether induced by intra-cranial events or the 

result of extra-cranial phenomena, such as hypoxia, will produce this clinical state and therefore 

irreversible cessation of the integrative function of the brain-stem equates with the death of the in

dividual and allows the medical practitioner to diagnose death. 

Three things should be noted in this regard: 
First, the irreversible loss of the capacity for consciousness does not by itself entail individual 

death. Patients in the vegetative state (VS) have also lost this capacity (see section 6.9). The dif
ference between them and patients who are declared dead by virtue of irreversible cessation of 
brain-stem function is that the latter cannot continue to breathe unaided without respiratory sup
port, along with other life-sustaining biological interventions. This also means that even if the body 

of the deceased remains on respiratory support, the loss of integrated biological function will inev

itably lead to deterioration and organ necrosis within a short time. 
Second, the diagnosis of death because of cessation of brain-stem function does not entail the 

cessation of all neurological activity in the brain. What does follow from such a diagnosis is that 
none of these potential activities indicates any form of consciousness associated with human life, 

• Reproduced by kind permission of the Academy of Medical Royal Colleges © Academy of Medical Royal Colleges 2008. 
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particularly the ability to feel, to be aware of, or to do, anything. Where such residual activity exists, 

it will not do so for long due to the rapid breakdown of other bodily functions. 

Third, there may also be some residual reflex movement of the limbs after such a diagnosis. 

However, as this movement is independent of the brain and is controlled through the spinal cord, it 

is neither indicative of the ability to feel, be aware of, or to respond to, any stimulus, nor to sustain 

respiration or allow other bodily functions to continue. 

In short, while there are some ways in which parts of the body may continue to show signs of 

biological activity after a diagnosis of irreversible cessation of brain-stem function, these have no 

moral relevance to the declaration of death for the purpose of the immediate withdrawal of all forms 

of supportive therapy. It is for this reason that patients with such activity can no longer benefit from 

supportive treatment and legal certification of their death is appropriate. 

The current position in law is that there is no statutory definition of death in the United Kingdom. 

Subsequent to the proposal of the 'brain death criteria' by the Conference of Medical Royal Colleges 

in 1976, the courts in England and Northern Ireland have adopted these criteria as part of the law for 

the diagnosis of death. There is no reason to believe that courts in other parts of the United Kingdom 

would not follow this approach. 

Section 26(2) (d) of the Human Tissue Act 2004 empowers the Human Tissue Authority to develop 

a series of Codes of Practice, including the definition of death for the purposes of that Act only. The 

Codes published thus far are available at www.hta.gov.uk/guidance/codes_of_practice.cfm 

4. Diagnosis and confirmation of death in a patient in coma 
When managing a patient in coma, treatment decisions must be made in the patient's best interests. 

The first objective for the healthcare team is to determine the cause and depth of coma, to main

tain life while this is being done (respecting any valid advance decision to refuse treatment), and 

attempt to restore function. Such measures are often successful, but when the brain-stem has been 

damaged in such a way, and to such a degree, that its integrative functions (which include the neural 
control of cardiac and pulmonary function and consciousness) are irreversibly destroyed, death of 
the individual has occurred and the heart will inevitably stop beating subsequently, although the 

time over which this occurs may vary considerably (see 6.4). 

When death has been diagnosed by the methods to be described, the patient is dead even though 

respiration and circulation can be artificially maintained successfully for a limited period of time. 

The appropriate course of action is then to consider withdrawal of mechanical respiratory support, 

the ethical justification for which has passed, and to allow the heart to stop. This imposes an unneces

sary and distressing vigil on the relatives, partners and carers, who should be kept fully informed by 

the local care team of the diagnosis, the inevitable outcome and the likely sequence of events. 

6. The diagnosis of death following irreversible cessation 
of brain-stem function 

6.9 The vegetative state 

Problems relating to the diagnosis and management of the vegetative state (VS) must not be con

fused with those relating to death, and the Guidelines endorsed by the Conference of Medical Royal 

Colleges emphasise the important differences. Brain-stem death is not part of the VS, which has 

been defined as a clinical condition of unawareness of self and environment in which the patient 
breathes spontaneously, has a stable circulation, and shows cycles of eye closure and opening which 
may simulate sleep and waking. 

7. Management of the patient 
It is important that decisions made on behalf of living patients, who lack the capacity to make deci
sions for themselves, are made in line with the Mental Capacity Act and take account of the patient's 

best interests. The implications of this requirement are laid out in the MCA Code of Practice [http:// 
www.publicguardian.gov.uk/mca/code-of-practice.htm] . This Code of Practice refers both to an in

dividual before death who lacks capacity and after death has been diagnosed and confirmed, when 
the question of best interests no longer arises. 
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7.1 Maintenance of therapy 

The maintenance of normal homoeostasis by attempting to ensure adequate fluid intake, electrolyte 

balance, normal blood pressure, the monitoring of urine output by catheter collection and the use 
of other therapeutic agents, is part of the standard medical care of the patient where death has not 

been conclusively established. 

7.2 Cessation of respiration 

Some patients, who are thought to have sustained irreversible brain damage and are receiving par

tial ventilatory assistance, may continue to make respiratory efforts, precluding the confirmation of 

death. In such patients it is important to decide at an early stage whether it is appropriate to initiate 

full mechanical ventilation at the onset of apnoea, to allow the exclusion of other causes for the deteri

oration and to allow the confirmation of death by confirming the irreversible cessation of brain-stem 

function. If this course of action is not considered appropriate in the evaluation of the benefit offurther 

treatment aimed at sustaining life, then neither is the partial ventilatory support being provided. In 

such a case, withdrawing ventilatory assistance following discussion with the patient's relatives or 

relevant others may be the most appropriate course as being in the best interests of the patient. 

7. 3 Elective ventilation 

Where a patient has been intubated and ventilated as part of a resuscitation (e.g. a cardiac arrest 
or multiple injury) or in order to facilitate an investigation (such as a CT head scan), additional 

information may subsequently become available that was not known at the time of the decision 

to intubate and ventilate. This new information may be related to the patient's pre-existing med

ical conditions or may be related to the present condition (e.g. a CT scan showing gross cerebral 

trauma or cerebral haemorrhage). With the new information, it may become clear that, whether or 

not death of the brain has actually occurred, the patient's condition is inevitably going to be fatal. 

In such a case, withdrawal of ventilatory support, ideally following discussion with the patient's 

relatives, may be the most appropriate course. If further intensive care is not considered appropriate 

because it can be of no benefit, nor in the patient's best interests, then neither is a continuation of the 

respiratory support being provided. In deciding which relative to involve in decisions of this nature, 
we recommend following the recommendations made in the Mental Capacity Act, outlined in 7.2. 

The patient will usually (but not invariably) start to make some respiratory effort for a period of 

time following withdrawal ofventilatory support. In this situation, although further active treat

ment is inappropriate, transfer to a Critical Care Unit may allow the family to spend time with 

their dying relative, during which palliative care can be provided in an environment that is digni

fied for the patient and supportive for the relatives. A similar situation exists in the case of a spon
taneously breathing baby with a lethal congenital anomaly such as anencephaly. In both these 

situations endotracheal intubation and artificial ventilation of the patient should only be initiated 

and maintained to further the patient's benefit and not as a means of preserving organ function. 

Policy for Prosecutors in Respect of Cases 

of Encouraging or Assisting Suicide 

(Issued by the Director of Public Prosecutions, February 2010) 

[Excerpts.] 

Introduction 

1. A person commits an offence under section 2 of the Suicide Act 1961 if he or she does an act 
capable of encouraging or assisting the suicide or attempted suicide of another person, and that act 

was intended to encourage or assist suicide or an attempt at suicide. This offence is referred to in this 

policy as 'encouraging or assisting suicide'. The consent of the Director of Public Prosecutions (DPP) 
is required before an individual may be prosecuted. 
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2. The offence of encouraging or assisting suicide carries a maximum penalty of 14 years' im

prisonment. This reflects the seriousness of the offence. 
3. Committing or attempting to commit suicide is not, however, of itself, a criminal offence. 
4. This policy is issued as a result of the decision of the Appellate Committee of the House 

of Lords in R (on the application of Purdy) v Director of Public Prosecutions reported at [2009] 

UKHL 4S, which required the DPP 'to clarify what his position is as to the factors that he regards 

as relevant for and against prosecution' (paragraph SS) in cases of encouraging and assisting 

suicide. 
S. The case of Purdy did not change the law: only Parliament can change the law on encour

aging or assisting suicide. 

6. This policy does not in any way 'decriminalise' the offence of encouraging or assisting sui

cide. Nothing in this policy can be taken to amount to an assurance that a person will be immune 

from prosecution ifhe or she does an act that encourages or assists the suicide or the attempted sui

cide of another person. 

7. For the purposes of this policy, the term 'victim' is used to describe the person who commits 

or attempts to commit suicide. Not everyone may agree that this is an appropriate description but, 

in the context of the criminal law, it is the most suitable term to use. 

8. This policy applies when the act that constitutes the encouragement or assistance is com

mitted in England and Wales; any suicide or attempted suicide as a result of that encouragement or 
assistance may take place anywhere in the world, including in England and Wales. 

The decision-making process 
13. Prosecutors must apply the Full Code Test as set out in the Code for Crown Prosecutors in 

cases of encouraging or assisting suicide. The Full Code Test has two stages: (i) the evidential stage; 

and (ii) the public interest stage. The evidential stage must be considered before the public interest 

stage. A case which does not pass the evidential stage must not proceed, no matter how serious or 

sensitive it may be. Where there is sufficient evidence to justify a prosecution, prosecutors must go 

on to consider whether a prosecution is required in the public interest. 
14. The DPP will only consent to a prosecution for an offence of encouraging or assisting suicide 

in a case where the Full Code Test is met. 

Encouraging or assisting suicide and murder or manslaughter distinguished 
32. The act of suicide requires the victim to take his or her own life. 

33. It is murder or manslaughter for a person to do an act that ends the life of another, even if 

he or she does so on the basis that he or she is simply complying with the wishes of the other person 

concerned. 

34. So, for example, if a victim attempts to commit suicide but succeeds only in making him or 

herself unconscious, a person commits murder or manslaughter if he or she then does an act that 

causes the death of the victim, even if he or she believes that he or she is simply carrying out the 

victim's express wish. 

Explaining the law 

3S. For the avoidance of doubt, a person who does not do anything other than provide informa

tion to another which sets out or explains the legal position in respect of the offence of encouraging 

or assisting suicide under section 2 of the Suicide Act 1961 does not commit an offence under that 
section. 

The public interest stage 
36. It has never been the rule that a prosecution will automatically follow where the eviden

tial stage of the Full Code Test is satisfied. This was recognised by the House of Lords in the Purdy 

case where Lord Hope stated that: '[i]t has long been recognised that a prosecution does not follow 

automatically whenever an offence is believed to have been committed' (paragraph 44). He went 

on to endorse the approach adopted by Sir Hartley Shawcross, the Attorney General in 19Sl, when 
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he stated in the House of Commons that: '[i]t has never been the rule . . .  that criminal offences must 
automatically be the subject of prosecution'. 

37. Accordingly, where there is sufficient evidence to justify a prosecution, prosecutors must go 

on to consider whether a prosecution is required in the public interest. 

38. In cases of encouraging or assisting suicide, prosecutors must apply the public interest fac

tors set out in the Code for Crown Prosecutors and the factors set out in this policy in making their 
decisions. A prosecution will usually take place unless the prosecutor is sure that there are public 

interest factors tending against prosecution which outweigh those tending in favour. 

39. Assessing the public interest is not simply a matter of adding up the number of factors on 
each side and seeing which side has the greater number. Each case must be considered on its own 

facts and on its own merits. Prosecutors must decide the importance of each public interest factor in 
the circumstances of each case and go on to make an overall assessment. It is quite possible that one 

factor alone may outweigh a number of other factors which tend in the opposite direction. Although 

there may be public interest factors tending against prosecution in a particular case, prosecutors 

should consider whether nonetheless a prosecution should go ahead and for those factors to be put 

to the court for consideration when sentence is passed. 

40. The absence of a factor does not necessarily mean that it should be taken as a factor tending 

in the opposite direction. For example, just because the victim was not 'under 18 years of age' does 

not transform the 'factor tending in favour of prosecution' into a 'factor tending against prosecution'. 
41. It may sometimes be the case that the only source of information about the circumstances 

of the suicide and the state of mind of the victim is the suspect. Prosecutors and investigators should 

make sure that they pursue all reasonable lines of further enquiry in order to obtain, wherever pos

sible, independent verification of the suspect's account. 

42. Once all reasonable enquiries are completed, if the reviewing prosecutor is doubtful about 
the suspect's account of the circumstances of the suicide or the state of mind of the victim which may 

be relevant to any factor set out below, he or she should conclude that there is insufficient informa
tion to support that factor. 

Public interest factors tending in favour of prosecution 

43. A prosecution is more likely to be required if: 

1. the victim was under 18 years of age; 

2 .  the victim did not have the capacity (as defined by the Mental Capacity Act 2005) to 

reach an informed decision to commit suicide; 

3. the victim had not reached a voluntary, clear, settled and informed decision to commit 

suicide; 

4. the victim had not clearly and unequivocally communicated his or her decision to com
mit suicide to the suspect; 

5. the victim did not seek the encouragement or assistance of the suspect personally or on 

his or her own initiative; 

6. the suspect was not wholly motivated by compassion; for example, the suspect was moti

vated by the prospect that he or she or a person closely connected to him or her stood to 

gain in some way from the death of the victim; 
7. the suspect pressured the victim to commit suicide; 
8. the suspect did not take reasonable steps to ensure that any other person had not pres

sured the victim to commit suicide; 
9. the suspect had a history of violence or abuse against the victim; 
10. the victim was physically able to undertake the act that constituted the assistance him or 

herself; 
11 .  the suspect was unknown to the victim and encouraged or assisted the victim to commit 

or attempt to commit suicide by providing specific information via, for example, a web
site or publication; 

12.  the suspect gave encouragement or assistance to more than one victim who were not 

known to each other; 
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13. the suspect was paid by the victim or those close to the victim for his or her encourage

ment or assistance; 

14. the suspect was acting in his or her capacity as a medical doctor, nurse, other healthcare 

professional, a professional carer [whether for payment or not], or as a person in au

thority, such as a prison officer, and the victim was in his or her care; 

15. the suspect was aware that the victim intended to commit suicide in a public place where 

it was reasonable to think that members of the public may be present; 

16. the suspect was acting in his or her capacity as a person involved in the management 

or as an employee (whether for payment or not) of an organisation or group, a purpose 

of which is to provide a physical environment (whether for payment or not) in which to 

allow another to commit suicide. 
44. On the question of whether a person stood to gain, (paragraph 43(6) see above), the police 

and the reviewing prosecutor should adopt a common sense approach. It is possible that the suspect 
may gain some benefit - financial or otherwise - from the resultant suicide of the victim after his 
or her act of encouragement or assistance. The critical element is the motive behind the suspect's 

act. If it is shown that compassion was the only driving force behind his or her actions, the fact that 

the suspect may have gained some benefit will not usually be treated as a factor tending in favour of 

prosecution. However, each case must be considered on its own merits and on its own facts. 

Public interest factors tending against prosecution 

45. A prosecution is less likely to be required if: 

1. the victim had reached a voluntary, clear, settled and informed decision to commit 

suicide; 

2. the suspect was wholly motivated by compassion; 

3. the actions of the suspect, although sufficient to come within the definition of the 

offence, were of only minor encouragement or assistance; 

4. the suspect had sought to dissuade the victim from taking the course of action which 

resulted in his or her suicide; 

5. the actions of the suspect may be characterised as reluctant encouragement or assis

tance in the face of a determined wish on the part of the victim to commit suicide; 
6. the suspect reported the victim's suicide to the police and fully assisted them in their 

enquiries into the circumstances of the suicide or the attempt and his or her part in pro

viding encouragement or assistance. 

46. The evidence to support these factors must be sufficiently close in time to the encourage

ment or assistance to allow the prosecutor reasonably to infer that the factors remained operative at 

that time. This is particularly important at the start of the specific chain of events that immediately 

led to the suicide or the attempt. 

47. These lists of public interest factors are not exhaustive and each case must be considered on 

its own facts and on its own merits. 
48. If the course of conduct goes beyond encouraging or assisting suicide, for example, because 

the suspect goes on to take or attempt to take the life of the victim, the public interest factors tending 

in favour of or against prosecution may have to be evaluated differently in the light of the overall 

criminal conduct. 

Mental Health Act 1983 Code of Practice (2015) 

[Excerpts, footnotes omitted.] 

Chapter 1 Guiding principles 
1.1 It is essential that all those undertaking functions under the Act understand the five sets 

of overarching principles which should always be considered when making decisions in relation 
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to care, support or treatment provided under the Act. This chapter provides an explanation of the 

overarching principles and stresses that they should be considered when making decisions under 

the Act. Although all are of equal importance the weight given to each principle in reaching a par

ticular decision will depend on context and the nature of the decision being made. 
The five overarching principles are: 

Least restrictive option and maximising independence 

Where it is possible to treat a patient safely and lawfully without detaining them under the Act, the 

patient should not be detained. Wherever possible a patient's independence should be encouraged 

and supported with a focus on promoting recovery wherever possible. 

Empowerment and involvement 

Patients should be fully involved in decisions about care, support and treatment. The views of fam
ilies, carers and others, if appropriate, should be fully considered when taking decisions. Where 

decisions are taken which are contradictory to views expressed, professionals should explain the 

reasons for this. 

Respect and dignity 

Patients, their families and carers should be treated with respect and dignity and listened to by 

professionals. 

Purpose and effectiveness 

Decisions about care and treatment should be appropriate to the patient, with clear therapeutic 

aims, promote recovery and should be performed to current national guidelines and/or current, 
available best practice guidelines. 

Efficiency and equity 

Providers, commissioners and other relevant organisations should work together to ensure that the 

quality of commissioning and provision of mental healthcare services are of high quality and are 

given equal priority to physical health and social care services. All relevant services should work 
together to facilitate timely, safe safe and supportive discharge from detention. 

Least restrictive option and maximising independence 
1.2 Where it is possible to treat a patient safely and lawfully without detaining them under the 

Act, the patient should not be detained. 
1.3 Commissioners, providers and other relevant agencies should work together to prevent 

mental health crises and, where possible, reduce the use of detention through prevention and early 

intervention by commissioning a range of services that are accessible, responsive and as high quality 
as other health emergency services. 

1 .4 If the Act is used, detention should be used for the shortest time necessary in the least 

restrictive hospital setting available, and be delivered as close as reasonably possible to a loca
tion that the patient identifies they would like to be close to (eg their home or close to a family 

member or carer) . In cases where the patient lacks capacity to make a decision about the loca

tion they would like to be close to, a best interests decision on the location should be taken. This 
will promote recovery and enable the patient to maintain contact with family, friends, and their 
community. 

1 .5  Any restrictions should be the minimum necessary to safely provide the care or treatment 

required having regard to whether the purpose for the restriction can be achieved in a way that is 

less restrictive of the person's rights and freedom of action. 
1.6 Restrictions that apply to all patients in a particular setting (blanket or global restrictions) 

should be avoided. There may be settings where there will be restrictions on all patients that are 
necessary for their safety or for that of others. Any such restrictions should have a clear justification 
for the particular hospital, group or ward to which they apply. Blanket restrictions should never be 

for the convenience of the provider. Any such restrictions, should be agreed by hospital managers, 
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be documented with the reasons for such restrictions clearly described and subject to governance 

procedures that exist in the relevant organisation. 

Empowerment and involvement 
1. 7 Patients should be given the opportunity to be involved in planning, developing and review

ing their own care and treatment to help ensure that it is delivered in a way that is as appropriate 
and effective forthem as possible. Wherever possible, care plans should be produced in consultation 

with the patient. 

1.8 A patient's views, past and present wishes and feelings (whether expressed at the time or 

in advance), should be considered so far as they are reasonably ascertainable. Patients should be 

encouraged and supported to develop advance statements of wishes and feeling and express their 
views about future care and treatment when they are well. 

1.9 The patient's choices and views should be fully recorded. Where a decision in the care 

plan is contrary to the wishes of the patient or others the reasons for this should be transparent, 

explained to them and fully documented. 

1 .10 Patients should be enabled to participate in decision-making as far as they are capable of 

doing so. Consideration should be given to what assistance or support a patient may need to partici

pate in decision-making and any such assistance or support should be provided, to ensure maximum 

involvement possible. This includes being given sufficient information about their care and treat

ment in a format that is easily understandable to them. 

1 .11 Patients should be encouraged and supported in involving carers (unless there are par

ticular reasons to the contrary). Professionals should fully consider their views when making 

decisions. 

1.12 Patients should be informed of the support that an advocate can provide, including carers 

or, if they are eligible, an independent mental health advocate (IMHA) (or an independent mental 

capacity advocate (IMCA) where relevant). Local authorities should ensure that timely access to 

IMHAs is available and that IMHAs have appropriate training and skills to support the patient ef

fectively including where a patient has particular needs. 

Respect and dignity 
1.13 Patients and carers should be treated with respect and dignity. Practitioners performing 

functions under the Act should respect the rights and dignity of patients and their carers, while also 
ensuring their safety and that of others. 

1.14 People taking decisions under the Act must recognise and respect the diverse needs, values 

and circumstances of each patient, including their age, disability, gender reassignment, marriage 

and civil partnership, pregnancy and maternity, race, religion or belief, sex and sexual orientation, 
and culture. There must be no unlawful discrimination. 

Purpose and effectiveness 
1.15 Care, support and treatment given under the Act should be given in accordance with 

up-to-date national guidance and/or current best practice from professional bodies, where this is 
available. Treatment should address an individual patient's needs, taking account of their circum

stances and preferences where appropriate. 
1.16 Patients should be offered treatment and care in environments that are safe for them, 

staff and any visitors and are supportive and, therapeutic. Practitioners should deliver a range of 
treatments which focus on positive clinical and personal outcomes, where appropriate. Care plans 

for detained patients should focus on maximising professionals should consider the broad range of 

interventions and services needed to promote recovery not only in hospital but after a patient leaves 

hospital, including maintaining relationships, housing, opportunities for meaningful daytime ac

tivity and employment opportunities, 
1 .17 Physical healthcare needs should be assessed and addressed including promotion of 

healthy living and steps taken to reduce any potential side effects associated with treatments. 
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Efficiency and equity 
1.18 Commissioners and providers, including their staff, should give equal priority to mental 

health as they do to physical health conditions. 

1 . 19 Where patients are subject to compulsory detention, health and social care agen
cies should work together to deliver a programme of care that, as far as practicable, minimises 
the duration of detention, facilitates safe discharge from hospital and takes into account the 

patient's wishes. 

1.20 Commissioners, providers and other relevant organisations should establish effective 

relationships to ensure efficient working with accountability defined through joint governance 

arrangements. Joint working should be used to minimise delay in care planning needed to facilitate 

discharge. 

1 .21 Commissioners, providers and other relevant organisations should ensure that their staff 
have sufficient skills, information and knowledge about the Act and provision of services to support 

all their patients. There should be clear mechanisms for accessing specialist support for those with 
additional needs. 

Using the principles 
1.22 All decisions must be lawful and informed by good professional practice. Lawfulness ne

cessarily includes compliance with the Human Rights Act 1998 (HRA) and Equality Act 2010. 

1 .23 All five sets of principles are of equal importance, and should inform any decision made 

under the Act. The weight given to each principle in reaching a particular decision will need to be 

balanced in different ways according to the circumstances and nature of each particular decision. 

The guidance in the Code is based on these principles and reference is made to them throughout 

the Code. 

1 .24 Commissioners, providers, professionals and others providing care under the Act should 

document, and justify, any decision to depart from the Code or a particular guiding principle. The 

Care Quality Commission will look for evidence of this during their inspections and commissioners 

can use it as part of their contract monitoring. 

Chapter 2 Mental disorder definition 

Figure 1: Clinically recognised conditions which could fall within the Act's 
definition of mental disorder 

• Affective disorders, such as depression and bipolar disorder 

• Schizophrenia and delusional disorders 

• Neurotic, stress-related and somatoform disorders, such as anxiety, phobic disorders, obses-

sive compulsive disorders, post-traumatic stress disorder and hypochondriacal disorders 

• Organic mental disorders such as dementia and delirium (however caused) 

• Personality and behavioural changes caused by brain injury or damage (however acquired) 

• Personality disorders (see paragraphs 2.19-2.20 and chapter 21) 

• Mental and behavioural disorders caused by psychoactive substance use (see paragraphs 

2.9-2.13) 

• Eating disorders, non-organic sleep disorders and non-organic sexual disorders 

• Learning disabilities (see paragraphs 2 .14-2.18 and chapter 20) 

• Autistic spectrum disorders (including Asperger's syndrome) (see paragraphs 2.14-2.18 and 
chapter 20) 

• Behavioural and emotional disorders of children and young people 

(Note: this list is not exhaustive) 
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2.7 Care must always be taken to avoid diagnosing, or failing to diagnose, mental disorder on 

the basis of preconceptions about people or failure to appreciate cultural and social differences. 

What may be indicative of mental disorder in one person, given their background and individual 

circumstances, may be nothing of the sort in another person. 

2.8 Difference should not be confused with disorder. No-one may be considered to be mentally 
disordered solely because of their political, religious or cultural beliefs, values or opinions, unless 

there are proper clinical grounds to believe that they are the symptoms or manifestations of a dis

ability or disorder of the mind. The same is true of a person's involvement, or likely involvement, in 

illegal, anti-social or 'immoral' behaviour. Beliefs, behaviours or actions which do not result from a 

disorder or disability of the mind are not a basis for compulsory measures under the Act, even if they 

appear unusual or cause other people alarm, distress or danger. 

Chapter 14 Applications for detention in hospital 

14.7 Before it  is  decided that admission to hospital is  necessary, consideration must be given to 

whether there are alternative means of providing the care and treatment which the patient requires. 

This includes consideration of whether there might be other effective forms of care or treatment 

which the patient would be willing to accept and of whether guardianship would be appropriate 

instead. 
14.8 In all cases, consideration should be given to: 

the patient's wishes and view of their own needs 

the patient's age and physical health 

any past wishes or feelings expressed by the patient 

the patient's cultural background 

the patient's social and family circumstances 

the impact that any future deterioration or lack of improvement in the patient's condi

tion would have on their children, other relatives or carers, especially those living with 

the patient, including an assessment of their ability and willingness to cope, and 

the effect on the patient, and those close to the patient, of a decision to admit or not to 

admit under the Act. 

Alternatives to detention under the Act 
14.11 In deciding whether it is necessary to detain patients, doctors and AMHPs must always 

consider the alternative ways of providing the treatment or care they need. Decision-makers should 

always consider whether there are less restrictive alternatives to detention under the Act, which 

may include: 

informal admission to hospital of a patient based on that person's consent (see chapter 19 
for guidance on consent to informal admission for children and young people) 

treatment under the Mental Capacity Act (MCA) if the person lacks capacity to consent 

to admission and treatment. If a deprivation ofliberty occurs, or is likely to occur, either 

the Act, a DoLS authorisation or a deprivation ofliberty order by the Court of Protection 

must be in place (see chapter 13) 
management in the community-eg by a crisis and support team, in a crisis house or 

with a host family (see chapter 29 on community patients), or 
guardianship (see chapter 30 and 31). 

14.12 In considering whether it is necessary for the person to be detained under the Act, 

decision-makers must consider whether the person has capacity to consent to or refuse admission 
and treatment. This should be assessed in accordance with the MCA, which makes clear that a 
person must be assumed to have capacity unless it is established that they do not. 

14.13 Professionals must consider available alternatives, having regard to all the relevant cir

cumstances, to identify the least restrictive way of best achieving the proposed assessment or treat

ment. This will include considering what is the person's best interests (if the person lacks capacity, 

this will be determined in accordance with the MCA). 
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Patients with capacity to give or to refuse consent to admission 
14.14 When a patient needs to be in hospital, informal admission is usually appropriate 

when a patient who has the capacity to give or to refuse consent is consenting to admission. (See 

chapter 19 for guidance on when parents might consent to admission on behalf of children and 

young people.) 

14.15 This should not be regarded as an absolute rule, especially if the reason for considering 

admission is that the patient presents a clear risk to themselves or others because of their mental 

disorder. 

14.16 Compulsory admission should, in particular, be considered where a patient's current 

mental state, together with reliable evidence of past experience, indicates a strong likelihood that 

they will have a change of mind about informal admission, either before or after they are admitted, 

with a resulting risk to their health or safety or to the safety of other people. 

14.17 The threat of detention must not be used to coerce a patient to consent to admission to 

hospital or to treatment (and is likely to invalidate any apparent consent) . 

14.18 If consideration is being given to the informal admission of a patient who is subject to 

Secretary of State for Justice restrictions, the Mental Health Casework Section (MHCS) of the 

Ministry of Justice should be contacted. Further advice is provided in chapter 22 and on the Ministry 

of Justice website. 

Patients who lack capacity to give or to refuse consent 
to admission or treatment 

14.19 Where the criteria for detention under the Act are met, the situations where an applica-

tion for detention should be made under the Act instead of relying on the DoLS include where: 

the patient has made a valid and applicable advance decision to refuse treatment which 

includes a necessary element of the treatment for which they are to be admitted to hos
pital (see chapter 9) 

the use of the DoLS would conflict with a decision of the person's attorney, deputy, 

guardian or the Court of Protection, or 

the patient is objecting to being admitted to (or remaining in) hospital for mental health 

treatment. 
14.20 In that last case, whether a patient is objecting has to be considered in the round, 

taking into account all the circumstances, so far as they are reasonably ascertainable. The de

cision to be made is whether the patient objects to treatment-the reasonableness of that objec

tion is not the issue . In many cases the patient will be perfectly able to state their objection. In 

other cases doctors and AMHPs will need to consider the patient's behaviour, wishes, feelings, 

views, beliefs and values, both present and past, so far as they can be ascertained. If there is 

reason to think that a patient would object, if able to do so, then the patient should be taken to 

be objecting. 

14.21 Even if providing appropriate care or treatment will not unavoidably involve a depriv

ation of liberty, in some cases it may be necessary to detain a patient under the Act rather than rely 

on the MCA. For example, where the patient: 
has, by means of a valid and applicable advance decision, refused a necessary element of 
the treatment required, or 

lacks capacity to make decisions on some elements of the care and treatment they need, 
but has capacity to decide about a vital element-eg admission to hospital-and has 
either already refused it or is likely to do so. 

14.22 Whether or not the DoLS could be used, other reasons why it may be necessary to detain 

a patient under the Act and not rely on the MCA alone include the following: 
the patient's lack of capacity to consent or refuse is fluctuating or temporary and the 
patient is not expected to consent to admission or treatment when they regain capacity. 
This may be particularly relevant to patients having acute psychotic, manic or depres
sive episodes 
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degree of restraint may need to be used which is justified by the risk to other people but 

which is not permissible under the MCA3 because, exceptionally, it cannot be said to be 

proportionate to the risk to the patient personally, and 

there is some other specific identifiable risk that the person might not receive the treat

ment they need if the MCA is relied on and either the person or others might potentially 

suffer harm as a result. 

14.23 Otherwise, if the MCA can be used safely and effectively to assess or treat a patient, it is 

likely to be difficult to demonstrate that the criteria for detaining the patient under the Act are met. 

14.24 For further information on the DoLS, see chapter 13, the MCA Code of Practice and its 
supplementary DoLS Code. 

Chapter 19 Children and young people under the age of 1 8  

General considerations 
19.4 In addition to the Act, those responsible for the care of children and young people in hos

pital should be familiar with other relevant legislation, including the Children Acts 1989 and 2004, 

the MCA and the HRA. They should also be aware of the United Nations Convention on the Rights of 

the Child (UNCRC), and keep up-to-date with relevant case law and guidance. 
19.5 When making decisions in relation to the care and treatment of children and young people, 

practitioners should keep the following points in mind: 

the best interests of the child or young person must always be a significant consideration 

everyone who works with children has a responsibility for keeping them safe and to take 

prompt action if welfare needs or safeguarding concerns are identified 

all practitioners and agencies are expected to contribute to whatever actions are needed 

to safeguard and promote a child or young person's welfare 

the developmental process from childhood to adulthood, particularly during adoles

cence, involves significant changes in a wide range of areas, such as physical, emotional 

and cognitive development-these factors need to be taken into account, in addition to 

the child and young person's personal circumstances, when assessing whether a child or 
young person has a mental disorder 

children and young people should always be kept as fully informed as possible and 

should receive clear and detailed information concerning their care and treatment, 

explained in a way they can understand and in a format that is appropriate to their age 

the child or young person's views, wishes and feelings should always be sought, their 

views taken seriously and professionals should work with them collaboratively in de

ciding on how to support that child or young person's needs 
any intervention in the life of a child or young person that is considered necessary by 

reason of their mental disorder should be the least restrictive option and the least likely 

to expose them to the risk of any stigmatisation, consistent with effective care and 

treatment, and it should also result in the least possible separation from family, carers, 

friends and community or interruption of their education 

where hospital admission is necessary, the child or young person should be placed as 

near to their home as reasonably practicable, recognising that placement further away 

from home increases the separation between the child or young person and their family, 
carers, friends, community and school 
all children and young people should receive the same access to educational provision as 
their peers 

children and young people have as much right to expect their dignity to be respected as 
anyone else, and 

children and young people have as much right to privacy and confidentiality as 

anyone else. 
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Safeguarding children and young people where admission 
to hospital is not appropriate 

19.17 There is no minimum age limit for detention in hospital under the Act. It may be used to 

detain children or young people who need to be admitted to hospital for assessment and/or treat

ment of their mental disorder, when they cannot be admitted and/or treated on an informal basis 

( . . .  ), and where the criteria for detention under the Act are met. 
19.18 Where practitioners conclude that admission to hospital is not the appropriate course 

of action, consideration must be given to alternative means of care and support that will meet 

the needs of the child or young person. The appropriate action will usually be to refer the child or 

young person's case to the relevant local authority's children's services, in accordance with local 

protocols for interagency working to safeguard and promote the welfare of children and young 

people. 

19.19 In cases where admission to hospital under the Act is not appropriate, but the child or 

young person has significant needs which mean that the level and type of intervention is likely 

to amount to a deprivation of liberty, their placement in secure accommodation under section 
25 of the Children Act 1989 may be required. This will be a matter for the local authority chil

dren's services to consider in the light of the provisions of section 25 of the Children Act 1989, 

and relevant Children Act 1989 guidance. Children who are not Gillick competent (. . .  ) or young 
people who lack capacity ( . . .  ) whose needs are severe and long-term, and where deprivation of 

liberty is one necessary element of their education or care, may also be accommodated in other 

placements. 

Human Fertilisation and Embryology Authority Code 

of Practice (9th edition)* 

(2018) 

[Excerpts.] 

REGULATORY PRINCIPLES FOR LICENSED CENTRE S 

Regulatory principles 

We expect the person responsible to ensure that their licensed centre demonstrates adherence to 

the following principles when carrying out activities licensed under the Human Fertilisation and 

Embryology Act. 

Licensed centres must: 
1.  treat prospective and current patients and donors fairly, and ensure that all licensed activ

ities are conducted in a non-discriminatory way 

2. have respect for the privacy, confidentiality, dignity, comfort and well being of prospective 

and current patients and donors 
3. have respect for the special status of the embryo when conducting licensed activities 
4. take account of the welfare of any child who may be born as a result of the licensed treatment 

provided by the centre, and of any other child who may be affected by that birth 
5. give prospective and current patients and donors sufficient, accessible and up-to-date infor

mation to enable them to make informed decisions 
6. ensure that patients and donors have provided all relevant consents before carrying out any 

licensed activity 

* Reproduced from Human Fertilisation and Embryology Code of Practice, 9th edition. © HFEAcopyright2019. The Authority regularly 
amends and updates the Code and the latest version may be found on their website: http://www.hfea.gov.uk/. 
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7. conduct all licensed activities with skill and care and in an appropriate environment, in line 

with good clinical practice, to ensure optimum outcomes and minimum risk for patients, donors 

and offspring 
8. ensure that all premises, equipment, processes and procedures used in the conduct of 

licensed activities are safe, secure and suitable for the purpose 

9. ensure that all staff engaged in licensed activity are competent and recruited in sufficient 

numbers to guarantee safe clinical and laboratory practice 

10. maintain accurate records and information about all licensed activities 

11. report all adverse incidents (including serious adverse events and serious adverse reac

tions) and near misses to us, investigate all complaints properly, and share lessons learned 

appropriately 

12. ensure that all licensed research by the centre meets ethical standards, and is done 
only where there is both a clear scientific justification and no viable alternative to the use of 

embryos, and 

13. conduct all licensed activities with regard for the regulatory framework governing treat-

ment and research involving gametes or embryos within the UK, including: 

maintaining up-to-date awareness and understanding of legal obligations 

responding promptly to requests for information and documents from us, and 

co-operating fully with inspections and investigations by us or other agencies respon
sible for law enforcement or regulation of healthcare. 

5 Consent to treatment, storage, donation, training and disclosure 
of information 
Consent to use and storage of gametes and embryos 

5.1 The centre should obtain written informed consent from a person before it carries out the 

following procedures: 

(a) using their gametes for their own treatment or their partner's treatment, or 

(b) using their gametes for research and training. 

Procedure for obtaining consent 

5.9 The centre should give anyone seeking treatment or considering donation or storage 
enough time to reflect on their decisions before obtaining their consent. The centre should give 

them an opportunity to ask questions and receive further information, advice and guidance. 
5.10 If the possibility of donating gametes or embryos (including mitochondrial donation) for 

the treatment of others, or donating embryos for research or training purposes, arises during the 

course of treatment, the centre should allow potential donors enough time to consider the implica

tions and to receive counselling before giving consent. 

5.11 The centre should ensure that consent is: 

(a) given voluntarily (without pressure to accept treatment or agree to donation) 
(b) given by a person who has capacity to do so 

(c) taken by a person authorised by the centre to do so, and 

(d) given at the clinic (with both parties if a couple is being treated) where possible, clinics 

should record why a patient is not able to sign at the clinic and should have a documented 

process for ensuring consent forms being signed outside the clinic are signed by the cor
rect person. 

5.12 The centre should ensure that anyone giving consent declares that: 

(a) they were given enough information to enable them to understand the nature, purpose 
and implications of the treatment or donation 

(b) they were given a suitable opportunity to receive proper counselling about the implica
tions of the proposed procedures 

(c) they were given information about the procedure for varying or withdrawing 
consent, and 

(d) the information they have given in writing is correct and complete. 
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5.13 Treatment centres should take all reasonable steps to verify the identity of anyone 
accepted for treatment, including partners who may not visit the centre during treatment. The 

centre should establish the relationship between a patient and their partner and a record of this 

should be retained in the patient's notes. If a patient's identity is in doubt or if a centre has reason 

to question whether the person is who they claim to be, the centre should verify their identity, in

cluding examining photographic evidence such as a passport or a photocard driving licence. The 

centre should record this evidence in the patient's medical records. Centres should have a process in 
place to verify the identity of a patient (and their partner, if applicable) if they return to the centre 

for subsequent treatment, to ensure the patient and their partner are the same people they treated 

initially. The clinic should establish whether the patient and their partner's personal circumstances 

have changed in the period since their last treatment, for example, whether the couple has divorced 

or separated since their previous treatment and give consideration to whether any changes in their 

personal circumstances impact on consent. 

5.15 To avoid the possibility of misrepresentation or mistake, the centre should check the 

identities of patients (and their partners, if applicable) against identifying information in the med

ical records. This should be done at each consultation, examination, treatment or donation. If the 

partner of a patient who is having treatment has not visited the clinic throughout the treatment, or 
does not return with the patient for subsequent treatment, centres should take reasonable steps to 

find out whether the patient's partner still consents to the treatment. This may include contacting 

the partner to confirm that their circumstances have not changed and that their consent is still valid. 

The centre should not commence treatment until it is satisfied that the partner in fact consents to 

the treatment. 

Additional consent requirements for storing gametes and embryos 

5.24 Consent to the use of gametes or embryos for the treatment of others should state the 

number of families that may have children using the donated gametes or embryos. 

5.25 When an individual gives consent to the use of gametes for the treatment of others, the 
centre need not get consent from the donor's partner or spouse. However, if the donor is married, 

in a civil partnership or in a long-term relationship, the centre should encourage them to seek their 

partner's support for the donation of their gametes. 
5.26 Men who wish to donate embryos originally created for the treatment of their partner and 

themselves, and those people considering treatment with such embryos, should be: 

(a) informed of the uncertain legal status of men donating embryos created originally for 

the treatment of their partner and themselves, when the embryos are used in the treat

ment of a single woman 

(b) referred to information on the HFEA's website on this issue, and 
(c) advised to seek independent legal advice before consenting to donate their embryos or 

being treated with the embryos. 

Variation and withdrawal of consent 

5.42 The centre should check the identity of anyone withdrawing or varying consent against 

identifying information held in the medical records. The centre should also ensure that the person 
withdrawing or varying consent has been given sufficient information to enable them to make an 
informed decision about doing so. 

5.43 The centre should have procedures for dealing with disputes that may arise when one 

gamete provider withdraws their consent to the use or storage of gametes or embryos in treatment. 
In this situation the centre should stop treatment and notify all relevant parties. Centres should pro

vide information about counselling or mediation services as appropriate. 

7 Multiple births 
Limits on egg and embryo transfer 

7.4 The centre should not transfer more than three eggs or two embryos in any treatment 

cycle if: 
(a) the woman is to receive treatment using her own eggs, or embryos created using her own 

eggs (fresh or cryopreserved), and 
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(b) the woman is aged under 40 at the time of transfer. 
7.5 The centre should not transfer more than four eggs or three embryos in any treatment 

cycle if: 

(a) the woman is to receive treatment using her own eggs, or embryos created using her own 

eggs (fresh or cryopreserved), and 

(b) the woman is aged 40 or over at the time of transfer. 

7.6 If a woman is to receive treatment using donated eggs or embryos, or embryos created with 

donated eggs, the centre should not transfer more than three eggs or two embryos in a treatment 

cycle. This is regardless of the procedure used and the woman's age at the time of transfer. 

8 Welfare of the child 
Scope of the welfare of the child provision 

8.1 This guidance note applies to all fertility treatments regulated by the HFEA, including IUI. 

Centres providing treatments that are not regulated by the HFEA but that fall within the definition 

of 'treatment services' (see above) may also find this guidance note helpful. 

The welfare of the child assessment process 
8.2 The centre should have documented procedures to ensure that proper account is taken of 

the welfare of any child who may be born as a result of treatment services, and any other child who 

may be affected by the birth. 

8.3 The centre should assess each patient and their partner (if they have one) before providing 

any treatment, and should use this assessment to decide whether there is a risk of significant harm 

or neglect to any child referred to in 8.2.  

The welfare of the child assessment process for surrogacy arrangements 

8.4 If the child is not to be raised by the carrying mother (ie, in a surrogacy arrangement), 

the centre should assess both those commissioning the surrogacy arrangement and the surrogate 

(and the surrogate's partner, if she has one, to ensure the welfare of the child in the event of a 

breakdown in the surrogacy arrangement leading to the surrogate keeping the child). A Welfare 

of the Child form should be completed by the surrogate in conversation with the treating clinician 

at the centre. 
8.11 Those seeking treatment are entitled to a fair assessment. The centre is expected to con

sider the wishes of all those involved, and the assessment must be done in a non-discriminatory way. 
In particular, patients should not be discriminated against on grounds of gender, race, disability, 

sexual orientation, religious belief or age. 

Factors to take into account during the assessment process 

8.14 The centre should consider factors that are likely to cause a risk of significant harm or neg

lect to any child who may be born or to any existing child of the family. These factors include any 

aspects of the patient's or (if they have one) their partner's: 

(a) past or current circumstances that may lead to any child mentioned above experiencing 
serious physical or psychological harm or neglect, for example: 

(i) previous convictions relating to harming children 

(ii) child protection measures taken regarding existing children, or 

(iii) violence or serious discord in the family environment 

(b) past or current circumstances that are likely to lead to an inability to care throughout 
childhood for any child who may be born, or that are already seriously impairing the 

care of any existing child of the family, for example: 

(i) mental or physical conditions 

(ii) drug or alcohol abuse 
(iii) medical history, where the medical history indicates that any child who may be 

born is likely to suffer from a serious medical condition, or 

(iv) circumstances that the centre considers likely to cause serious harm to any child 
mentioned above. 
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8.15 When considering a child's need for supportive parenting, centres should consider the 
following definition: 

'Supportive parenting is a commitment to the health, well being and development of the child. It 

is presumed that all prospective parents will be supportive parents, in the absence of any reasonable 

cause for concern that any child who may be born, or any other child, may be at risk of significant 

harm or neglect. Where centres have concern as to whether this commitment exists, they may wish 

to take account of wider family and social networks within which the child will be raised.' 

8.16 If the child will not be raised by the carrying mother, the centre should take into account 
the possibility of a breakdown in the surrogacy arrangement and whether this is likely to cause a 

risk of significant harm or neglect to any child who may be born or any existing children in the sur
rogate's family. 

Refusing treatment 

8.19 The centre should refuse treatment if it: 

(a) concludes that any child who may be born or any existing child of the family is likely to 

be at risk of significant harm or neglect, or 

(b) cannot obtain enough information to conclude that there is no significant risk. 

8.20 In deciding whether to refuse treatment, the centre should: 

(a) take into account the views of all staff who have been involved with caring for the patient 

(and their partner if they have one), and 
(b) give the patient (and their partner if they have one) the opportunity to respond to the 

reason or reasons for refusal before the centre makes a final decision. 

8.21 If treatment is refused, the centre should explain, in writing, to the patient (and their 

partner if they have one) : 

(a) why treatment has been refused 

(b) any circumstances that may enable the centre to reconsider its decision 

(c) any remaining options, and 

(d) opportunities for obtaining appropriate counselling. 

10 Embryo testing and sex selection 
Preimplantation genetic diagnosis for heritable conditions 

10.5 When deciding if it is appropriate to provide PGD in particular cases, the centre should con

sider the circumstances of those seeking treatment rather than the particular heritable condition. 

10.6 The use of PGD should be considered only where there is a significant risk of a serious 

genetic condition being present in the embryo. When deciding if it is appropriate to provide PGD 

in particular cases, the seriousness of the condition in that case should be discussed between the 

people seeking treatment and the clinical team. The perception of the level of risk for those seeking 

treatment will also be an important factor for the centre to consider. 

10.9 The centre should consider the following factors when deciding if PGD is appropriate in 

particular cases: 
(a) the views of the people seeking treatment in relation to the condition to be avoided, in-

cluding their previous reproductive experience 
(b) the likely degree of suffering associated with the condition 
(c) the availability of effective therapy, now and in the future 

(d) the speed of degeneration in progressive disorders 

(e) the extent of any intellectual impairment 
(f) the social support available, and 
(g) the family circumstances of the people seeking treatment. 

Preimplantation genetic diagnosis for histocompatibility (tissue typing) 
10.24 When deciding whether to use preimplantation tissue typing, the centre should consider 

the circumstances of each case individually, rather than the fact that the procedure is sought to pro
vide tissue to treat a particular condition. 
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10. 25 When deciding on the appropriateness of preimplantation tissue typing in a particular 

situation, the centre should consider the condition of the affected child, including: 

(a) the degree of suffering associated with their condition 

(b) the speed of degeneration in progressive disorders 

(c) the extent of any intellectual impairment 

(d) their prognosis, considering all treatment options available 
(e) the availability of alternative sources of tissue fortreating them, now and in the future, and 
(f) the availability of effective therapy for them, now and in the future. 

10.26 The centre should also consider the possible consequences for any child who may be 

born as a result, including: 

(a) any possible risks associated with embryo biopsy 

(b) the likely long-term emotional and psychological implications 

(c) whether they are likely to require intrusive surgery as a result of the treatment of the 

affected child (and whether this is likely to be repeated), and 

(d) any complications or predispositions associated with the tissue type to be selected. 

10.27 The centre should also consider the family circumstances of the people seeking treat-

ment, including: 
(a) their previous reproductive experience 

(b) their views and the affected child's views of the condition 

(c) the likelihood of a successful outcome, taking into account: 

(i) their reproductive circumstances (ie, the number of embryos likely to be available 

for testing in each treatment cycle, the number likely to be suitable for transfer, 
whether carrier embryos may be transferred, and the likely number of cycles) 

(ii) the likely outcome of treatment for the affected child 

(d) the consequences of an unsuccessful outcome 
(e) the demands of IVF/preimplantation testing treatment on them while caring for an 

affected child, and 

(f) the extent of social support available. 

11 Donor recruitment, assessment and screening 
Advertising 

11.1 Advertising and publicity materials should be designed and written with regard to the 
sensitive issues involved in recruiting donors. 

Age of prospective donors 

11.2 Centres should refer to the relevant professional guidelines on age limits before accepting 

gametes for the treatment of others. 

Note: Current professional guidelines state that eggs should not be taken from donors aged 36 or 

over, and sperm should not be taken from donors aged 41 or over. 

11.3 For donated eggs, the relevant age limit should be observed unless there are exceptional 

reasons not to do so. The centre should record any such reasons in the patient's medical records. 

11.4 For donated sperm, the relevant age limit should normally be observed. However, due to 

less substantial evidence on age limits for sperm donors, centres should assess the possible effect of 
the donor's age on a case-by-case basis. The centre should record in the patient's medical records the 
reasons for using a donor above the recommended age limit. 

11.5 For donated embryos, the guidance above applies to both gamete providers. 

11.6 Gametes for the treatment of others should not be taken from anyone under the age of 18. 

Information for prospective donors 

11.34 Before any consents or samples are obtained from a prospective donor, the recruiting 
centre should provide information about: 

(m) the possibility that a donor-conceived person who is disabled as a result of an inherited 
condition that the donor knew about, or ought reasonably to have known about, but 
failed to disclose, may be able to sue the donor for damages. 
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Giving donors information about children born as a result of their donation 
11. 40 The centre should inform donors that anyone born as a result of their donation will have 

access to the following non-identifying information provided by them, from the age of 16: 

(a) physical description (height, weight, and eye, hair and skin colours) 
(b) year and country of birth 

(c) ethnic group 

(d) whether the donor had any genetic children when they registered, and the number and 
sex of those children 

(e) other details the donor may have chosen to supply (eg, occupation, religion and interests) 

(f) the ethnic group(s) of the donor's parents 

(g) whether the donor was adopted or donor conceived (if they are aware of this) 

(h) marital status (at the time of donation) 
(i) 

U) 
details of any screening tests and medical history 

skills 

(k) reason for donating 

(I) goodwill message, and 

(m) description of themselves as a person (pen portrait). 

11.41 The centre should also inform donors who register or re-register after 31 March 2005 

that anyone born as a result of their donation will have access to the following identifying informa
tion, from the age of 18: 

(a) full names (and any previous names) 

(b) date of birth, and town or district where born, and 

(c) last known postal address (or address at time of registration). 

11.42 The centre should inform identifiable donors that it will make a reasonable attempt 

to contact and forewarn them before disclosing identifiable details to anyone born as a result 
of their donation. The centre should encourage donors to provide up-to-date contact details to 

facilitate this. 

Consent 

11.51 The centre is not required to obtain the consent of the donor's partner or spouse. 
However, if the donor is married, in a civil partnership or in a long-term relationship, the centre 

should encourage them to seek their partner's support for the donation of their gametes. 

13 Payments for donors 
Payments for donors 

13.1 Advertising or publicity aimed at recruiting gamete or embryo donors, or at encouraging 

donation, should not refer to the possibility of financial gain or similar advantage, although it may 

refer to compensation permitted under relevant HFEA Directions. 

13.2 The person responsible has a duty to assure themselves that no payments or benefits (ex

cept those in line with relevant HFEA Directions) have been given or promised to the donor by an

other agency or intermediary, including introductory agencies. 

13.3 Donors may be compensated with a fixed amount of money, as specified in HFEA 
Directions, which reasonably covers any financial losses incurred in connection with donating gam
etes provided to that centre. 

13.4 If donors have incurred expenses (not including loss of earnings) that exceed the amounts 
specified in HFEA Directions, the centre may compensate donors with excess expenses in line with 

HFEA Directions. 

13.5 The centre should ensure that donors understand that donating gametes and embryos 
is voluntary and unpaid and that they may be compensated only in line with relevant HFEA 
Directions. 

13.6 If an egg donor becomes ill as a direct result of donating, the centre may also reimburse 
their reasonable expenses arising from the illness. 
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15 Procuring, processing and transporting gametes and embryos 
Processing and disposal of gametes and embryos 

15.13 The centre should take account of the special status of the human embryo when the devel
opment of an embryo is to be brought to an end. Terminating the development of embryos and dis
posing of the remaining material should be approached with appropriate sensitivity, having regard to 

the interests of the gamete providers and anyone for whose treatment the embryos were being kept. 

20 Donor-assisted conception 
Information for people seeking treatment with donated gametes and embryos 

20.6 Women should not be treated with gametes, or with embryos derived from gametes, of more 

than one man or more than one woman during any treatment cycle (except for in treatment involving 

mitochondrial donation where embryos are created using gametes of two women and one man). 

The importance of informing children of their donor origins 
20. 7 The centre should tell people who seek treatment with donated gametes or embryos that it 

is best for any resulting child to be told about their origin early in childhood. There is evidence that 
finding out suddenly, later in life, about donor origins can be emotionally damaging to children and 

to family relations. 

20.8 The centre should encourage and prepare patients to be open with their children from an 

early age about how they were conceived. The centre should give patients information about how 

counselling may allow them to explore the implications of treatment, in particular how information 

may be shared with any resultant children. 

Access to information for donors, donor-conceived people and parents 

20.10 The centre should inform people seeking treatment with donated gametes or embryos 

(including mitochondrial donation) that the donor will be able to request the following information 

about any children born as a result of their donated gametes or embryos: 

(a) the number of children born 

(b) their sex, and 

(c) their year of birth. 

20.11 The centre should inform people seeking treatment with donated gametes or embryos 

that any resulting children will have access to the following non-identifying information about the 

donor (if the donor has provided it) from the age of 16: 

(a) physical description (height, weight, and eye, hair and skin colours) 

(b) year and country of birth 

(c) ethnic group 

(d) whether the donor had any genetic children when they registered, and the number and 

sex of those children 

(e) 

(f) 

(g) 

(h) 
(i) 

U) 

other details the donor may have chosen to supply (eg, occupation, religion and interests) 

the ethnic group(s) of the donor's parents 

whether the donor was adopted or donor conceived (if they are aware of this) 

marital status (at the time of donation) 
details of any screening tests and medical history 

skills 

(k) reason for donating 
(I) goodwill message, and 

(m) description of themselves as a person (pen portrait) 

20.12 The centre should inform people seeking treatment with gametes or embryos donated 

after 31 March 2005, or with those donated before this date by a donor who subsequently 

re-registered as identifiable, that any children born as a result of the donation will have access to the 

following identifying information about the donor, from the age of 18: 
(a) full names (and any previous names) 
(b) date of birth, and town or district where born, and 

(c) last known postal address (or address at time of registration). 



Part VI 

Scotland and Wales 

Age of Legal Capacity (Scotland) Act 1991 

(1991, c. 50) 

Age oflegal capacity 
1.-(1) As from the commencement of this Act -

(a) a person under the age of 16 years shall, subject to section 2 below, have no legal capacity 

to enter into any transaction; 
(b) a person of or over the age of 16 years shall have legal capacity to enter into any 

transaction. 

Exceptions to general rule 
2.-(4) A person under the age of 16 years shall have legal capacity to consent on his own be

half to any surgical, medical or dental procedure or treatment where, in the opinion of a qualified 

medical practitioner attending him, he is capable of understanding the nature and possible conse

quences of the procedure or treatment. 

Adults with Incapacity (Scotland) Act 2000 

(2000, asp 4) 

PART 1 

General 

1 General principles and fundamental definitions 
(1) The principles set out in subsections (2) to ( 4) shall be given effect to in relation to any inter

vention in the affairs of an adult under or in pursuance of this Act, including any order made in or for 

the purpose of any proceedings under this Act for or in connection with an adult. 
(2) There shall be no intervention in the affairs of an adult unless the person responsible for 

authorising or effecting the intervention is satisfied that the intervention will benefit the adult and 

that such benefit cannot reasonably be achieved without the intervention. 
(3) Where it is determined that an intervention as mentioned in subsection (1) is to be made, 

such intervention shall be the least restrictive option in relation to the freedom of the adult, con

sistent with the purpose of the intervention. 

(4) In determining if an intervention is to be made and, if so, what intervention is to be made, 
account shall be taken of -
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(a) the present and past wishes and feelings of the adult so far as they can be ascertained 

by any means of communication, whether human or by mechanical aid (whether of an 

interpretative nature or otherwise) appropriate to the adult; 

(b) the views of the nearest relative, named person and the primary carer of the adult, in so 

far as it is reasonable and practicable to do so; 

(c) the views of-

(i) any guardian, continuing attorney or welfare attorney of the adult who has powers 

relating to the proposed intervention; and 

(ii) any person whom the sheriff has directed to be consulted, in so far as it is reasonable 

and practicable to do so; and 

(d) the views of any other person appearing to the person responsible for authorising or 

effecting the intervention to have an interest in the welfare of the adult or in the pro

posed intervention, where these views have been made known to the person respon

sible, in so far as it is reasonable and practicable to do so. 

(5) Any guardian, continuing attorney, welfare attorney or manager of an establishment ex

ercising functions under this Act or under any order of the sheriff in relation to an adult shall, in so 

far as it is reasonable and practicable to do so, encourage the adult to exercise whatever skills he has 

concerning his property, financial affairs or personal welfare, as the case may be, and to develop 
new such skills. 

(6) For the purposes of this Act, and unless the context otherwise requires -

'adult' means a person who has attained the age of 16 years; 

'incapable' means incapable of-

(a) acting; or 

(b) making decisions; or 
(c) communicating decisions; or 

(d) understanding decisions; or 

(e) retaining the memory of decisions, 
as mentioned in any provision of this Act, by reason of mental disorder or of inability to communi

cate because of physical disability; but a person shall not fall within this definition by reason only 

of a lack or deficiency in a faculty of communication if that lack or deficiency can be made good by 

human or mechanical aid (whether of an interpretative nature or otherwise); and 

'incapacity' shall be construed accordingly. 

Human Transplantation (Wales) Act 2013 

Consent 

4 Consent: adults 
(1) This section makes provision about consent for the purposes of section 3 in relation to a trans

plantation activity involving the body, or relevant material from the body, of a person who is not -

(a) an excepted adult (see section 5), or 

(b) a child (see section 6). 
(2) Consent is deemed to be given to the activity unless -

(a) the case is one mentioned in the first column of Table 1 in subsection (3); in which case 

express consent is required, or 

(b) the case is not one mentioned in the first column of Table 1 in subsection (3) and subsec
tion (4) applies. 

(3) For each case mentioned in the first column of Table 1 the meaning of express consent in rela

tion to an activity is as provided in the second column of the table -
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TABLE 1 

Case 

1. The person is alive. 

2. The person has died and a decision of the person to consent, or not to 
consent, to the activity was in force immediately before his or her death. 

3. The person has died, case 2 does not apply, the person had appointed 
a person or persons to deal with the issue of consent in relation to the 
activity and someone is able to give consent under the appointment. 

4. The person has died, case 2 does not apply and the person had 
appointed a person or persons to deal with the issue of consent in 
relation to the activity, but no one is able to give consent under the 
appointment. 

( 4) This subsection applies if-

Meaning of express 
consent 

The person's consent. 

The person's consent. 

Consent given by the person 
or persons appointed. 

Consent of a person who 
stood in a qualifying 
relationship to the person 
immediately before death. 

(a) a relative or friend of long standing of the deceased objects on the basis of views held by 

the deceased, and 

(b) a reasonable person would conclude that the relative or friend knows that the most recent 

view of the deceased before death on consent for transplantation activities was that the 

deceased was opposed to consent being given. 
(5) In this section a reference to the appointment of a person or persons to deal with the issue of 

consent is a reference to an appointment under section 8. 

(6) This section does not apply to consent for a transplantation activity that involves removal of 

excluded relevant material (for provision in relation to which see section 7).  

5 Consent: excepted adults 
(1) This section makes provision about consent for the purposes of section 3 in relation to a trans

plantation activity involving the body, or relevant material from the body, of an excepted adult. 

(2) In the case of an excepted adult express consent is required. 
(3) An 'excepted adult' means-

(a) an adult who has died and who had not been ordinarily resident in Wales for a period of 
at least 12 months immediately before dying, or 

(b) an adult who has died and who for a significant period before dying lacked capacity to 

understand the notion that consent to transplantation activities can be deemed to be 

given; 

and for this purpose a significant period means a sufficiently long period as to lead a reasonable 

person to conclude that it would be inappropriate for consent to be deemed to be given. 

6 Consent: children 
(1) This section makes provision about consent for the purposes of section 3 in relation to a 

transplantation activity involving the body, or relevant material from the body, of a person who is 

a child or has died a child. 
(2) In the case of a person who is a child or has died a child express consent is required. 

7 Consent: transplantation activities involving excluded material 
(1) This section makes provision about consent for a transplantation activity that involves the 

removal of excluded relevant material. 
(2) In this Act, 'excluded relevant material' means relevant material of a type specified by the 

Welsh Ministers in regulations. 
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(3) Examples of the types of relevant material that may be specified are composite tissues and 

other types of material the removal and use of which is considered to be novel. 
(4) In the case of a transplantation activity that involves the removal of excluded relevant ma

terial express consent is required, and such consent must be specific to the removal of excluded 

relevant material. 

9 Activities involving material from adults who lack capacity to consent 
(1) This section applies where -

(a) a transplantation activity within section 3(2) (c) or (d) (storage or use ofrelevant material 
which has come from a human body) done in Wales involves relevant material from the 
body of a person ('P') who -

(i) is an adult, and 

(ii) lacks capacity to consent to the activity, and 

(b) no decision of P's to consent, or not to consent, to the activity is in force. 

(2) P's consent to the activity is to be deemed if the activity is done in circumstances of a kind 

specified by regulations made by the Welsh Ministers. 
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International 

Declaration of Geneva, 1948* 

At the time of being admitted as a member of the medical profession I solemnly pledge myself to 

consecrate my life to the service of humanity: I will give to my teachers the respect and gratitude 

which is their due; I will practice my profession with conscience and dignity; The health and life of 

my patient will be my first consideration; I will respect the secrets which are confided in me; I will 

maintain by all means in my power, the honor and the noble traditions of the medical profession; My 
colleagues will be my brothers: I will not permit considerations of religion, nationality, race, party 

politics or social standing to intervene between my duty and my patient; I will maintain the utmost 

respect for human life, from the time of its conception, even under threat, I will not use my medical 

knowledge contrary to the laws of humanity; I make these promises solemnly, freely and upon my 

honor . . .  

(The Second General Assembly of the World Medical Association 1948) 

The Nuremberg Code 

Trials of War Criminals before the Nuremberg Military Tribunals under Control Council Law No. 

10: Nuremberg October 1946-April 1949. Washington: U.S. Government Printing Office (n.d.), vol. 

2, pp. 181-182. 

Permissible Medical Experiments 
1 .  The voluntary consent of the human subject is absolutely essential. This means that the 

person involved should have legal capacity to give consent; should be so situated as to be able 

to exercise free power of choice, without the intervention of any element of force, fraud, de

ceit, duress, over-reaching, or other ulterior form of constraint or coercion; and should have 

sufficient knowledge and comprehension of the elements of the subject matter involved as to 

enable him to make an understanding and enlightened decision. This latter element requires 

that before the acceptance of an affirmative decision by the experimental subject there should 

be made known to him the nature, duration, and purpose of the experiment; the method and 
means by which it is to be conducted; all inconveniences and hazards reasonably to be expected; 

and the effects upon his health or person which may possibly come from his participation in the 
experiment. 

* Copyright, World Medical Association. All Rights Reserved. World Medical Association documents may be accessed via their web
site: http://www.wma.net/e/. 
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The duty and responsibility for ascertaining the quality of the consent rests upon each individual 

who initiates, directs or engages in the experiment. It is a personal duty and responsibility which 

may not be delegated to another with impunity. 
2 .  The experiment should be such as to yield fruitful results for the good of society, unprocur

able by other methods or means of study, and not random and unnecessary in nature. 

3. The experiment should be so designed and based on the results of animal experimentation 

and a knowledge of the natural history of the disease or other problem under study that the antici

pated results will justify the performance of the experiment. 

4. The experiment should be so conducted as to avoid all unnecessary physical and mental suf

fering and injury. 

5. No experiment should be conducted where there is an a priori reason to believe that death 
or disabling injury will occur; except, perhaps, in those experiments where the experimental physi

cians also serve as subjects. 

6.  The degree of risk to be taken should never exceed that determined by the humanitarian im
portance of the problem to be solved by the experiment. 

7. Proper preparations should be made and adequate facilities provided to protect the experi

mental subject against even remote possibilities of injury, disability, or death. 

8. The experiment should be conducted only by scientifically qualified persons. The highest 

degree of skill and care should be required through all stages of the experiment of those who con
duct or engage in the experiment. 

9. During the course of the experiment the human subject should be at liberty to bring the 

experiment to an end if he has reached the physical or mental state where continuation of the 

experiment seems to him to be impossible. 

10. During the course of the experiment the scientist in charge must be prepared to terminate 

the experiment at any stage, if he has probably cause to believe, in the exercise of the good faith, 

superior skill and careful judgment required of him that a continuation of the experiment is likely to 

result in injury, disability, or death to the experimental subject. 

International Covenant on Economic, Social 

and Cultural Rights* 

Adopted by General Assembly resolution 2200A (XX/) of 16 December 1966 

Article 12 
1.  The States Parties to the present Covenant recognize the right of everyone to the enjoyment 

of the highest attainable standard of physical and mental health. 

2. The steps to be taken by the States Parties to the present Covenant to achieve the full realiza

tion of this right shall include those necessary for: 

(a) The provision for the reduction of the stillbirth-rate and of infant mortality and for the 
healthy development of the child; 

(b) The improvement of all aspects of environmental and industrial hygiene; 

(c) The prevention, treatment and control of epidemic, endemic, occupational and other 
diseases; 

(d) The creation of conditions which would assure to all medical service and medical atten
tion in the event of sickness. 

11 From the International Covenant on Economic, Social and Cultural Rights, by the General Assembly, © 1966 United Nations. Reprinted 
with the permission of the United Nations. 
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Convention on the Rights of the Child 1989* 

Adopted and opened for signature, ratification and accession by General Assembly resolution 44/25 of 
20 November 1989 

PART I 

Article 1 
For the purposes of the present Convention, a child means every human being below the age of 

eighteen years unless under the law applicable to the child, majority is attained earlier. 

Article 3 
1. In all actions concerning children, whether undertaken by public or private social welfare 

institutions, courts of law, administrative authorities or legislative bodies, the best interests of the 

child shall be a primary consideration. 

2. States Parties undertake to ensure the child such protection and care as is necessary for his 
or her well-being, taking into account the rights and duties of his or her parents, legal guardians, or 

other individuals legally responsible for him or her, and, to this end, shall take all appropriate legis

lative and administrative measures. 
3. States Parties shall ensure that the institutions, services and facilities responsible for the 

care or protection of children shall conform with the standards established by competent author

ities, particularly in the areas of safety, health, in the number and suitability of their staff, as well as 

competent supervision. 

Article 5 
States Parties shall respect the responsibilities, rights and duties of parents or, where applicable, the 

members of the extended family or community as provided for by local custom, legal guardians or 

other persons legally responsible for the child, to provide, in a manner consistent with the evolving 

capacities of the child, appropriate direction and guidance in the exercise by the child of the rights 

recognized in the present Convention. 

Article 6 
1. States Parties recognize that every child has the inherent right to life. 

2. States Parties shall ensure to the maximum extent possible the survival and development of 

the child. 

Article 12 
1 .  States Parties shall assure to the child who is  capable of  forming his or  her own views the 

right to express those views freely in all matters affecting the child, the views of the child being 

given due weight in accordance with the age and maturity of the child. 

2. For this purpose, the child shall in particular be provided the opportunity to be heard in any 

judicial and administrative proceedings affecting the child, either directly, or through a representa
tive or an appropriate body, in a manner consistent with the procedural rules of national law. 

Article 13 
1 .  The child shall have the right to freedom of expression; this right shall include freedom to 

seek, receive and impart information and ideas of all kinds, regardless of frontiers, either orally, in 
writing or in print, in the form of art, or through any other media of the child's choice. 

2. The exercise of this right may be subject to certain restrictions, but these shall only be such 
as are provided by law and are necessary: 

(a) For respect of the rights or reputations of others; or 
(b) For the protection of national security or of public order, or of public health or morals. 

* From Convention on the Rights of the Child 1989, by the General Assembly, © 1989 United Nations. Reprinted with the permission of 
the United Nations. 
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1. States Parties shall respect the right of the child to freedom of thought, conscience and 

religion. 

2. States Parties shall respect the rights and duties of the parents and, when applicable, legal 
guardians, to provide direction to the child in the exercise of his or her right in a manner consistent 

with the evolving capacities of the child. 

3. Freedom to manifest one's religion or beliefs may be subject only to such limitations as are 

prescribed by law and are necessary to protect public safety, order, health or morals, or the funda

mental rights and freedoms of others. 

Article 16 
1. No child shall be subjected to arbitrary or unlawful interference with his or her privacy, 

family, or correspondence, nor to unlawful attacks on his or her honour and reputation. 

2. The child has the right to the protection of the law against such interference or attacks. 

Article 18 
1. States Parties shall use their best efforts to ensure recognition of the principle that both par

ents have common responsibilities for the upbringing and development of the child. Parents or, as 

the case may be, legal guardians, have the primary responsibility for the upbringing and develop

ment of the child. The best interests of the child will be their basic concern. 

2. For the purpose of guaranteeing and promoting the rights set forth in the present Convention, 

States Parties shall render appropriate assistance to parents and legal guardians in the performance 

of their child-rearing responsibilities and shall ensure the development of institutions, facilities and 
services for the care of children. 

3. States Parties shall take all appropriate measures to ensure that children of working parents 
have the right to benefit from child-care services and facilities for which they are eligible. 

Article 19 
1. States Parties shall take all appropriate legislative, administrative, social and educational 

measures to protect the child from all forms of physical or mental violence, injury or abuse, neglect 

or negligent treatment, maltreatment or exploitation, including sexual abuse, while in the care of 

parent(s), legal guardian(s) or any other person who has the care of the child. 

Article 23 
1. States Parties recognize that a mentally or physically disabled child should enjoy a full and 

decent life, in conditions which ensure dignity, promote self-reliance and facilitate the child's active 

participation in the community. 

2. States Parties recognize the right of the disabled child to special care and shall encourage 

and ensure the extension, subject to available resources, to the eligible child and those responsible 

for his or her care, of assistance for which application is made and which is appropriate to the child's 

condition and to the circumstances of the parents or others caring for the child. 
3. Recognizing the special needs of a disabled child, assistance extended in accordance with 

paragraph 2 of the present article shall be provided free of charge, whenever possible, taking into 

account the financial resources of the parents or others caring for the child, and shall be designed 

to ensure that the disabled child has effective access to and receives education, training, health 
care services, rehabilitation services, preparation for employment and recreation opportunities in 
a manner conducive to the child's achieving the fullest possible social integration and individual 
development, including his or her cultural and spiritual development 

4. States Parties shall promote, in the spirit of international cooperation, the exchange of 

appropriate information in the field of preventive health care and of medical, psychological and 

functional treatment of disabled children, including dissemination of and access to information 
concerning methods of rehabilitation, education and vocational services, with the aim of enabling 
States Parties to improve their capabilities and skills and to widen their experience in these areas. In 
this regard, particular account shall be taken of the needs of developing countries. 
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Article 24 
l.  States Parties recognize the right of the child to the enjoyment of the highest attainable 

standard of health and to facilities for the treatment of illness and rehabilitation of health. States 
Parties shall strive to ensure that no child is deprived of his or her right of access to such health care 

services. 

2. States Parties shall pursue full implementation of this right and, in particular, shall take ap

propriate measures: 

(a) To diminish infant and child mortality; 

(b) To ensure the provision of necessary medical assistance and health care to all children 

with emphasis on the development of primary health care; 
(c) To combat disease and malnutrition, including within the framework of primary health 

care, through, inter alia, the application of readily available technology and through the 

provision of adequate nutritious foods and clean drinking-water, taking into consider

ation the dangers and risks of environmental pollution; 

(d) To ensure appropriate pre-natal and post-natal health care for mothers; 

(e) To ensure that all segments of society, in particular parents and children, are informed, 

have access to education and are supported in the use of basic knowledge of child health 

and nutrition, the advantages of breastfeeding, hygiene and environmental sanitation 

and the prevention of accidents; 

(f) To develop preventive health care, guidance for parents and family planning education 
and services. 

3. States Parties shall take all effective and appropriate measures with a view to abolishing 

traditional practices prejudicial to the health of children. 

4. States Parties undertake to promote and encourage international co-operation with a view 

to achieving progressively the full realization of the right recognized in the present article. In this 

regard, particular account shall be taken of the needs of developing countries. 

Article 25 
States Parties recognize the right of a child who has been placed by the competent authorities for 

the purposes of care, protection or treatment of his or her physical or mental health, to a periodic 

review of the treatment provided to the child and all other circumstances relevant to his or her 

placement. 

Universal Declaration on the Human Genome 

and Human Rights* 

UNESCO, 29th Session, 11 November 1997 

A. Human dignity and the human genome 

Article 1 
The human genome underlies the fundamental unity of all members of the human family, as well as the 

recognition of their inherent dignity and diversity. In a symbolic sense, it is the heritage of humanity. 

Article 2 
(a) Everyone has a right to respect for their dignity and for their rights regardless of their 

genetic characteristics. 

(b) That dignity makes it imperative not to reduce individuals to their genetic characteris
tics and to respect their uniqueness and diversity. 

* From the Universal Declaration on the Human Genome and Human Rights, by UNESCO, © 1997 United Nations. Reprinted with the 
permission of the UNESCO. 



Article 3 

U niversal Declaration on the Human Genome and Human Rights 445 

The human genome, which by its nature evolves, is subject to mutations. It contains potentialities 

that are expressed differently according to each individual's natural and social environment, in

cluding the individual's state of health, living conditions, nutrition and education. 

Article 4 
The human genome in its natural state shall not give rise to financial gains. 

B .  Rights of the persons concerned 

Article 5 
(a) Research, treatment or diagnosis affecting an individual's genome shall be undertaken only 

after rigorous and prior assessment of the potential risks and benefits pertaining thereto 

and in accordance with any other requirement of national law. 

(b) In all cases, the prior, free and informed consent of the person concerned shall be obtained. 

If the latter is not in a position to consent, consent or authorization shall be obtained in the 

manner prescribed by law, guided by the person's best interest. 

(c) The right of each individual to decide whether or not to be informed of the results of genetic 

examination and the resulting consequences should be respected. 

(d) In the case of research, protocols shall, in addition, be submitted for prior review in accord

ance with relevant national and international research standards or guidelines. 
(e) If according to the law a person does not have the capacity to consent, research affecting his 

or her genome may only be carried out for his or her direct health benefit, subject to the au

thorization and the protective conditions prescribed by law. Research which does not have 
an expected direct health benefit may only be undertaken by way of exception, with the 

utmost restraint, exposing the person only to a minimal risk and minimal burden and if the 

research is intended to contribute to the health benefit of other persons in the same age cat
egory or with the same genetic condition, subject to the conditions prescribed by law, and 

provided such research is compatible with the protection of the individual's human rights. 

Article 6 
No one shall be subjected to discrimination based on genetic characteristics that is intended to in

fringe or has the effect of infringing human rights, fundamental freedoms and human dignity. 

Article 7 
Genetic data associated with an identifiable person and stored or processed for the purposes of re

search or any other purpose must be held confidential in the conditions set by law. 

Article 8 

Every individual shall have the right, according to international and national law, to just reparation 

for any damage sustained as a direct and determining result of an intervention affecting his or her 

genome. 

Article 9 
In order to protect human rights and fundamental freedoms, limitations to the principles of consent 

and confidentiality may only be prescribed by law, for compelling reasons within the bounds of 
public international law and the international law of human rights. 

C .  Research on the human genome 

Article 10 
No research or research applications concerning the human genome, in particular in the fields of 

biology, genetics and medicine, should prevail over respect for the human rights, fundamental free

doms and human dignity of individuals or, where applicable, of groups of people. 
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Article 11  
Practices which are contrary to  human dignity, such as  reproductive cloning of  human beings, shall 
not be permitted. States and competent international organizations are invited to co-operate in 

identifying such practices and in taking, at national or international level, the measures necessary 

to ensure that the principles set out in this Declaration are respected. 

Article 12 
(a) Benefits from advances in biology, genetics and medicine, concerning the human genome, 

shall be made available to all, with due regard for the dignity and human rights of each 

individual. 

(b) Freedom ofresearch, which is necessary forthe progress of knowledge, is part of freedom of 

thought. The applications of research, including applications in biology, genetics and medi
cine, concerning the human genome, shall seek to offer relief from suffering and improve 

the health of individuals and humankind as a whole. 

D.  Conditions for the exercise of scientific activity 

Article 13 
The responsibilities inherent in the activities of researchers, including meticulousness, caution, in

tellectual honesty and integrity in carrying out their research as well as in the presentation and util

ization of their findings, should be the subject of particular attention in the framework of research 

on the human genome, because of its ethical and social implications. Public and private science 

policy-makers also have particular responsibilities in this respect. 

Article 14 
States should take appropriate measures to foster the intellectual and material conditions favour

able to freedom in the conduct of research on the human genome and to consider the ethical, legal, 

social and economic implications of such research, on the basis of the principles set out in this 

Declaration. 

Article 15 
States should take appropriate steps to provide the framework for the free exercise of Research on 
the human genome with due regard for the principles set out in this Declaration, in order to safe
guard respect for human rights, fundamental freedoms and human dignity and to protect public 

health. They should seek to ensure that research results are not used for non-peaceful purposes. 

Article 16 
States should recognize the value of promoting, at various levels, as appropriate, the establishment 

of independent, multidisciplinary and pluralist ethics committees to assess the ethical, legal and 

social issues raised by research on the human genome and its applications. 

E .  Solidarity and international co-operation 

Article 17 
States should respect and promote the practice of solidarity towards individuals, families and popu
lation groups who are particularly vulnerable to or affected by disease or disability of a genetic 
character. They should foster, inter alia, research on the identification, prevention and treatment of 

genetically based and genetically influenced diseases, in particular rare as well as endemic diseases 

which affect large numbers of the world's population. 

Article 18 
States should make every effort, with due and appropriate regard for the principles set out in this 
Declaration, to continue fostering the international dissemination of scientific knowledge con
cerning the human genome, human diversity and genetic research and, in that regard, to foster sci
entific and cultural co-operation, particularly between industrialized and developing countries. 
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(a) In the framework of international co-operation with developing countries, states should 

seek to encourage measures enabling: 

(i) assessment of the risks and benefits pertaining to research on the human genome 

to be carried out and abuse to be prevented; 

(ii) the capacity of developing countries to carry out research on human biology and 

genetics, taking into consideration their specific problems, to be developed and 
strengthened; 

(iii) developing countries to benefit from the achievements of scientific and techno

logical research so that their use in favour of economic and social progress can be 

to the benefit of all; 

(iv) the free exchange of scientific knowledge and information in the areas of biology, 

genetics and medicine to be promoted. 

(b) Relevant international organizations should support and promote the initiatives taken 

by states for the above-mentioned purposes. 

F. Promotion of the principles set out in the Declaration 

Article 20 
States should take appropriate measures to promote the principles set out in the Declaration, 

through education and relevant means, inter alia through the conduct of research and training in 

interdisciplinary fields and through the promotion of education in bioethics, at all levels, in par

ticular for those responsible for science policies. 

Article 21 
States should take appropriate measures to encourage other forms of research, training and infor

mation dissemination conducive to raising the awareness of society and all of its members of their 

responsibilities regarding the fundamental issues relating to the defence of human dignity which 

may be raised by research in biology, in genetics and in medicine, and its applications. They should 

also undertake to facilitate on this subject an open international discussion, ensuring the free ex

pression of various sociocultural, religious and philosophical opinions. 

G. Implementation of the Declaration 

Article 22 
States should make every effort to promote the principles set out in this Declaration and should, by 

means of all appropriate measures, promote their implementation. 

Article 23 
States should take appropriate measures to promote, through education, training and information 

dissemination, respect for the above-mentioned principles and to foster their recognition and ef

fective application. States should also encourage exchanges and networks among independent eth

ics committees, as they are established, to foster full collaboration. 

Article 24 
The International Bioethics Committee of UNESCO should contribute to the dissemination of the 
principles set out in this Declaration and to the further examination of issues raised by their appli
cations and by the evolution of the technologies in question. It should organize appropriate consul

tations with parties concerned, such as vulnerable groups. It should make recommendations, in 

accordance with UNESCO's statutory procedures, addressed to the General Conference and give 
advice concerning the follow-up of this Declaration, in particular regarding the identification of 

practices that could be contrary to human dignity, such as germ-line interventions. 
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Article 25 
Nothing in this Declaration may be interpreted as  implying for any state, group or person any claim 
to engage in any activity or to perform any act contrary to human rights and fundamental freedoms, 

including the principles set out in this Declaration. 

Convention for the Protection of Human Rights 

and Dignity of the Human Being with regard to 

the Application of Biology and Medicine: Convention 

on Human Rights and Biomedicine 1997* 

(4.iv.1997, Oviedo) 

European Treaty Series-No. 164 

Chapter I General provisions 

Article 1 Purpose and object 
Parties to this Convention shall protect the dignity and identity of alt human beings and guarantee 

everyone, without discrimination, respect for their integrity and other rights and fundamental free

doms with regard to the application of biology and medicine. 

Each Party shall take in its internal law the necessary measures to give effect to the provisions of 

this Convention. 

Article 2 Primacy of the human being 
The interests and welfare of the human being shall prevail over the sole interest of society or science. 

Article 3 Equitable access to health care 
Parties, taking into account health needs and available resources, shall take appropriate measures 

with a view to providing, within their jurisdiction, equitable access to health care of appropriate 

quality. 

Article 4 Professional standards 
Any intervention in the health field, including research, must be carried out in accordance with rele

vant professional obligations and standards. 

Chapter II Consent 

Article 5 General rule 
An intervention in the health field may only be carried out after the person concerned has given free 

and informed consent to it. 

This person shall beforehand be given appropriate information as to the purpose and nature of 

the intervention as well as on its consequences and risks. 
The person concerned may freely withdraw consent at any time. 

Article 6 Protection of persons not able to consent 
1. Subject to Articles 17 and 20 below, an intervention may only be carried out on a person who 

does not have the capacity to consent, for his or her direct benefit. 
2. Where, according to law, a minor does not have the capacity to consent to an intervention, 

the intervention may only be carried out with the authorisation of his or her representative or an 

authority or a person or body provided for by law. 

* Reproduced with permission from the Council of Europe (© Council of Europe). An explanatory report to accompany this legal text 
can be found on their website: hnp://www.coe.im/ 
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The opinion of the minor shall be taken into consideration as an increasingly determining factor 

in proportion to his or her age and degree of maturity. 

3. Where, according to law, an adult does not have the capacity to consent to an intervention 

because of a mental disability, a disease or for similar reasons, the intervention may only be carried 

out with the authorisation of his or her representative or an authority or a person or body provided 

for by law. 

The individual concerned shall as far as possible take part in the authorisation procedure. 

4. The representative, the authority, the person or the body mentioned in paragraphs 2 and 3 
above shall be given, under the same conditions, the information referred to in Article 5 .  

5 .  The authorisation referred to in paragraphs 2 and 3 above may be withdrawn at  any time in 

the best interests of the person concerned. 

Article 7 Protection of persons who have a mental disorder 
Subject to protective conditions prescribed by law, including supervisory, control and appeal proce

dures, a person who has a mental disorder of a serious nature may be subjected, without his or her 

consent, to an intervention aimed at treating his or her mental disorder only where, without such 

treatment, serious harm is likely to result to his or her health. 

Article 8 Emergency situation 
When because of an emergency situation the appropriate consent cannot be obtained, any med

ically necessary intervention may be carried out immediately for the benefit of the health of the 

individual concerned. 

Article 9 Previously expressed wishes 
The previously expressed wishes relating to a medical intervention by a patient who is not, at the 

time of the intervention, in a state to express his or her wishes shall be taken into account. 

Chapter III  Private life and right to information 

Article 10 Private life and right to information 
1. Everyone has the right to respect for private life in relation to information about his or her 

health. 

2. Everyone is entitled to know any information collected about his or her health. However, the 

wishes of individuals not to be so informed shall be observed. 

3. In exceptional cases, restrictions may be placed by law on the exercise of the rights contained 

in paragraph 2 in the interests of the patient. 

Chapter IV Human genome 

Article 11 Non-discrimination 
Any form of discrimination against a person on grounds of his or her genetic heritage is 

prohibited. 

Article 12 Predictive genetic tests 
Tests which are predictive of genetic diseases or which serve either to identify the subject as a carrier 

of a gene responsible for a disease or to detect a genetic predisposition or susceptibility to a disease 
may be performed only for health purposes or for scientific research linked to health purposes, and 
subject to appropriate genetic counselling. 

Article 13 Interventions on the human genome 
An intervention seeking to modify the human genome may only be undertaken for preventive, diag
nostic or therapeutic purposes and only if its aim is not to introduce any modification in the genome 

of any descendants. 
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Article 14 Non-selection of sex 
The use of techniques of medically assisted procreation shall not be allowed for the purpose 

of choosing a future child's sex, except where serious hereditary sex-related disease is to be 

avoided. 

Chapter V Scientific research 

Article 15 General rule 
Scientific research in the field of biology and medicine shall be carried out freely, subject to 

the provisions of this Convention and the other legal provisions ensuring the protection of the 

human being. 

Article 16 Protection of persons undergoing research 
Research on a person may only be undertaken if all the following conditions are met: 

there is no alternative of comparable effectiveness to research on humans; 
ii the risks which may be incurred by that person are not disproportionate to the potential 

benefits of the research; 
iii the research project has been approved by the competent body after independent exam

ination of its scientific merit, including assessment of the importance of the aim of the 

research, and multidisciplinary review of its ethical acceptability; 
iv the persons undergoing research have been informed of their rights and the safeguards 

prescribed by law for their protection; 

v the necessary consent as provided for under Article 5 has been given expressly, specific

ally and is documented. Such consent may be freely withdrawn at any time. 

Article 17 Protection of persons not able to consent to research 
1 .  Research on a person without the capacity to consent as stipulated in Article 5 may be under

taken only if all the following conditions are met: 
the conditions laid down in Article 16, sub-paragraphs i to iv, are fulfilled; 

ii the results of the research have the potential to produce real and direct benefit to his or 

her health; 

iii research of comparable effectiveness cannot be carried out on individuals capable of 

giving consent; 

iv the necessary authorisation provided for under Article 6 has been given specifically and 

in writing; and 

v the person concerned does not object. 

2. Exceptionally and under the protective conditions prescribed by law, where the research has 

not the potential to produce results of direct benefit to the health of the person concerned, such re

search may be authorised subject to the conditions laid down in paragraph 1, sub-paragraphs i, iii, 
iv and v above, and to the following additional conditions: 

the research has the aim of contributing, through significant improvement in the sci

entific understanding of the individual's condition, disease or disorder, to the ultimate 

attainment of results capable of conferring benefit to the person concerned or to other 
persons in the same age category or afflicted with the same disease or disorder or having 
the same condition; 

ii the research entails only minimal risk and minimal burden for the individual 
concerned. 

Article 18 Research on embryos in vitro 
l. Where the law allows research on embryos in vitro, it shall ensure adequate protection of the 

embryo. 
2. The creation of human embryos for research purposes is prohibited. 
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Chapter VI Organ and tissue removal from living donors 
for transplantation purposes 

Article 19 General rule 
1. Removal of organs or tissue from a living person for transplantation purposes may be car

ried out solely for the therapeutic benefit of the recipient and where there is no suitable organ or 

tissue available from a deceased person and no other alternative therapeutic method of comparable 

effectiveness. 

2. The necessary consent as provided for under Article 5 must have been given expressly and 

specifically either in written form or before an official body. 

Article 20 Protection of persons not able to consent to organ removal 
1. No organ or tissue removal may be carried out on a person who does not have the capacity to 

consent under Article 5 .  

2 .  Exceptionally and under the protective conditions prescribed by law, the removal of  regen

erative tissue from a person who does not have the capacity to consent may be authorised provided 

the following conditions are met: 

there is no compatible donor available who has the capacity to consent; 

ii the recipient is a brother or sister of the donor; 

iii the donation must have the potential to be life-saving for the recipient; 

iv the authorisation provided for under paragraphs 2 and 3 of Article 6 has been given 

specifically and in writing, in accordance with the law and with the approval of the 

competent body; 
v the potential donor concerned does not object. 

Chapter VII Prohibition of financial gain and disposal 
of a part of the human body 

Article 21 Prohibition of financial gain 
The human body and its parts shall not, as such, give rise to financial gain. 

Article 22 Disposal of a removed part of the human body 
When in the course of an intervention any part of a human body is removed, it may be stored and 

used for a purpose other than that for which it was removed, only if this is done in conformity with 

appropriate information and consent procedures. 

Chapter VIII Infringements of the provisions 
of the Convention 

Article 23 Infringement of the rights or principles 
The Parties shall provide appropriate judicial protection to prevent or to put a stop to an unlawful 
infringement of the rights and principles set forth in this Convention at short notice. 

Article 24 Compensation for undue damage 
The person who has suffered undue damage resulting from an intervention is entitled to fair com

pensation according to the conditions and procedures prescribed by law. 

Article 25 Sanctions 
Parties shall provide for appropriate sanctions to be applied in the event of infringement of the provi
sions contained in this Convention. 
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Chapter IX Relation between this convention and 
other provisions 

Article 26 Restrictions on the exercise of the rights 
1. No restrictions shall be placed on the exercise of the rights and protective provisions contained 

in this Convention other than such as are prescribed by Jaw and are necessary in a democratic society 

in the interest of public safety, for the prevention of crime, for the protection of public health or for the 

protection of the rights and freedoms of others. 
2. The restrictions contemplated in the preceding paragraph may not be placed on Articles 11, 13, 

14, 16, 17, 19, 20 and 21. 

Article 27 Wider protection 
None of the provisions of this Convention shall be interpreted as limiting or otherwise affecting the pos

sibility for a Party to grant a wider measure of protection with regard to the application of biology and 

medicine than is stipulated in this Convention. 

Chapter X Public debate 

Article 28 Public debate 
Parties to this Convention shall see to it that the fundamental questions raised by the developments 

of biology and medicine are the subject of appropriate public discussion in the light, in particular, of 

relevant medical, social, economic, ethical and legal implications, and that their possible application is 

made the subject of appropriate consultation. 

Chapter XI Interpretation and follow-up of the Convention 

Article 29 Interpretation of the Convention 
The European Court of Human Rights may give, without direct reference to any specific proceedings 

pending in a court, advisory opinions on legal questions concerning the interpretation of the present 
Convention at the request of: 

the Government of a Party, after having informed the other Parties; 
the Committee set up by Article 32, with membership restricted to the Representatives 

of the Parties to this Convention, by a decision adopted by a two-thirds majority of 

votes cast. 

Article 30 Reports on the application of the Convention 
On receipt of a request from the Secretary General of the Council of Europe any Party shall furnish 
an explanation of the manner in which its internal law ensures the effective implementation of any 
of the provisions of the Convention. 

Additional Protocol to the Convention for the Protection 

of Human Rights and Dignity of the Human Being with regard 

to the Application of Biology and Medicine, on the Prohibition 

of Cloning Human Beings* 

(Paris, 12.1.1998) 

European Treaty Series-No. 168 

* Reproduced with permission from the Council of Europe (© Council of Europe). An explanatory report rn accompany this legal text 
can be found on their website: http://www.coe.int/. 
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1. Any intervention seeking to create a human being genetically identical to another human 

being, whether living or dead, is prohibited. 

2. For the purpose of this article, the term human being 'genetically identical' to another human 
being means a human being sharing with another the same nuclear gene set. 

Article 2 
No derogation from the provisions of this Protocol shall be made under Article 26, paragraph 1, of 

the Convention. 

Additional Protocol to the Convention on Human Rights 

and Biomedicine concerning Transplantation of Organs 

and Tissues of Human Origin* 

(Strasbourg, 24.1.2002) 

European Treaty Series-No. 186 

Chapter I Object and scope 

Article 1 Object 
Parties to this Protocol shall protect the dignity and identity of everyone and guarantee, without 

discrimination, respect for his or her integrity and other rights and fundamental freedoms with re

gard to transplantation of organs and tissues of human origin. 

Article 2 Scope and definitions 
1. This Protocol applies to the transplantation of organs and tissues of human origin carried out 

for therapeutic purposes. 

2. The provisions of this Protocol applicable to tissues shall apply also to cells, including 

haernatopoietic stern cells. 

3. The Protocol does not apply: 

a. to reproductive organs and tissue; 

b. to embryonic or foetal organs and tissues; 

c. to blood and blood derivatives. 

4. For the purposes of this Protocol: 

the term 'transplantation' covers the complete process of removal of an organ or tissue 

from one person and implantation of that organ or tissue into another person, including 

all procedures for preparation, preservation and storage; 

subject to the provisions of Article 20, the term 'removal' refers to removal for the pur
poses of implantation. 

Chapter II General provisions 

Article 3 Transplantation system 
Parties shall guarantee that a system exists to provide equitable access to transplantation services 

for patients. 

Subject to the provisions of Chapter III, organs and, where appropriate, tissues shall be allocated 

only among patients on an official waiting list, in conformity with transparent, objective and duly 

* Reproduced with permission from rhe Council of Europe (© Council of Europe). An explanatory report to accompany this legal text 
can be found on their website: http://www.coe.int/. 
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justified rules according to medical criteria. The persons or bodies responsible for the allocation de

cision shall be designated within this framework. 
In case of international organ exchange arrangements, the procedures must also ensure justified, 

effective distribution across the participating countries in a manner that takes into account the soli

darity principle within each country. 

The transplantation system shall ensure the collection and recording of the information required 

to ensure traceability of organs and tissues. 

Article 4 Professional standards 
Any intervention in the field of organ or tissue transplantation must be carried out in accordance 

with relevant professional obligations and standards. 

Article 5 Information for the recipient 
The recipient and, where appropriate, the person or body providing authorisation for the implant
ation shall beforehand be given appropriate information as to the purpose and nature of the im
plantation, its consequences and risks, as well as on the alternatives to the intervention. 

Article 6 Health and safety 
All professionals involved in organ or tissue transplantation shall take all reasonable measures to 

minimise the risks of transmission of any disease to the recipient and to avoid any action which 

might affect the suitability of an organ or tissue for implantation. 

Article 7 Medical follow-up 
Appropriate medical follow-up shall be offered to living donors and recipients after transplantation. 

Article 8 Information for health professionals and the public 
Parties shall provide information for health professionals and for the public in general on the need 

for organs and tissues. They shall also provide information on the conditions relating to removal 

and implantation of organs and tissues, including matters relating to consent or authorisation, in 

particular with regard to removal from deceased persons. 

Chapter III Organ and tissue removal from living persons 

Article 9 General rule 
Removal of organs or tissue from a living person may be carried out solely for the therapeutic benefit 
of the recipient and where there is no suitable organ or tissue available from a deceased person and 

no other alternative therapeutic method of comparable effectiveness. 

Article 10 Potential organ donors 
Organ removal from a living donor may be carried out for the benefit of a recipient with whom the 
donor has a close personal relationship as defined by law, or, in the absence of such relationship, 

only under the conditions defined by law and with the approval of an appropriate independent body. 

Article 11 Evaluation of risks for the donor 
Before organ or tissue removal, appropriate medical investigations and interventions shall be car

ried out to evaluate and reduce physical and psychological risks to the health of the donor. The re
moval may not be carried out if there is a serious risk to the life or health of the donor. 

Article 12 Information for the donor 
The donor and, where appropriate, the person or body providing authorisation according to Article 
14, paragraph 2, of this Protocol, shall beforehand be given appropriate information as to the pur
pose and nature of the removal as well as on its consequences and risks. They shall also be informed 
of the rights and the safeguards prescribed by law for the protection of the donor. In particular, they 
shall be informed of the right to have access to independent advice about such risks by a health pro
fessional having appropriate experience and who is not involved in the organ or tissue removal or 

subsequent transplantation procedures. 
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Subject to Articles 14 and 15 of this Protocol, an organ or tissue may be removed from a living donor 

only after the person concerned has given free, informed and specific consent to it either in written 

form or before an official body. 
The person concerned may freely withdraw consent at any time. 

Article 14 Protection of persons not able to consent to organ 
or tissue removal 

1. No organ or tissue removal may be carried out on a person who does not have the capacity to 

consent under Article 13 of this Protocol. 

2. Exceptionally, and under the protective conditions prescribed by law, the removal of regen

erative tissue from a person who does not have the capacity to consent may be authorised provided 

the following conditions are met: 

there is no compatible donor available who has the capacity to consent; 

ii the recipient is a brother or sister of the donor; 

iii the donation has the potential to be life-saving for the recipient; 
iv the authorisation of his or her representative or an authority or a person or body pro

vided for by law has been given specifically and in writing and with the approval of the 

competent body; 

v the potential donor concerned does not object. 

Article 15 Cell removal from a living donor 
The law may provide that the provisions of Article 14, paragraph 2, indents ii and iii, shall not apply 

to cells insofar as it is established that their removal only implies minimal risk and minimal burden 

for the donor. 

Chapter IV Organ and tissue removal from deceased persons 

Article 16 Certification of death 
Organs or tissues shall not be removed from the body of a deceased person unless that person has 

been certified dead in accordance with the law. 

The doctors certifying the death of a person shall not be the same doctors who participate directly 

in removal of organs or tissues from the deceased person, or subsequent transplantation proce

dures, or having responsibilities for the care of potential organ or tissue recipients. 

Article 17 Consent and authorisation 
Organs or tissues shall not be removed from the body of a deceased person unless consent or au

thorisation required by law has been obtained. 

The removal shall not be carried out if the deceased person had objected to it. 

Article 18 Respect for the human body 
During removal the human body must be treated with respect and all reasonable measures shall be 

taken to restore the appearance of the corpse. 

Article 19 Promotion of donation 
Parties shall take all appropriate measures to promote the donation of organs and tissues. 

Chapter V Implantation of an organ or tissue removed for a 
purpose other than donation for implantation 

Article 20 Implantation of an organ or tissue removed for a purpose other 
than donation for implantation 

1. When an organ or tissue is removed from a person for a purpose other than donation for im

plantation, it may only be implanted if the consequences and possible risks have been explained to 
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that person and his or her informed consent, or appropriate authorisation in the case of a person not 

able to consent, has been obtained. 
2. All the provisions of this Protocol apply to the situations referred to in paragraph 1, except 

for those in Chapter III and IV. 

Chapter VI Prohibition of financial gain 

Article 21 Prohibition of financial gain 
1 .  The human body and its parts shall not, as such, give rise to financial gain or comparable 

advantage. 

The aforementioned provision shall not prevent payments which do not constitute a financial 

gain or a comparable advantage, in particular: 

compensation of living donors for loss of earnings and any other justifiable expenses 
caused by the removal or by the related medical examinations; 

payment of a justifiable fee for legitimate medical or related technical services rendered 

in connection with transplantation; 

compensation in case of undue damage resulting from the removal of organs or tissues 

from living persons. 

2. Advertising the need for, or availability of, organs or tissues, with a view to offering or seeking 

financial gain or comparable advantage, shall be prohibited. 

Article 22 Prohibition of organ and tissue trafficking 
Organ and tissue trafficking shall be prohibited. 

Chapter VII Confidentiality 

Article 23 Confidentiality 
1 .  All personal data relating to the person from whom organs or tissues have been removed 

and those relating to the recipient shall be considered to be confidential. Such data may only be col

lected, processed and communicated according to the rules relating to professional confidentiality 

and personal data protection. 

2. The provisions of paragraph 1 shall be interpreted without prejudice to the provisions mak

ing possible, subject to appropriate safeguards, the collection, processing and communication of 

the necessary information about the person from whom organs or tissues have been removed or the 

recipient(s) of organs and tissues in so far as this is required for medical purposes, including trace

ability, as provided for in Article 3 of this Protocol. 

Chapter VIII Infringements of the provisions of the Protocol 

Article 24 Infringements of rights or principles 
Parties shall provide appropriate judicial protection to prevent or to put a stop to an unlawful in

fringement of the rights and principles set forth in this Protocol at short notice. 

Article 25 Compensation for undue damage 
The person who has suffered undue damage resulting from transplantation procedures is entitled to 

fair compensation according to the conditions and procedures prescribed by law. 

Article 26 Sanctions 
Parties shall provide for appropriate sanctions to be applied in the event of infringement of the pro

visions contained in this Protocol. 
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Chapter IX Co-operation between Parties 

Article 27 Co-operation between Parties 
Parties shall take appropriate measures to ensure that there is efficient co-operation between them 

on organ and tissue transplantation, inter alia through information exchange. 
In particular, they shall undertake appropriate measures to facilitate the rapid and safe transpor

tation of organs and tissues to and from their territory. 

Optional Protocol to the Convention against Torture and other 

Cruel , Inhuman or Degrading Treatment or Punishment* 

Adopted 18 December 2002 by General Assembly resolution A/RES/57/199. 

PART I GENERAL PRINCIPLES 

Article 1 
The objective of the present Protocol is to establish a system of regular visits undertaken by inde

pendent international and national bodies to places where people are deprived of their liberty, in 

order to prevent torture and other cruel, inhuman or degrading treatment or punishment. 

Article 2 

1 .  A Subcommittee on Prevention ofTorture and Other Cruel, Inhuman or Degrading Treatment 

or Punishment of the Committee against Torture (hereinafter referred to as the Subcommittee on 

Prevention) shall be established and shall carry out the functions laid down in the present Protocol. 

2. The Subcommittee on Prevention shall carry out its work within the framework of the 
Charter of the United Nations and shall be guided by the purposes and principles thereof, as well as 

the norms of the United Nations concerning the treatment of people deprived of their liberty. 

3. Equally, the Subcommittee on Prevention shall be guided by the principles of confidentiality, 

impartiality, non-selectivity, universality and objectivity. 

Article 3 

Each State Party shall set up, designate or maintain at the domestic level one or several visiting bod
ies for the prevention of torture and other cruel, inhuman or degrading treatment or punishment 

(hereinafter referred to as the national preventive mechanism). 

Article 4 
1 .  Each State Party shall allow visits, in accordance with the present Protocol, by the mecha

nisms referred to in articles 2 and 3 to any place under its jurisdiction and control where persons 

are or may be deprived of their liberty, either by virtue of an order given by a public authority 

or at its instigation or with its consent or acquiescence (hereinafter referred to as places of de

tention). These visits shall be undertaken with a view to strengthening, if necessary, the pro

tection of these persons against torture and other cruel, inhuman or degrading treatment or 

punishment. 
2. For the purposes of the present Protocol, deprivation of liberty means any form of deten

tion or imprisonment or the placement of a person in a public or private custodial setting which 
that person is not permitted to leave at will by order of any judicial, administrative or other 

authority. 

* From the Optional Protocol to the Convention against Torture and other Cruel, Inhuman or Degrading Treatment or Punishment, by 
the General Assembly, © 2002 United Nations. Reprinted with the permission of the United Nations. 
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PART III  MANDATE OF THE SUBCOMMITTEE 

ON PREVENTION 

Article 11 
1 .  The Subcommittee on Prevention shall: 

(a) Visit the places referred to in article 4 and make recommendations to States Parties 

concerning the protection of persons deprived of their liberty against torture and other 

cruel, inhuman or degrading treatment or punishment; 

(b) In regard to the national preventive mechanisms: 

(i) Advise and assist States Parties, when necessary, in their establishment; 

(ii) Maintain direct, and if necessary confidential, contact with the national pre

ventive mechanisms and offer them training and technical assistance with a view 

to strengthening their capacities; 
(iii) Advise and assist them in the evaluation of the needs and the means necessary to 

strengthen the protection of persons deprived of their liberty against torture and 

other cruel, inhuman or degrading treatment or punishment; 
(iv) Make recommendations and observations to the States Parties with a view to 

strengthening the capacity and the mandate of the national preventive mecha

nisms for the prevention of torture and other cruel, inhuman or degrading treat

ment or punishment; 

(c) Cooperate, for the prevention of torture in general, with the relevant United Nations 
organs and mechanisms as well as with the international, regional and national 

institutions or organizations working towards the strengthening of the protection 

of all persons against torture and other cruel, inhuman or degrading treatment or 
punishment. 

Article 12 
In order to enable the Subcommittee on Prevention to comply with its mandate as laid down in art

icle 11, the States Parties undertake: 

(a) To receive the Subcommittee on Prevention in their territory and grant it access to the 

places of detention as defined in article 4 of the present Protocol; 
(b) To provide all relevant information the Subcommittee on Prevention may request to 

evaluate the needs and measures that should be adopted to strengthen the protection of 
persons deprived of their liberty against torture and other cruel, inhuman or degrading 
treatment or punishment; 

(c) To encourage and facilitate contacts between the Subcommittee on Prevention and the 

national preventive mechanisms; 

(d) To examine the recommendations of the Subcommittee on Prevention and enter into 

dialogue with it on possible implementation measures. 

Article 14 
1. In order to enable the Subcommittee on Prevention to fulfil its mandate, the States Parties to 

the present Protocol undertake to grant it: 
(a) Unrestricted access to all information concerning the number of persons deprived of 

their liberty in places of detention as defined in article 4, as well as the number of places 

and their location; 

(b) Unrestricted access to all information referring to the treatment of those persons as well 

as their conditions of detention; 

(c) Subject to paragraph 2 below, unrestricted access to all places of detention and their 

installations and facilities; 
(d) The opportunity to have private interviews with the persons deprived of their liberty 

without witnesses, either personally or with a translator if deemed necessary, as well as 
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with any other person who the Subcommittee on Prevention believes may supply rele

vant information; 

(e) The liberty to choose the places it wants to visit and the persons it wants to interview. 

2. Objection to a visit to a particular place of detention may be made only on urgent and com

pelling grounds of national defence, public safety, natural disaster or serious disorder in the place to 

be visited that temporarily prevent the carrying out of such a visit. The existence of a declared state 

of emergency as such shall not be invoked by a State Party as a reason to object to a visit. 

Article 15 
No authority or official shall order, apply, permit or tolerate any sanction against any person or or

ganization for having communicated to the Subcommittee on Prevention or to its delegates any in

formation, whether true or false, and no such person or organization shall be otherwise prejudiced 

in any way. 

Article 16 
1. The Subcommittee on Prevention shall communicate its recommendations and observations 

confidentially to the State Party and, if relevant, to the national preventive mechanism. 
2. The Subcommittee on Prevention shall publish its report, together with any comments 

of the State Party concerned, whenever requested to do so by that State Party. If the State Party 

makes part of the report public, the Subcommittee on Prevention may publish the report in whole 

or in part. However, no personal data shall be published without the express consent of the person 

concerned. 

3. The Subcommittee on Prevention shall present a public annual report on its activities to the 

Committee against Torture. 

4. If the State Party refuses to cooperate with the Subcommittee on Prevention according to 

articles 12 and 14, or to take steps to improve the situation in the light of the recommendations 

of the Subcommittee on Prevention, the Committee against Torture may, at the request of the 

Subcommittee on Prevention, decide, by a majority of its members, after the State Party has had 

an opportunity to make its views known, to make a public statement on the matter or to publish the 
report of the Subcommittee on Prevention. 

PART IV NATIONAL PREVENTIVE MECHANIS M S  

Article 17 
Each State Party shall maintain, designate or establish, at the latest one year after the entry into 

force of the present Protocol or of its ratification or accession, one or several independent national 

preventive mechanisms for the prevention of torture at the domestic level. Mechanisms established 

by decentralized units may be designated as national preventive mechanisms for the purposes of the 

present Protocol if they are in conformity with its provisions. 

Article 18 
1 .  The States Parties shall guarantee the functional independence of the national preventive 

mechanisms as well as the independence of their personnel. 

2. The States Parties shall take the necessary measures to ensure that the experts of the na
tional preventive mechanism have the required capabilities and professional knowledge. They shall 
strive for a gender balance and the adequate representation of ethnic and minority groups in the 

country. 
3. The States Parties undertake to make available the necessary resources for the functioning 

of the national preventive mechanisms. 
4. When establishing national preventive mechanisms, States Parties shall give due consider

ation to the Principles relating to the status of national institutions for the promotion and protection 
of human rights. 
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Article 19 
The national preventive mechanisms shall be granted at a minimum the power: 

(a) To regularly examine the treatment of the persons deprived of their liberty in places of 

detention as defined in article 4, with a view to strengthening, if necessary, their protec

tion against torture and other cruel, inhuman or degrading treatment or punishment; 

(b) To make recommendations to the relevant authorities with the aim of improving the 

treatment and the conditions of the persons deprived of their liberty and to prevent tor

ture and other cruel, inhuman or degrading treatment or punishment, taking into con

sideration the relevant norms of the United Nations; 
(c) To submit proposals and observations concerning existing or draft legislation. 

Article 20 
In order to enable the national preventive mechanisms to fulfil their mandate, the States Parties to 

the present Protocol undertake to grant them: 

(a) Access to all information concerning the number of persons deprived of their liberty 
in places of detention as defined in article 4, as well as the number of places and their 

location; 

(b) Access to all information referring to the treatment of those persons as well as their con

ditions of detention; 
(c) Access to all places of detention and their installations and facilities; 

(d) The opportunity to have private interviews with the persons deprived of their liberty 

without witnesses, either personally or with a translator if deemed necessary, as well 

as with any other person who the national preventive mechanism believes may supply 

relevant information; 

(e) The liberty to choose the places they want to visit and the persons they want to interview; 
(f) The right to have contacts with the Subcommittee on Prevention, to send it information 

and to meet with it. 

Article 21 
l. No authority or official shall order, apply, permit or tolerate any sanction against any person 

or organization for having communicated to the national preventive mechanism any information, 

whether true or false, and no such person or organization shall be otherwise prejudiced in any way. 

2 .  Confidential information collected by the national preventive mechanism shall be privi

leged. No personal data shall be published without the express consent of the person concerned. 

Article 22 
The competent authorities of the State Party concerned shall examine the recommendations of 

the national preventive mechanism and enter into a dialogue with it on possible implementation 

measures. 

Article 23 
The States Parties to the present Protocol undertake to publish and disseminate the annual reports 

of the national preventive mechanisms. 

PART VII FINAL PROVISIONS 

Article 30 
No reservations shall be  made to  the present Protocol. 

Article 32 
The provisions of the present Protocol shall not affect the obligations of States Parties to the four 

Geneva Conventions of 12 August 1949 and the Additional Protocols thereto of 8 June 1977, nor the 
opportunity available to any State Party to authorize the International Committee of the Red Cross 
to visit places of detention in situations not covered by international humanitarian law. 



Directive 2004/23/EC on donation of human tissues and cel ls 461 

Directive 2004/23/EC of the European Parl iament and 

of the Council of 31 March 2004 on setting standards of 

quality and safety for the donation, procurement, testing, 

processing, preservation, storage and distribution of 

human tissues and cells* 

Chapter I General provisions 

Article 1 Objective 
This Directive lays down standards of quality and safety for human tissues and cells intended for 

human applications, in order to ensure a high level of protection of human health. 

Article 2 Scope 
1. This Directive shall apply to the donation, procurement, testing, processing, preservation, 

storage and distribution of human tissues and cells intended for human applications and of manu

factured products derived from human tissues and cells intended for human applications. Where 

such manufactured products are covered by other directives, this Directive shall apply only to dona

tion, procurement and testing. 
2. This Directive shall not apply to: 

(a) tissues and cells used as an autologous graft within the same surgical procedure; 
(b) blood and blood components as defined by Directive 2002/98/EC; 

(c) organs or parts of organs if it is their function to be used for the same purpose as the en

tire organ in the human body. 

Article 3 Definitions 
For the purposes of this Directive: 

(a) 'cells' means individual human cells or a collection of human cells when not bound by 
any form of connective tissue; 

(b) 'tissue' means all constituent parts of the human body formed by cells; 

(c) 'donor' means every human source, whether living or deceased, of human cells or 
tissues; 

(d) 'donation' means donating human tissues or cells intended for human applications; 

(e) 'organ' means a differentiated and vital part of the human body, formed by different tis

sues, that maintains its structure, vascularisation and capacity to develop physiological 

functions with an important level of autonomy; 

(f) 'procurement' means a process by which tissue or cells are made available; 

(g) 'processing' means all operations involved in the preparation, manipulation, preserva
tion and packaging of tissues or cells intended for human applications; 

(h) 'preservation' means the use of chemical agents, alterations in environmental condi
tions or other means during processing to prevent or retard biological or physical deteri

oration of cells or tissues; 

(i) 'quarantine' means the status of retrieved tissue or cells, or tissue isolated physically or 

by other effective means, whilst awaiting a decision on their acceptance or rejection; 
(j) 'storage' means maintaining the product under appropriate controlled conditions until 

distribution; 
(k) 'distribution' means transportation and delivery of tissues or cells intended for human 

applications; 

* © European Union, https://eur-lex.europa.eu, 1998-2019. 
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(1) 'human application' means the use of tissues or cells on or in a human recipient and 
extra-corporal applications; 

(m) 'serious adverse event' means any untoward occurrence associated with the procure

ment, testing, processing, storage and distribution of tissues and cells that might lead to 

the transmission of a communicable disease, to death or life-threatening, disabling or 

incapacitating conditions for patients or which might result in, or prolong, hospitaliza

tion or morbidity; 

(n) 'serious adverse reaction' means an unintended response, including a communicable 

disease, in the donor or in the recipient associated with the procurement or human ap

plication of tissues and cells that is fatal, life-threatening, disabling, incapacitating or 

which results in, or prolongs, hospitalisation or morbidity; 

(o) 'tissue establishment' means a tissue bank or a unit of a hospital or another body where 

activities of processing, preservation, storage or distribution of human tissues and 

cells are undertaken. It may also be responsible for procurement or testing of tissues 

and cells; 

(p) 'allogeneic use' means cells or tissues removed from one person and applied to another; 
(q) 'autologous use' means cells or tissues removed from and applied in the same person. 

Chapter II Obligations on Member States '  authorities 

Article 5 Supervision of human tissue and cell procurement 
1. Member States shall ensure that tissue and cell procurement and testing are carried out by 

persons with appropriate training and experience and that they take place in conditions accredited, 

designated, authorised or licensed for that purpose by the competent authority or authorities. 

2. The competent authority or authorities shall take all necessary measures to ensure that tis

sue and cell procurement complies with the requirements referred to in Article 28(b), (e) and (f). 

The tests required for donors shall be carried out by a qualified laboratory accredited, designated, 

authorised or licensed by the competent authority or authorities. 

Chapter III Donor selection and evaluation 

Article 12 Principles governing tissue and cell donation 
1 .  Member States shall endeavour to ensure voluntary and unpaid donations of tissues and 

cells. Donors may receive compensation, which is strictly limited to making good the expenses and 

inconveniences related to the donation. In that case, Member States define the conditions under 

which compensation may be granted. 

Member States shall report to the Commission on these measures before 7 April 2006 and there
after every three years. On the basis of these reports the Commission shall inform the European 

Parliament and the Council of any necessary further measures it intends to take at Community level. 
2. Member States shall take all necessary measures to ensure that any promotion and publicity 

activities in support of the donation of human tissues and cells comply with guidelines or legislative 

provisions laid down by the Member States. Such guidelines or legislative provisions shall include 
appropriate restrictions or prohibitions on advertising the need for, or availability of, human tis
sues and cells with a view to offering or seeking financial gain or comparable advantage. Member 

States shall endeavour to ensure that the procurement of tissues and cells as such is carried out on 
a nonprofit basis. 

Article 13 Consent 
1. The procurement of human tissues or cells shall be authorised only after all mandatory con

sent or authorization requirements in force in the Member State concerned have been met. 
2. Member States shall, in keeping with their national legislation, take all necessary measures 

to ensure that donors, their relatives or any persons granting authorisation on behalf of the donors 

are provided with all appropriate information as referred to in the Annex. 
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Article 14 Data protection and confidentiality 
1. Member States shall take all necessary measures to ensure that all data, including genetic 

information, collated within the scope of this Directive and to which third parties have access, have 

been rendered anonymous so that neither donors nor recipients remain identifiable. 
2. For that purpose, they shall ensure that: 

(a) data security measures are in place, as well as safeguards against any unauthorised data 
additions, deletions or modifications to donor files or deferral records, and transfer of 

information; 

(b) procedures are in place to resolve data discrepancies; and 
(c) no unauthorised disclosure of information occurs, whilst guaranteeing the traceability 

of donations. 

3. Member States shall take all necessary measures to ensure that the identity of the recipient 

(s) is not disclosed to the donor or his family and vice versa, without prejudice to legislation in force 

in Member States on the conditions for disclosure, notably in the case of gametes donation. 

Annex Information to be provided on the donation 
of cells and/or tissues 

A. Living donors 
1. The person in charge of the donation process shall ensure that the donor has been properly 

informed of at least those aspects relating to the donation and procurement process outlined in 
paragraph 3. Information must be given prior to the procurement. 

2. The information must be given by a trained person able to transmit it in an appropriate and 

clear manner, using terms that are easily understood by the donor. 

3 information must cover: the purpose and nature of the procurement, its consequences and 

risks; analytical tests, if they are performed; recording and protection of donor data, medical confi

dentiality; therapeutic purpose and potential benefits and information on the applicable safeguards 

intended to protect the donor. 

4. The donor must be informed that he/she has the right to receive the confirmed results of the 

analytical tests, clearly explained. 

5. Information must be given on the necessity for requiring the applicable mandatory consent, 

certification and authorisation in order that the tissue and/or cell procurement can be carried out. 

B. Deceased donors 
1. All information must be given and all necessary consents and authorisations must be 

obtained in accordance with the legislation in force in Member States. 

2 .  The confirmed results of the donor's evaluation must be communicated and clearly explained 

to the relevant persons in accordance with the legislation in Member States. 

United Nations Declaration on Human Cloning* 

A/RES/59/280 March 2005 

The General Assembly . . .  Solemnly declares the following: 
(a) Member States are called upon to adopt all measures necessary to protect adequately 

human life in the application oflife sciences; 

(b) Member States are called upon to prohibit all forms ofhuman cloning inasmuch as they 

are incompatible with human dignity and the protection of human life; 

* From rhe Un ired Nations Declaration on Human Cloning, by the General Assembly, © 2005 United Nations. Reprinted with the per
mission of the United Nations. 
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(c) Member States are further called upon to adopt the measures necessary to prohibit the 

application of genetic engineering techniques that may be contrary to human dignity; 
(d) Member States are called upon to take measures to prevent the exploitation of women in 

the application of life sciences; 
(e) Member States are also called upon to adopt and implement without delay national le

gislation to bring into effect paragraphs (a) to (d); 

(f) Member States are further called upon, in their financing of medical research, including 

of life sciences, to take into account the pressing global issues such as HIV/AIDS, tuber

culosis and malaria, which affect in particular the developing countries. 

Additional Protocol to the Convention on Human Rights 

and Biomedicine concerning Biomedical Research* 

European Treaty Series-No. 195 

Opened for signature 25 January 2005 

Article 1 Object and purpose 
Parties to this Protocol shall protect the dignity and identity of all human beings and guarantee 
everyone, without discrimination, respect for their integrity and other rights and fundamental free

doms with regard to any research involving interventions on human beings in the field of biomedicine. 

Article 2 Scope 
1. This Protocol covers the full range of research activities in the health field involving inter

ventions on human beings. 

2. This Protocol does not apply to research on embryos in vitro. It does apply to research on 

foetuses and embryos in vivo. 

3. For the purposes of this Protocol, the term 'intervention' includes: 

i. a physical intervention, and 
ii. any other intervention in so far as it involves a risk to the psychological health of the 

person concerned. 

Article 3 Primacy of the human being 
The interests and welfare of the human being participating in research shall prevail over the sole 

interest of society or science. 

Article 4 General rule 
Research shall be carried out freely, subject to the provisions of this Protocol and the other legal 

provisions ensuring the protection of the human being. 

Article 5 Absence of alternatives 
Research on human beings may only be undertaken if there is no alternative of comparable 

effectiveness. 

Article 6 Risks and benefits 
1. Research shall not involve risks and burdens to the human being disproportionate to its po

tential benefits. 

2. In addition, where the research does not have the potential to produce results of direct 

benefit to the health of the research participant, such research may only be undertaken if the re
search entails no more than acceptable risk and acceptable burden for the research participant. This 
shall be without prejudice to the provision contained in Article 15 paragraph 2, sub-paragraph ii for 
the protection of persons not able to consent to research. 

* Reproduced with permission from the Council of Europe (© Council of Europe). An explanatory report to accompany this legal text 
can be found on their website: http://www.coe.int/. 
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Research may only be undertaken if the research project has been approved by the competent body 

after independent examination of its scientific merit, including assessment of the importance of the 

aim of research, and multidisciplinary review of its ethical acceptability. 

Article 8 Scientific quality 
Any research must be scientifically justified, meet generally accepted criteria of scientific quality 
and be carried out in accordance with relevant professional obligations and standards under the 

supervision of an appropriately qualified researcher. 

Article 9 Independent examination by an ethics committee 
1. Every research project shall be submitted for independent examination of its ethical accept

ability to an ethics committee. Such projects shall be submitted to independent examination in each 

State in which any research activity is to take place. 

2. The purpose of the multidisciplinary examination of the ethical acceptability of the research 

project shall be to protect the dignity, rights, safety and well-being of research participants. The 

assessment of the ethical acceptability shall draw on an appropriate range of expertise and experi
ence adequately reflecting professional and lay views. 

3. The ethics committee shall produce an opinion containing reasons for its conclusion. 

Article 10 Independence of the ethics committee 
1. Parties to this Protocol shall take measures to assure the independence of the ethics commit

tee. That body shall not be subject to undue external influences. 

2. Members of the ethics committee shall declare all circumstances that might lead to a conflict 

of interest. Should such conflicts arise, those involved shall not participate in that review. 

Article 11 Information for the ethics committee 
l. All information which is necessary for the ethical assessment of the research project shall be 

given in written form to the ethics committee. 

2. In particular, information on items contained in the appendix to this Protocol shall be pro

vided, in so far as it is relevant for the research project. 

Article 12 Undue influence 
The ethics committee must be satisfied that no undue influence, including that of a financial nature, 

will be exerted on persons to participate in research. In this respect, particular attention must be 

given to vulnerable or dependent persons. 

Article 13 Information for research participants 
l. The persons being asked to participate in a research project shall be given adequate informa

tion in a comprehensible form. This information shall be documented. 

2. The information shall cover the purpose, the overall plan and the possible risks and ben

efits of the research project, and include the opinion of the ethics committee. Before being asked to 

consent to participate in a research project, the persons concerned shall be specifically informed, 

according to the nature and purpose of the research: 

i. of the nature, extent and duration of the procedures involved, in particular, details of 

any burden imposed by the research project; 
ii. of available preventive, diagnostic and therapeutic procedures; 
iii. of the arrangements for responding to adverse events or the concerns of research 

participants; 
iv. of arrangements to ensure respect for private life and ensure the confidentiality of 

personal data; 

v. of arrangements for access to information relevant to the participant arising from the 

research and to its overall results; 
vi. of the arrangements for fair compensation in the case of damage; 
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vii. of any foreseen potential further uses, including commercial uses, of the research 

results, data or biological materials; 

viii. of the source of funding of the research project. 
3. In addition, the persons being asked to participate in a research project shall be informed 

of the rights and safeguards prescribed by law for their protection, and specifically of their right to 

refuse consent or to withdraw consent at any time without being subject to any form of discrimin
ation, in particular regarding the right to medical care. 

Article 14 Consent 
1. No research on a person may be carried out, subject to the provisions of both Chapter V and 

Article 19, without the informed, free, express, specific and documented consent of the person. 

Such consent may be freely withdrawn by the person at any phase of the research. 

2. Refusal to give consent or the withdrawal of consent to participation in research shall not 
lead to any form of discrimination against the person concerned, in particular regarding the right 
to medical care. 

3. Where the capacity of the person to give informed consent is in doubt, Arrangements shall be 

in place to verify whether or not the person has such capacity. 

Article 15 Protection of persons not able to consent to research 
1. Research on a person without the capacity to consent to research may be undertaken only if 

all the following specific conditions are met: 
i. the results of the research have the potential to produce real and direct benefit to his or 

her health; 

ii. research of comparable effectiveness cannot be carried out on individuals capable of 

giving consent; 

iii. the person undergoing research has been informed of his or her rights and the safe

guards prescribed by law for his or her protection, unless this person is not in a state to 

receive the information; 

iv. the necessary authorisation has been given specifically and in writing by the legal 

representative or an authority, person or body provided for by law, and after having 

received the information required by Article 16, taking into account the person's previ

ously expressed wishes or objections. An adult not able to consent shall as far as possible 

take part in the authorisation procedure. The opinion of a minor shall be taken into 

consideration as an increasingly determining factor in proportion to age and degree of 
maturity; 

v. the person concerned does not object. 
2. Exceptionally and under the protective conditions prescribed by law, where the research has 

not the potential to produce results of direct benefit to the health of the person concerned, such re

search may be authorised subject to the conditions laid down in paragraph 1, sub-paragraphs ii, iii, 

iv, and v above, and to the following additional conditions: 
i .  the research has the aim of contributing, through significant improvement in the sci

entific understanding of the individual's condition, disease or disorder, to the ultimate 
attainment of results capable of conferring benefit to the person concerned or to other 
persons in the same age category or afflicted with the same disease or disorder or having 
the same condition; 

ii. the research entails only minimal risk and minimal burden for the individual concerned; 

and any consideration of additional potential benefits of the research shall not be used to 

justify an increased level of risk or burden. 

3. Objection to participation, refusal to give authorisation or the withdrawal of authorisation 
to participate in research shall not lead to any form of discrimination against the person concerned, 
in particular regarding the right to medical care. 
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Article 16 Information prior to authorisation 
1. Those being asked to authorise participation of a person in a research project shall be given 

adequate information in a comprehensible form. This information shall be documented. 
2. The information shall cover the purpose, the overall plan and the possible risks and ben

efits of the research project, and include the opinion of the ethics committee. They shall further 

be informed of the rights and safeguards prescribed by law for the protection of those not able to 

consent to research and specifically of the right to refuse or to withdraw authorisation at any time, 
without the person concerned being subject to any form of discrimination, in particular regarding 

the right to medical care. They shall be specifically informed according to the nature and purpose of 

the research of the items of information listed in Article 13. 

3. The information shall also be provided to the individual concerned, unless this person is not 

in a state to receive the information. 

Article 17 Research with minimal risk and minimal burden 
1. For the purposes of this Protocol it is deemed that the research bears a minimal risk if, having 

regard to the nature and scale of the intervention, it is to be expected that it will result, at the most, 

in a very slight and temporary negative impact on the health of the person concerned. 

2. It is deemed that it bears a minimal burden if it is to be expected that the discomfort will be, 

at the most, temporary and very slight for the person concerned. In assessing the burden for an in
dividual, a person enjoying the special confidence of the person concerned shall assess the burden 

where appropriate. 

Article 18 Research during pregnancy or breastfeeding 
l. Research on a pregnant woman which does not have the potential to produce results of direct 

benefit to her health, or to that of her embryo, foetus or child after birth, may only be undertaken if 

the following additional conditions are met: 
i. the research has the aim of contributing to the ultimate attainment of results capable 

of conferring benefit to other women in relation to reproduction or to other embryos, 
foetuses or children; 

ii. research of comparable effectiveness cannot be carried out on women who are not 

pregnant; 

111. the research entails only minimal risk and minimal burden. 

2. Where research is undertaken on a breastfeeding woman, particular care shall be taken to 

avoid any adverse impact on the health of the child. 

Article 19 Research on persons in emergency clinical situations 
1. The law shall determine whether, and under which protective additional conditions, re

search in emergency situations may take place when: 

i .  a person is  not in a state to give consent, and 

ii. because of the urgency of the situation, it is impossible to obtain in a sufficiently timely 

manner, authorisation from his or her representative or an authority or a person or 

body which would in the absence of an emergency situation be called upon to give 

authorisation. 

2. The law shall include the following specific conditions: 

i. research of comparable effectiveness cannot be carried out on persons in non-emergency 
situations; 

ii. the research project may only be undertaken if it has been approved specifically for 
emergency situations by the competent body; 

iii. any relevant previously expressed objections of the person known to the researcher shall 

be respected; 

iv. where the research has not the potential to produce results of direct benefit to the 

health of the person concerned, it has the aim of contributing, through significant 
improvement in the scientific understanding of the individual's condition, disease 
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or disorder, to the ultimate attainment of results capable of conferring benefit to the 

person concerned or to other persons in the same category or afflicted with the same 

disease or disorder or having the same condition, and entails only minimal risk and 

minimal burden. 

3. Persons participating in the emergency research project or, if applicable, their representa

tives shall be provided with all the relevant information concerning their participation in the re

search project as soon as possible. Consent or authorisation for continued participation shall be 

requested as soon as reasonably possible. 

Article 20 Research on persons deprived ofliberty 
Where the law allows research on persons deprived of liberty, such persons may participate in a re

search project in which the results do not have the potential to produce direct benefit to their health 

only if the following additional conditions are met: 

i .  research of comparable effectiveness cannot be carried out without the participation of 

persons deprived of liberty; 
ii. the research has the aim of contributing to the ultimate attainment of results capable of 

conferring benefit to persons deprived of liberty; 
iii. the research entails only minimal risk and minimal burden. 

Article 21 Minimisation of risk and burden 
1 .  All reasonable measures shall be taken to ensure safety and to minimise risk and burden for 

the research participants. 

2. Research may only be carried out under the supervision of a clinical professional who pos

sesses the necessary qualifications and experience. 

Article 22 Assessment of health status 
1. The researcher shall take all necessary steps to assess the state of health of human beings 

prior to their inclusion in research, to ensure that those at increased risk in relation to participation 

in a specific project be excluded. 

2. Where research is undertaken on persons in the reproductive stage of their lives, particular 

consideration shall be given to the possible adverse impact on a current or future pregnancy and the 

health of an embryo, foetus or child. 

Article 23 Non-interference with necessary clinical interventions 
1. Research shall not delay nor deprive participants of medically necessary preventive, diag

nostic or therapeutic procedures. 
2. In research associated with prevention, diagnosis or treatment, participants assigned to con

trol groups shall be assured of proven methods of prevention, diagnosis or treatment. 

3. The use of placebo is permissible where there are no methods of proven effectiveness, 

or where withdrawal or withholding of such methods does not present an unacceptable risk or 

burden. 

Article 23 Non-interference with necessary clinical interventions 
1. Research shall not prevent or delay nor deprive participants of medically necessary pre

ventive, diagnostic or therapeutic procedures. 
2. In research associated with prevention, diagnosis or treatment, participants assigned to con

trol groups shall be assured of proven methods of prevention diagnosis or treatment. 
3. The use of placebo is permissible where there are no methods of proven effectiveness, 

or where withdrawal or withholding of such methods does not present an unacceptable risk or 

burden. 

Article 24 New developments 
1. Parties to this Protocol shall take measures to ensure that the research project is re-examined 

if this is justified in the light of scientific developments or events arising in the course of the research. 
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2 .  The purpose of the re-examination is to establish whether: 

i .  the research needs to be discontinued or if changes to the research project are necessary 

for the research to continue; 

ii. research participants, or if applicable their representatives, need to be informed of the 
developments or events; 

ni. additional consent or authorisation for participation is required. 

2. Any new information relevant to their participation shall be conveyed to the research par

ticipants, or, if applicable, to their representatives, in a timely manner. 

3. The competent body shall be informed of the reasons for any premature termination of a 

research project. 

Article 25 Confidentiality 
l. Any information of a personal nature collected during biomedical research shall be consid

ered as confidential and treated according to the rules relating to the protection of private life. 

2. The law shall protect against inappropriate disclosure of any other information related 

to a research project that has been submitted to an ethics committee in compliance with this 

Protocol. 

Article 26 Right to information 
l. Research participants shall be entitled to know any information collected on their health in 

conformity with the provisions of Article 10 of the Convention. 

2. Other personal information collected for a research project will be accessible to them in 

conformity with the law on the protection of individuals with regard to processing of personal 

data. 

Article 27 Duty of care 
If research gives rise to information of relevance to the current or future health or quality of life 

of research participants, this information must be offered to them. That shall be done within a 

framework of health care or counselling. In communication of such information, due care must be 

taken in order to protect confidentiality and to respect any wish of a participant not to receive such 
information. 

Article 28 Availability of results 
l. On completion of the research, a report or summary shall be submitted to the ethics commit

tee or the competent body. 

2.  The conclusions of the research shall be made available to participants in reasonable time, 

on request. 

3. The researcher shall take appropriate measures to make public the results of research in 

reasonable time. 

Article 29 Research in States not parties to this Protocol 
Sponsors or researchers within the jurisdiction of a Party to this Protocol that plan to undertake or 

direct a research project in a State not party to this Protocol shall ensure that, without prejudice to 

the provisions applicable in that State, the research project complies with the principles on which 

the provisions of this Protocol are based. Where necessary, the Party shall take appropriate meas

ures to that end. 

APPENDIX TO THE ADDITIONAL PROTOCOL 
ON BIOMEDICAL RE SEARCH 

Information to  be given to  the ethics committee 
Information on the following items shall be provided to the ethics committee, in so far as it  is  rele
vant for the research project: 
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Description of the project 
i. the name of the principal researcher, qualifications and experience of researchers and, 

where appropriate, the clinically responsible person, and funding arrangements; 

ii. the aim and justification for the research based on the latest state of scientific knowledge; 

iii. methods and procedures envisaged, including statistical and other analytical techniques; 

iv. a comprehensive summary of the research project in lay language; 

v. a statement of previous and concurrent submissions of the research project for assess

ment or approval and the outcome of those submissions; 

Participants, consent and information 
vi. justification for involving human beings in the research project; 

vii. the criteria for inclusion or exclusion of the categories of persons for participation in the 

research project and how those persons are to be selected and recruited; 

viii. reasons for the use or the absence of control groups; 

ix. a description of the nature and degree of foreseeable risks that may be incurred through 

participating in research; 

x .  the nature, extent and duration of the interventions to be carried out on the research 

participants, and details of any burden imposed by the research project; 

xi. arrangements to monitor, evaluate and react to contingencies that may have conse
quences for the present or future health of research participants; 

xii. the timing and details of information for those persons who would participate in the re

search project and the means proposed for provision of this information; 

xiii. documentation intended to be used to seek consent or, in the case of persons not able to 

consent, authorisation for participation in the research project; 

xiv. arrangements to ensure respect for the private life of those persons who would partici

pate in research and ensure the confidentiality of personal data; 

xv. arrangements foreseen for information which may be generated and be relevant to the 

present or future health of those persons who would participate in research and their 

family members; 

Other information 
xvi. details of all payments and rewards to be made in the context of the research project; 

xvii. details of all circumstances that might lead to conflicts of interest that may affect the in

dependent judgement of the researchers; 

xviii. details of any foreseen potential further uses, including commercial uses, of the research 

results, data or biological materials; 

xix. details of all other ethical issues, as perceived by the researcher; 

xx. details of any insurance or indemnity to cover damage arising in the context of the re

search project. 

The ethics committee may request additional information necessary for evaluation of the re

search project. 

Convention on the Rights of Persons with Disabilities* 

Adopted December 2006 by General Assembly Resolution A/RES/61/106 

Article 1 Purpose 
The purpose of the present Convention is to promote, protect and ensure the full and equal enjoy
ment of all human rights and fundamental freedoms by all persons with disabilities, and to promote 

respect for their inherent dignity. 

* From Convention on che Rights of Persons with Disabilities, by the General Assembly, © 2006 United Nations. Reprinted with the 
permission of the United Nations. 
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Persons with disabilities include those who have long-term physical, mental, intellectual or sen

sory impairments which in interaction with various barriers may hinder their full and effective par

ticipation in society on an equal basis with others. 

Article 2 Definitions 
For the purposes of the present Convention: 

'Communication' includes languages, display of text, Braille, tactile communication, large print, 

accessible multimedia as well as written, audio, plain-language, human-reader and augmentative 

and alternative modes, means and formats of communication, including accessible information and 

communication technology; 

'Language' includes spoken and signed languages and other forms of non spoken languages; 

'Discrimination on the basis of disability' means any distinction, exclusion or restriction on the 

basis of disability which has the purpose or effect of impairing or nullifying the recognition, enjoy

ment or exercise, on an equal basis with others, of all human rights and fundamental freedoms in 

the political, economic, social, cultural, civil or any other field. It includes all forms of discrimin
ation, including denial of reasonable accommodation; 

'Reasonable accommodation' means necessary and appropriate modification and adjustments 

not imposing a disproportionate or undue burden, where needed in a particular case, to ensure to 

persons with disabilities the enjoyment or exercise on an equal basis with others of all human rights 

and fundamental freedoms; 

'Universal design' means the design of products, environments, programmes and services to be 
usable by all people, to the greatest extent possible, without the need for adaptation or specialized 

design. 'Universal design' shall not exclude assistive devices for particular groups of persons with 

disabilities where this is needed. 

Article 3 General principles 
The principles of the present Convention shall be: 

a. Respect for inherent dignity, individual autonomy including the freedom to make one's 

own choices, and independence of persons; 

b. Non-discrimination; 

c. Full and effective participation and inclusion in society; 

d. Respect for difference and acceptance of persons with disabilities as part of human diver-

sity and humanity; 

e. Equality of opportunity; 

f. Accessibility; 

g. Equality between men and women; 

h. Respect for the evolving capacities of children with disabilities and respect for the right of 

children with disabilities to preserve their identities. 

Article 4 General obligations 
1. States Parties undertake to ensure and promote the full realization of all human rights and 

fundamental freedoms for all persons with disabilities without discrimination of any kind on the 
basis of disability. To this end, States Parties undertake: 

a. To adopt all appropriate legislative, administrative and other measures for the implemen

tation of the rights recognized in the present Convention; 
b. To take all appropriate measures, including legislation, to modify or abolish existing 

laws, regulations, customs and practices that constitute discrimination against persons 

with disabilities; 

c. To take into account the protection and promotion of the human rights of persons with 
disabilities in all policies and programmes; 

d. To refrain from engaging in any act or practice that is inconsistent with the present 
Convention and to ensure that public authorities and institutions act in conformity with 
the present Convention; 
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e.  To take all appropriate measures to eliminate discrimination on the basis of disability by 

any person, organization or private enterprise; 

f. To undertake or promote research and development of universally designed goods, ser

vices, equipment and facilities, as defined in article 2 of the present Convention, which 

should require the minimum possible adaptation and the least cost to meet the specific 

needs of a person with disabilities, to promote their availability and use, and to promote 

universal design in the development of standards and guidelines; 

g. To undertake or promote research and development of, and to promote the availability 

and use of new technologies, including information and communications technologies, 
mobility aids, devices and assistive technologies, suitable for persons with disabilities, 

giving priority to technologies at an affordable cost; 

h. To provide accessible information to persons with disabilities about mobility aids, devices 
and assistive technologies, including new technologies, as well as other forms of assis

tance, support services and facilities; 
i. To promote the training of professionals and staff working with persons with disabilities 

in the rights recognized in this Convention so as to better provide the assistance and ser

vices guaranteed by those rights. 

2. With regard to economic, social and cultural rights, each State Party undertakes to take 
measures to the maximum of its available resources and, where needed, within the framework of 

international cooperation, with a view to achieving progressively the full realization of these rights, 

without prejudice to those obligations contained in the present Convention that are immediately 

applicable according to international law. 

3. In the development and implementation of legislation and policies to implement the pre

sent Convention, and in other decision-making processes concerning issues relating to persons with 

disabilities, States Parties shall closely consult with and actively involve persons with disabilities, 

including children with disabilities, through their representative organizations. 

4. Nothing in the present Convention shall affect any provisions which are more conducive to 

the realization of the rights of persons with disabilities and which may be contained in the law of a 

State Party or international law in force for that State. There shall be no restriction upon or deroga

tion from any of the human rights and fundamental freedoms recognized or existing in any State 

Party to the present Convention pursuant to law, conventions, regulation or custom on the pretext 

that the present Convention does not recognize such rights or freedoms or that it recognizes them 
to a lesser extent. 

5. The provisions of the present Convention shall extend to all parts of federal states without 

any limitations or exceptions. 

Article 5 Equality and non-discrimination 
1. States Parties recognize that all persons are equal before and under the law and are entitled 

without any discrimination to the equal protection and equal benefit of the law. 

2. States Parties shall prohibit all discrimination on the basis of disability and guarantee 
to persons with disabilities equal and effective legal protection against discrimination on all 

grounds. 
3. In order to promote equality and eliminate discrimination, States Parties shall take all ap

propriate steps to ensure that reasonable accommodation is provided. 

4. Specific measures which are necessary to accelerate or achieve de facto equality of persons 

with disabilities shall not be considered discrimination under the terms of the present Convention. 

Article 6 Women with disabilities 
1. States Parties recognize that women and girls with disabilities are subject to multiple dis

crimination, and in this regard shall take measures to ensure the full and equal enjoyment by them 
of all human rights and fundamental freedoms. 
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2. States Parties shall take all appropriate measures to ensure the full development, advance

ment and empowerment of women, for the purpose of guaranteeing them the exercise and enjoy

ment of the human rights and fundamental freedoms set out in the present Convention. 

Article 7 Children with disabilities 
1. States Parties shall take all necessary measures to ensure the full enjoyment by children with 

disabilities of all human rights and fundamental freedoms on an equal basis with other children. 
2. In all actions concerning children with disabilities, the best interests of the child shall be a 

primary consideration. 

3. States Parties shall ensure that children with disabilities have the right to express their views 

freely on all matters affecting them, their views being given due weight in accordance with their 

age and maturity, on an equal basis with other children, and to be provided with disability and 

age-appropriate assistance to realize that right. 

Article 8 Awareness-raising 
1. States Parties undertake to adopt immediate, effective and appropriate measures: 

a. To raise awareness throughout society, including at the family level, regarding per

sons with disabilities, and to foster respect for the rights and dignity of persons with 

disabilities; 

b. To combat stereotypes, prejudices and harmful practices relating to persons with disabil

ities, including those based on sex and age, in all areas of life; 

c. To promote awareness of the capabilities and contributions of persons with disabilities. 

Measures to this end include: 

a. Initiating and maintaining effective public awareness campaigns designed: 
i .  To nurture receptiveness to the rights of persons with disabilities; 
ii. To promote positive perceptions and greater social awareness towards persons 

with disabilities; 

iii. To promote recognition of the skills, merits and abilities of persons with disabil

ities, and of their contributions to the workplace and the labour market; 

b. Fostering at all levels of the education system, including in all children from an early 

age, an attitude of respect for the rights of persons with disabilities; 

c. Encouraging all organs of the media to portray persons with disabilities in a manner 

consistent with the purpose of the present Convention; 

d. Promoting awareness-training programmes regarding persons with disabilities and the 
rights of persons with disabilities. 

Article 10 Right to life 
States Parties reaffirm that every human being has the inherent right to life and shall take all neces
sary measures to ensure its effective enjoyment by persons with disabilities on an equal basis with 

others. 

Article 12 Equal recognition before the law 
1 .  States Parties reaffirm that persons with disabilities have the right to recognition every

where as persons before the law. 

2 .  States Parties shall recognize that persons with disabilities enjoy legal capacity on an equal 
basis with others in all aspects of life. 

3. States Parties shall take appropriate measures to provide access by persons with disabilities 
to the support they may require in exercising their legal capacity. 

4. States Parties shall ensure that all measures that relate to the exercise of legal capacity pro

vide for appropriate and effective safeguards to prevent abuse in accordance with international 

human rights law. Such safeguards shall ensure that measures relating to the exercise of legal 
capacity respect the rights, will and preferences of the person, are free of conflict of interest and 
undue influence, are proportional and tailored to the person's circumstances, apply for the shortest 
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time possible and are subject to regular review by a competent, independent and impartial authority 

or judicial body. The safeguards shall be proportional to the degree to which such measures affect 

the person's rights and interests. 
S. Subject to the provisions of this article, States Parties shall take all appropriate and effective 

measures to ensure the equal right of persons with disabilities to own or inherit property, to control 

their own financial affairs and to have equal access to bank loans, mortgages and other forms of 
financial credit, and shall ensure that persons with disabilities are not arbitrarily deprived of their 

property. 

Article 13 Access to justice 
1. States Parties shall ensure effective access to justice for persons with disabilities on an equal 

basis with others, including through the provision of procedural and age-appropriate accommoda

tions, in order to facilitate their effective role as direct and indirect participants, including as wit

nesses, in all legal proceedings, including at investigative and other preliminary stages. 

2. In order to help to ensure effective access to justice for persons with disabilities, States 
Parties shall promote appropriate training for those working in the field of administration of justice, 

including police and prison staff. 

Article 14 Liberty and security of the person 
1. States Parties shall ensure that persons with disabilities, on an equal basis with others: 

a. Enjoy the right to liberty and security of person; 

b. Are not deprived of their liberty unlawfully or arbitrarily, and that any deprivation of 
liberty is in conformity with the law, and that the existence of a disability shall in no case 
justify a deprivation ofliberty. 

2. States Parties shall ensure that if persons with disabilities are deprived of their liberty 

through any process, they are, on an equal basis with others, entitled to guarantees in accordance 

with international human rights law and shall be treated in compliance with the objectives and 

principles of this Convention, including by provision of reasonable accommodation. 

Article 15 Freedom from torture or cruel, inhuman or degrading treatment 
or punishment 

1. No one shall be subjected to torture or to cruel, inhuman or degrading treatment or punish

ment. In particular, no one shall be subjected without his or her free consent to medical or scientific 

experimentation. 

2. States Parties shall take all effective legislative, administrative, judicial or other measures to 
prevent persons with disabilities, on an equal basis with others, from being subjected to torture or 

cruel, inhuman or degrading treatment or punishment. 

Article 16 Freedom from exploitation, violence and abuse 
1. States Parties shall take all appropriate legislative, administrative, social, educational and 

other measures to protect persons with disabilities, both within and outside the home, from all 

forms of exploitation, violence and abuse, including their gender-based aspects. 
2. States Parties shall also take all appropriate measures to prevent all forms of exploitation, 

violence and abuse by ensuring, inter alia, appropriate forms of gender- and age-sensitive assistance 
and support for persons with disabilities and their families and caregivers, including through the 

provision of information and education on how to avoid, recognize and report instances of exploit

ation, violence and abuse. States Parties shall ensure that protection services are age-, gender- and 

disability-sensitive. 
3. In order to prevent the occurrence of all forms of exploitation, violence and abuse, States 

Parties shall ensure that all facilities and programmes designed to serve persons with disabilities 
are effectively monitored by independent authorities. 

4. States Parties shall take all appropriate measures to promote the physical, cognitive and psy
chological recovery, rehabilitation and social reintegration of persons with disabilities who become 
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victims of any form of exploitation, violence or abuse, including through the provision of protec

tion services. Such recovery and reintegration shall take place in an environment that fosters the 

health, welfare, self-respect, dignity and autonomy of the person and takes into account gender- and 

age-specific needs. 

5. States Parties shall put in place effective legislation and policies, including women- and 

child-focused legislation and policies, to ensure that instances of exploitation, violence and abuse 

against persons with disabilities are identified, investigated and, where appropriate, prosecuted. 

Article 17 Protecting the integrity of the person 
Every person with disabilities has a right to respect for his or her physical and mental integrity on 
an equal basis with others. 

Article 18 Liberty of movement and nationality 
2. Children with disabilities shall be registered immediately after birth and shall have the right 

from birth to a name, the right to acquire a nationality and, as far as possible, the right to know and 

be cared for by their parents. 

Article 19 Living independently and being included in the community 
States Parties to this Convention recognize the equal right of all persons with disabilities to live in 

the community, with choices equal to others, and shall take effective and appropriate measures to 

facilitate full enjoyment by persons with disabilities of this right and their full inclusion and partici

pation in the community, including by ensuring that: 

a. Persons with disabilities have the opportunity to choose their place of residence and 
where and with whom they live on an equal basis with others and are not obliged to live 

in a particular living arrangement; 

b. Persons with disabilities have access to a range of in-home, residential and other com

munity support services, including personal assistance necessary to support living and 
inclusion in the community, and to prevent isolation or segregation from the community; 

c. Community services and facilities for the general population are available on an equal 

basis to persons with disabilities and are responsive to their needs. 

Article 21 Freedom of expression and opinion, and access to information 
States Parties shall take all appropriate measures to ensure that persons with disabilities can ex

ercise the right to freedom of expression and opinion, including the freedom to seek, receive and 

impart information and ideas on an equal basis with others and through all forms of communication 

of their choice, as defined in article 2 of the present Convention, including by: 

a. Providing information intended for the general public to persons with disabilities in ac

cessible formats and technologies appropriate to different kinds of disabilities in a timely 
manner and without additional cost; 

b. Accepting and facilitating the use of sign languages, Braille, augmentative and alterna

tive communication, and all other accessible means, modes and formats of communica

tion of their choice by persons with disabilities in official interactions; 

c. Urging private entities that provide services to the general public, including through the 

Internet, to provide information and services in accessible and usable formats for persons 

with disabilities; 
d. Encouraging the mass media, including providers of information through the Internet, to 

make their services accessible to persons with disabilities; 

e. Recognizing and promoting the use of sign languages. 

Article 22 Respect for privacy 
l. No person with disabilities, regardless of place of residence or living arrangements, shall be 

subjected to arbitrary or unlawful interference with his or her privacy, family, home or correspond

ence or other types of communication or to unlawful attacks on his or her honour and reputation. 
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Persons with disabilities have the right to the protection of the law against such interference or 

attacks. 

2. States Parties shall protect the privacy of personal, health and rehabilitation information of 

persons with disabilities on an equal basis with others. 

Article 23 Respect for home and the family 
1 .  States Parties shall take effective and appropriate measures to eliminate discrimination 

against persons with disabilities in all matters relating to marriage, family, parenthood and rela

tionships, on an equal basis with others, so as to ensure that: 

a. The right of all persons with disabilities who are of marriageable age to marry and 

to found a family on the basis of free and full consent of the intending spouses is 

recognized; 

b. The rights of persons with disabilities to decide freely and responsibly on the number and 

spacing of their children and to have access to age-appropriate information, reproductive 

and family planning education are recognized, and the means necessary to enable them 

to exercise these rights are provided; 

c. Persons with disabilities, including children, retain their fertility on an equal basis with 

others. 

2. States Parties shall ensure the rights and responsibilities of persons with disabilities, with 
regard to guardianship, wardship, trusteeship, adoption of children or similar institutions, where 

these concepts exist in national legislation; in all cases the best interests of the child shall be para

mount. States Parties shall render appropriate assistance to persons with disabilities in the perform

ance of their child-rearing responsibilities. 

3. States Parties shall ensure that children with disabilities have equal rights with respect to 

family life. With a view to realizing these rights, and to prevent concealment, abandonment, neg
lect and segregation of children with disabilities, States Parties shall undertake to provide early and 

comprehensive information, services and support to children with disabilities and their families. 

4. States Parties shall ensure that a child shall not be separated from his or her parents against 

their will, except when competent authorities subject to judicial review determine, in accordance 

with applicable law and procedures, that such separation is necessary for the best interests of the 

child. In no case shall a child be separated from parents on the basis of a disability of either the child 

or one or both of the parents. 

5. States Parties shall, where the immediate family is unable to care for a child with disabil
ities, undertake every effort to provide alternative care within the wider family, and failing that, 

within the community in a family setting. 

Article 25 Health 
States Parties recognize that persons with disabilities have the right to the enjoyment of the 

highest attainable standard of health without discrimination on the basis of disability. States 

Parties shall take all appropriate measures to ensure access for persons with disabilities to health 

services that are gender-sensitive, including health-related rehabilitation. In particular, States 

Parties shall: 
a .  Provide persons with disabilities with the same range, quality and standard of free 

or affordable health care and programmes as provided to other persons, including 
in the area of sexual and reproductive health and population-based public health 
programmes; 

b. Provide those health services needed by persons with disabilities specifically because 
of their disabilities, including early identification and intervention as appropriate, and 

services designed to minimize and prevent further disabilities, including among chil

dren and older persons; 
c. Provide these health services as close as possible to people's own communities, in

cluding in rural areas; 
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d. Require health professionals to provide care of the same quality to persons with dis

abilities as to others, including on the basis of free and informed consent by, inter alia, 

raising awareness of the human rights, dignity, autonomy and needs of persons with 

disabilities through training and the promulgation of ethical standards for public and 

private health care; 

e. Prohibit discrimination against persons with disabilities in the provision of health in

surance, and life insurance where such insurance is permitted by national law, which 

shall be provided in a fair and reasonable manner; 

f. Prevent discriminatory denial of health care or health services or food and fluids on 

the basis of disability. 

Article 26 Habilitation and rehabilitation 
1. States Parties shall take effective and appropriate measures, including through peer sup

port, to enable persons with disabilities to attain and maintain maximum independence, full 

physical, mental, social and vocational ability, and full inclusion and participation in all aspects 

of life. To that end, States Parties shall organize, strengthen and extend comprehensive habili

tation and rehabilitation services and programmes, particularly in the areas of health, employ

ment, education and social services, in such a way that these services and programmes: 

a. Begin at the earliest possible stage, and are based on the multidisciplinary assess
ment of individual needs and strengths; 

b. Support participation and inclusion in the community and all aspects of society, are 

voluntary, and are available to persons with disabilities as close as possible to their 

own communities, including in rural areas. 

2. States Parties shall promote the development of initial and continuing training for profes

sionals and staff working in habilitation and rehabilitation services. 

3. States Parties shall promote the availability, knowledge and use of assistive devices 

and technologies, designed for persons with disabilities, as they relate to habilitation and 

rehabilitation. 

Additional Protocol to the Convention on Human Rights 

and Biomedicine concerning Genetic Testing 

for Health Purposes* 

(27.Xl.2008) 

Council of Europe Treaty Series-No. 203 

Chapter I Object and scope 

Article 1 Object and purpose 
Parties to this Protocol shall protect the dignity and identity of all human beings and guarantee 

everyone, without discrimination, respect for their integrity and other rights and fundamental free

doms with regard to the tests to which this Protocol applies in accordance with Article 2 .  

Article 2 Scope 
1. This Protocol applies to tests, which are carried out for health purposes, involving analysis of 

biological samples of human origin and aiming specifically to identify the genetic characteristics of 

* Reproduced with permission from the Council of Europe (© Council of Europe). An explanatory report to accompany this legal text 
can be found on their website: htcp://www.coe.int/. 
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a person which are inherited or acquired during early prenatal development (hereinafter referred 

to as 'genetic tests'). 
2. This Protocol does not apply: 

(a) to genetic tests carried out on the human embryo or foetus; 

(b) to genetic tests carried out for research purposes. 

3. For the purposes of paragraph 1: 

(a) 'analysis' refers to: 

(i) chromosomal analysis, 

(ii) DNA or RNA analysis, 

(iii) analysis of any other element enabling information to be obtained which is equiva
lent to that obtained with the methods referred to in sub-paragraphs a.i. and a.ii . ;  

(b) 'biological samples' refers to: 

(i) biological materials removed for the purpose of the test concerned, 

(ii) biological materials previously removed for another purpose. 

Chapter II General provisions 

Article 3 Primacy of the human being 
The interests and welfare of the human being concerned by genetic tests covered by this Protocol 

shall prevail over the sole interest of society or science. 

Article 4 Non-discrimination and non-stigmatisation 
1. Any form of discrimination against a person, either as an individual or as a member of a 

group on grounds of his or her genetic heritage is prohibited. 

2. Appropriate measures shall be taken in order to prevent stigmatisation of persons or groups 

in relation to genetic characteristics. 

Chapter III Genetic services 

Article 5 Quality of genetic services 
Parties shall take the necessary measures to ensure that genetic services are of appropriate quality. 

In particular, they shall see to it that: 

(a) genetic tests meet generally accepted criteria of scientific validity and clinical validity; 

(b) a quality assurance programme is implemented in each laboratory and that laboratories 

are subject to regular monitoring; 

(c) persons providing genetic services have appropriate qualifications to enable them to 

perform their role in accordance with professional obligations and standards. 

Article 6 Clinical utility 
Clinical utility of a genetic test shall be an essential criterion for deciding to offer this test to a person 
or a group of persons. 

Article 7 Individualised supervision 
1. A genetic test for health purposes may only be performed under individualised medical 

supervision. 

2. Exceptions to the general rule referred to in paragraph 1 may be allowed by a Party, subject 

to appropriate measures being provided, taking into account the way the test will be carried out, to 
give effect to the other provisions of this Protocol. 

However, such an exception may not be made with regard to genetic tests with important implica

tions for the health of the persons concerned or members of their family or with important implica

tions concerning procreation choices. 
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Chapter IV Information, genetic counselling and consent 

Article 8 Information and genetic counseling 
1. When a genetic test is envisaged, the person concerned shall be provided with prior appro

priate information in particular on the purpose and the nature of the test, as well as the implications 

of its results. 

2. For predictive genetic tests as referred to in Article 12 of the Convention on Human Rights 

and Biomedicine, appropriate genetic counselling shall also be available for the person concerned. 

The tests concerned are: 

tests predictive of a monogenic disease, 

tests serving to detect a genetic predisposition or genetic susceptibility to a disease, 

tests serving to identify the subject as a healthy carrier of a gene responsible for a disease. 
The form and extent of this genetic counselling shall be defined according to the implications of the 
results of the test and their significance for the person or the members of his or her family, including 

possible implications concerning procreation choices. 

Genetic counselling shall be given in a non-directive manner. 

Article 9 Consent 
1. A genetic test may only be carried out after the person concerned has given free and informed 

consent to it. 

Consent to tests referred to in Article 8, paragraph 2, shall be documented. 

2. The person concerned may freely withdraw consent at any time. 

Chapter V Persons not able to consent 

Article 10 Protection of persons not able to consent 
Subject to Article 13 of this Protocol, a genetic test on a person who does not have the capacity to 

consent may only be carried out for his or her direct benefit. 

Where, according to law, a minor does not have the capacity to consent, a genetic test on this 

person shall be deferred until attainment of such capacity unless that delay would be detrimental to 

his or her health or well-being. 

Article 11 Information prior to authorisation, genetic counselling 
and support 

1. When a genetic test is envisaged in respect of a person not able to consent, the person, au

thority or body whose authorisation is required shall be provided with prior appropriate informa

tion in particular with regard to the purpose and the nature of the test, as well as the implications 

of its results. 

Appropriate prior information shall also be provided to the person not able to consent in respect 

of whom the test is envisaged, to the extent of his or her capacity to understand. 

A qualified person shall be available to answer possible questions by the person, authority or 
body whose authorisation is required, and, if appropriate, the person in respect of whom the test is 

envisaged. 

2. The provisions of Article 8, paragraph 2, shall apply in the case of persons not able to consent 

to the extent of their capacity to understand. 
Where relevant, appropriate support shall be available for the person whose authorisation is 

required. 

Article 12 Authorisation 
1. Where, according to law, a minor does not have the capacity to consent to a genetic test, that 

test may only be carried out with the authorisation of his or her representative or an authority or a 
person or body provided for by law. 
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The opinion of the minor shall be taken into consideration as an increasingly determining factor 

in proportion to his or her age and degree of maturity. 

2 .  Where, according to law, an adult does not have the capacity to consent to a genetic test 
because of a mental disability, a disease or for similar reasons, that test may only be carried out 
with the authorisation of his or her representative or an authority or a person or body provided 

for by law. 

Wishes relating to a genetic test expressed previously by an adult at a time where he or she had 

capacity to consent shall be taken into account. 

The individual concerned shall, to the extent of his or her capacity to understand, take part in the 
authorisation procedure. 

3. Authorisation to tests referred to in Article 8, paragraph 2, shall be documented. 
4. The authorisation referred to in paragraphs 1 and 2 above may be withdrawn at any time in 

the best interests of the person concerned. 

Chapter VI Tests for the benefit of family members 

Article 13 Tests on persons not able to consent 
Exceptionally, and by derogation from the provisions of Article 6, paragraph 1, of the Convention on 

Human Rights and Biomedicine and of Article 10 of this Protocol, the law may allow a genetic test 

to be carried out, for the benefit of family members, on a person who does not have the capacity to 

consent, if the following conditions are met: 
(a) the purpose of the test is to allow the family member(s) concerned to obtain a pre

ventive, diagnostic or therapeutic benefit that has been independently evaluated as im

portant for their health, or to allow them to make an informed choice with respect to 

procreation; 

(b) the benefit envisaged cannot be obtained without carrying out this test; 

(c) the risk and burden of the intervention are minimal for the person who is undergoing 

the test; 

(d) the expected benefit has been independently evaluated as substantially outweighing the 

risk for private life that may arise from the collection, processing or communication of 
the results of the test:; 

(e) the authorisation of the representative of the person not able to consent, or an authority 

or a person or body provided for by law has been given; 

(f) the person not able to consent shall, in proportion to his or her capacity to understand 

and degree of maturity, take part in the authorisation procedure. The test shall not be 

carried out if this person objects to it. 

Article 14 Tests on biological materials when it is not possible to contact 
the person concerned 
When it is not possible, with reasonable efforts, to contact a person for a genetic test for the benefit 

of his or her family member(s) on his or her biological material previously removed for another pur

pose, the law may allow the test to be carried out in accordance with the principle of proportionality, 
where the expected benefit cannot be otherwise obtained and where the test cannot be deferred. 

Provisions shall be made, in accordance with Article 22 of the Convention on Human Rights and 

Biomedicine, for the case where the person concerned has expressly opposed such test. 

Article 15 Tests on deceased persons 
A genetic test for the benefit of other family members may be carried out on biological samples: 

removed from the body of a deceased person, or 
removed, when he or she was alive, from a person now deceased, only if the consent or 
authorisation required by law has been obtained. 
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Chapter VII Private life and right to information 

Article 16 Respect for private life and right to information 
1 .  Everyone has the right to respect for his or her private life, in particular to protection of his or 

her personal data derived from a genetic test. 

2. Everyone undergoing a genetic test is entitled to know any information collected about his 
or her health derived from this test. 

The conclusions drawn from the test shall be accessible to the person concerned in a 

comprehensible form. 

3. The wish of a person not to be informed shall be respected. 

4. In exceptional cases, restrictions may be placed by law on the exercise of the rights contained 
in paragraphs 2 and 3 above in the interests of the person concerned. 

Article 17 Biological samples 
Biological samples referred to in Article 2 shall only be used and stored in such conditions 

as to ensure their security and the confidentiality of the information which can be obtained 

therefrom. 

Article 18 Information relevant to family members 
Where the results of a genetic test undertaken on a person can be relevant to the health of other 

family members, the person tested shall be informed. 

Chapter VIII Genetic screening programmes for health purposes 

Article 19 Genetic screening programmes for health purposes 
A health screening programme involving the use of genetic tests may only be implemented if it has 

been approved by the competent body. This approval may only be given after independent evalu

ation of its ethical acceptability and fulfillment of the following specific conditions: 
(a) the programme is recognised for its health relevance for the whole population or section 

of population concerned; 

(b) the scientific validity and effectiveness of the programme have been established; 

(c) appropriate preventive or treatment measures in respect of the disease or disorder which 

is the subject of the screening, are available to the persons concerned; 

(d) appropriate measures are provided to ensure equitable access to the programme; 
(e) the programme provides measures to adequately inform the population or section of 

population concerned of the existence, purposes and means of accessing the screening 

programme as well as the voluntary nature of participation in it. 

Chapter IX Public information 

Article 20 Public information 
Parties shall take appropriate measures to facilitate access for the public to objective general infor

mation on genetic tests, including their nature and the potential implications of their results. 

Chapter X Relation between this Protocol and other provisions 
and re-examination of the Protocol 

Article 21 Relation between this Protocol and the Convention 
As between the Parties, the provisions of Articles 1 to 20 of this Protocol shall be regarded as add

itional articles to the Convention on Human Rights and Biomedicine, and all the provisions of the 

Convention shall apply accordingly. 
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Article 22 Wider protection 
None of the provisions of this Protocol shall be interpreted as limiting or otherwise affecting the 
possibility for a Party to grant persons concerned by genetic testing for health purposes a wider 

measure of protection than is stipulated in this Protocol. 

World Medical Association Declaration of Helsinki : Ethical 

Principles for Medical Research involving Human Subjects* 

(June 2008) 

A. Introduction 

1. The World Medical Association (WMA) has developed the Declaration of Helsinki as a state

ment of ethical principles for medical research involving human subjects, including research on 

identifiable human material and data. 

The Declaration is intended to be read as a whole and each of its constituent paragraphs should 

not be applied without consideration of all other relevant paragraphs. 

2. Although the Declaration is addressed primarily to physicians, the WMA encourages other 

participants in medical research involving human subjects to adopt these principles. 

3. It is the duty of the physician to promote and safeguard the health of patients, including 

those who are involved in medical research. The physician's knowledge and conscience are dedi
cated to the fulfillment of this duty. 

4. The Declaration of Geneva of the WMA binds the physician with the words, 'The health of my 

patient will be my first consideration', and the International Code of Medical Ethics declares that, 'A 
physician shall act in the patient's best interest when providing medical care.' 

5. Medical progress is based on research that ultimately must include studies involving human 

subjects. Populations that are underrepresented in medical research should be provided appro

priate access to participation in research. 

6. In medical research involving human subjects, the well-being of the individual research sub

ject must take precedence over all other interests. 
7. The primary purpose of medical research involving human subjects is to understand the 

causes, development and effects of diseases and improve preventive, diagnostic and therapeutic 

interventions (methods, procedures and treatments). Even the best current interventions must be 

evaluated continually through research for their safety, effectiveness, efficiency, accessibility and 

quality. 

8. In medical practice and in medical research, most interventions involve risks and burdens. 

9. Medical research is subject to ethical standards that promote respect for all human subjects 
and protect their health and rights. Some research populations are particularly vulnerable and need 

special protection. These include those who cannot give or refuse consent for themselves and those 

who may be vulnerable to coercion or undue influence. 
10. Physicians should consider the ethical, legal and regulatory norms and standards for re

search involving human subjects in their own countries as well as applicable international norms 
and standards. No national or international ethical, legal or regulatory requirement should reduce 

or eliminate any of the protections for research subjects set forth in this Declaration. 

B. Principles for all medical research 

11 .  It is the duty of physicians who participate in medical research to protect the life, health, 

dignity, integrity, right to self-determination, privacy, and confidentiality of personal information 

ofresearch subjects. 

* Copyright, World Medical Association. All Rights Reserved. World Medical Association documents may be accessed via their web· 
site: http://www.wma.net/e/. 
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12. Medical research involving human subjects must conform to generally accepted scientific 

principles, be based on a thorough knowledge of the scientific literature, other relevant sources of 

information, and adequate laboratory and, as appropriate, animal experimentation. The welfare of 

animals used for research must be respected. 

13. Appropriate caution must be exercised in the conduct of medical research that may harm 

the environment. 

14. The design and performance of each research study involving human subjects must be 

clearly described in a research protocol. The protocol should contain a statement of the ethical con
siderations involved and should indicate how the principles in this Declaration have been addressed. 

The protocol should include information regarding funding, sponsors, institutional affiliations, 

other potential conflicts of interest, incentives for subjects and provisions for treating and/or com

pensating subjects who are harmed as a consequence of participation in the research study. The 

protocol should describe arrangements for post-study access by study subjects to interventions iden

tified as beneficial in the study or access to other appropriate care or benefits. 

15. The research protocol must be submitted for consideration, comment, guidance and 

approval to a research ethics committee before the study begins. This committee must be inde

pendent of the researcher, the sponsor and any other undue influence. It must take into consider

ation the laws and regulations of the country or countries in which the research is to be performed 
as well as applicable international norms and standards but these must not be allowed to reduce or 

eliminate any of the protections for research subjects set forth in this Declaration. The committee 

must have the right to monitor ongoing studies. The researcher must provide monitoring informa

tion to the committee, especially information about any serious adverse events. No change to the 
protocol may be made without consideration and approval by the committee. 

16. Medical research involving human subjects must be conducted only by individuals with 

the appropriate scientific training and qualifications. Research on patients or healthy volunteers 

requires the supervision of a competent and appropriately qualified physician or other health care 

professional. The responsibility for the protection of research subjects must always rest with the 

physician or other health care professional and never the research subjects, even though they have 
given consent. 

17. Medical research involving a disadvantaged or vulnerable population or community is only 

justified if the research is responsive to the health needs and priorities of this population or commu

nity and if there is a reasonable likelihood that this population or community stands to benefit from 

the results of the research. 

18. Every medical research study involving human subjects must be preceded by careful assess

ment of predictable risks and burdens to the individuals and communities involved in the research 
in comparison with foreseeable benefits to them and to other individuals or communities affected 

by the condition under investigation. 
19. Every clinical trial must be registered in a publicly accessible database before recruitment 

of the first subject. 

20. Physicians may not participate in a research study involving human subjects unless they 

are confident that the risks involved have been adequately assessed and can be satisfactorily man

aged. Physicians must immediately stop a study when the risks are found to outweigh the potential 

benefits or when there is conclusive proof of positive and beneficial results. 

21.  Medical research involving human subjects may only be conducted if the importance of the 
objective outweighs the inherent risks and burdens to the research subjects. 

22. Participation by competent individuals as subjects in medical research must be voluntary. 

Although it may be appropriate to consult family members or community leaders, no competent in
dividual may be enrolled in a research study unless he or she freely agrees. 

23. Every precaution must be taken to protect the privacy of research subjects and the confi
dentiality of their personal information and to minimize the impact of the study on their physical, 
mental and social integrity. 
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24. In medical research involving competent human subjects, each potential subject must be 

adequately informed of the aims, methods, sources of funding, any possible conflicts of interest, in

stitutional affiliations of the researcher, the anticipated benefits and potential risks of the study and 

the discomfort it may entail, and any other relevant aspects of the study. The potential subject must 
be informed of the right to refuse to participate in the study or to withdraw consent to participate at 

any time without reprisal. Special attention should be given to the specific information needs of in

dividual potential subjects as well as to the methods used to deliver the information. After ensuring 
that the potential subject has understood the information, the physician or another appropriately 

qualified individual must then seek the potential subject's freely-given informed consent, prefer

ably in writing. If the consent cannot be expressed in writing, the non-written consent must be for

mally documented and witnessed. 

25. For medical research using identifiable human material or data, physicians must normally 

seek consent for the collection, analysis, storage and/or reuse. There may be situations where con

sent would be impossible or impractical to obtain for such research or would pose a threat to the 

validity of the research. In such situations the research may be done only after consideration and 

approval of a research ethics committee. 
26. When seeking informed consent for participation in a research study the physician should 

be particularly cautious if the potential subject is in a dependent relationship with the physician or 

may consent under duress. In such situations the informed consent should be sought by an appropri

ately qualified individual who is completely independent of this relationship. 
27. For a potential research subject who is incompetent, the physician must seek informed con

sent from the legally authorized representative. These individuals must not be included in a re

search study that has no likelihood of benefit for them unless it is intended to promote the health of 

the population represented by the potential subject, the research cannot instead be performed with 

competent persons, and the research entails only minimal risk and minimal burden. 

28. When a potential research subject who is deemed incompetent is able to give assent to deci
sions about participation in research, the physician must seek that assent in addition to the consent 

of the legally authorized representative. The potential subject's dissent should be respected. 

29. Research involving subjects who are physically or mentally incapable of giving consent, for 

example, unconscious patients, may be done only if the physical or mental condition that prevents 

giving informed consent is a necessary characteristic of the research population. In such circum

stances the physician should seek informed consent from the legally authorized representative. If  

no such representative is  available and if  the research cannot be delayed, the study may proceed 

without informed consent provided that the specific reasons for involving subjects with a condition 

that renders them unable to give informed consent have been stated in the research protocol and the 

study has been approved by a research ethics committee. Consent to remain in the research should 
be obtained as soon as possible from the subject or a legally authorized representative. 

30. Authors, editors and publishers all have ethical obligations with regard to the publication of 

the results of research. Authors have a duty to make publicly available the results of their research on 

human subjects and are accountable for the completeness and accuracy of their reports. They should 

adhere to accepted guidelines for ethical reporting. Negative and inconclusive as well as positive 

results should be published or otherwise made publicly available. Sources of funding, institutional 
affiliations and conflicts of interest should be declared in the publication. Reports of research not in 
accordance with the principles of this Declaration should not be accepted for publication. 

C. Additional principles for medical research combined with medical care 

31. The physician may combine medical research with medical care only to the extent that 

the research is justified by its potential preventive, diagnostic or therapeutic value and if the phys

ician has good reason to believe that participation in the research study will not adversely affect the 

health of the patients who serve as research subjects. 
32 . The benefits, risks, burdens and effectiveness of a new intervention must be tested against 

those of the best current proven intervention, except in the following circumstances: 
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The use of placebo, or no treatment, is acceptable in studies where no current proven 

intervention exists; or 

Where for compelling and scientifically sound methodological reasons the use of pla
cebo is necessary to determine the efficacy or safety of an intervention and the patients 
who receive placebo or no treatment will not be subject to any risk of serious or irrevers

ible harm. Extreme care must be taken to avoid abuse of this option. 

33. At the conclusion of the study, patients entered into the study are entitled to be informed 

about the outcome of the study and to share any benefits that result from it, for example, access to 

interventions identified as beneficial in the study or to other appropriate care or benefits. 

34. The physician must fully inform the patient which aspects of the care are related to the re
search. The refusal of a patient to participate in a study or the patient's decision to withdraw from 

the study must never interfere with the patient-physician relationship. 

35. In the treatment of a patient, where proven interventions do not exist or have been inef

fective, the physician, after seeking expert advice, with informed consent from the patient or a le

gally authorized representative, may use an unproven intervention if in the physician's judgement it 

offers hope of saving life, re-establishing health or alleviating suffering. Where possible, this inter

vention should be made the object of research, designed to evaluate its safety and efficacy. In all 

cases, new information should be recorded and, where appropriate, made publicly available. 

Directive 2010/53/EU of the European Parliament 

and of the Council of 7 July 2010 on standards of quality 

and safety of human organs intended for transplantation* 

(Official Journal L 207, 06/08/2010 P. 0014-0029) 

Chapter I Subject Matter, Scope and Definitions 

Article 1 Subject Matter 
This Directive lays down rules to ensure standards of quality and safety for human organs (here

inafter 'organs') intended for transplantation to the human body, in order to ensure a high level of 

human health protection. 

Article 2 Scope 
1. This Directive applies to the donation, testing, characterisation, procurement, preservation, 

transport and transplantation of organs intended for transplantation. 

2. Where such organs are used for research purposes, this Directive only applies where they are 

intended for transplantation into the human body. 

Article 3 Definitions 
For the purposes of this Directive, the following definitions apply: 

(a) 'authorisation' means authorisation, accreditation, designation, licensing or registra

tion, depending on the concepts used and the practices in place in each Member State; 

(b) 'competent authority' means an authority, body, organisation and/or institution respon
sible for implementing the requirements of this Directive; 

(c) 'disposal' means the final placement of an organ where it is not used for transplantation; 

(d) 'donor' means a person who donates one or several organs, whether donation occurs 
during lifetime or after death; 

* © European Union, https://eur-lex.europa.eu, 1998-2019. 
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(e) 'donation' means donating organs for transplantation; 
(f) 'donor characterisation' means the collection of the relevant information on the charac

teristics of the donor needed to evaluate his/her suitability for organ donation, in order 

to undertake a proper risk assessment and minimise the risks for the recipient, and opti

mise organ allocation; 

(g) 'European organ exchange organisation' means a non-profit organisation, whether 

public or private, dedicated to national and cross-border organ exchange, in which the 

majority of its member countries are Member States; 
(h) 'organ' means a differentiated part of the human body, formed by different tissues, that 

maintains its structure, vascularisation, and capacity to develop physiological functions 

with a significant level of autonomy. A part of an organ is also considered to be an organ 

if its function is to be used for the same purpose as the entire organ in the human body, 

maintaining the requirements of structure and vascularisation; 
(i) 'organ characterisation' means the collection of the relevant information on the 

characteristics of the organ needed to evaluate its suitability, in order to undertake 

a proper risk assessment and minimise the risks for the recipient, and optimise organ 

allocation; 
(j) 'procurement' means a process by which the donated organs become available; 

(k) 'procurement organisation' means a healthcare establishment, a team or a unit of a hos

pital, a person, or any other body which undertakes or coordinates the procurement 

of organs, and is authorised to do so by the competent authority under the regulatory 

framework in the Member State concerned; 

(I) 'preservation' means the use of chemical agents, alterations in environmental condi

tions or other means to prevent or retard biological or physical deterioration of organs 

from procurement to transplantation; 

(m) 'recipient' means a person who receives a transplant of an organ; 
(n) 'serious adverse event' means any undesired and unexpected occurrence associated 

with any stage of the chain from donation to transplantation that might lead to the 

transmission of a communicable disease, to death or life-threatening, disabling or in
capacitating conditions for patients or which results in, or prolongs, hospitalisation or 

morbidity; 

(o) 'serious adverse reaction' means an unintended response, including a communicable 

disease, in the living donor or in the recipient that might be associated with any stage 

of the chain from donation to transplantation that is fatal, life-threatening, disabling, 
incapacitating, or which results in, or prolongs, hospitalisation or morbidity; 

(p) 'operating procedures' means written instructions describing the steps in a spe

cific process, including the materials and methods to be used and the expected end 

outcome; 
(q) 'transplantation' means a process intended to restore certain functions of the human 

body by transferring an organ from a donor to a recipient; 

(r) 'transplantation centre' means a healthcare establishment, a team or a unit of a hospital 

or any other body which undertakes the transplantation of organs and is authorised to 
do so by the competent authority under the regulatory framework in the Member State 

concerned; 

(s) 'traceability' means the ability to locate and identify the organ at each stage in the chain 
from donation to transplantation or disposal, including the ability to: 

identify the donor and the procurement organisation, 

- identify the recipient(s) at the transplantation centre(s), and 

locate and identify all relevant non-personal information relating to products and materials 
coming into contact with that organ. 
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Chapter II The Quality and Safety of Organs 

Article 4 Framework for quality and safety 
l .  Member States shall ensure that a framework for quality and safety is established to cover all 

stages of the chain from donation to transplantation or disposal, in compliance with the rules laid 

down in this Directive. 

2. The framework for quality and safety shall provide for the adoption and implementation of 
operating procedures for: 

(a) the verification of donor identity; 
(b) the verification of the details of the donor's or the donor's family's consent, authorisation 

or absence of any objection, in accordance with the national rules that apply where do

nation and procurement take place; 

(c) the verification of the completion of the organ and donor characterisation in accordance 
with Article 7 and the Annex; 

(d) the procurement, preservation, packaging and labelling of organs in accordance with 

Articles 5, 6 and 8; 

(e) the transportation of organs in accordance with Article 8; 

(f) ensuring traceability, in accordance with Article 10, guaranteeing compliance with the 

Union and national provisions on the protection of personal data and confidentiality; 

(g) the accurate, rapid and verifiable reporting of serious adverse events and reactions in 

accordance with Article 11(1); 

(h) the management of serious adverse events and reactions in accordance with Article 11 (2). 

The operating procedures referred to in points (f), (g) and (h) shall specify, inter alia, the responsi

bilities of procurement organisations, European organ exchange organisations and transplantation 

centres. 

3. In addition, the framework for quality and safety shall ensure that the healthcare personnel 

involved at all stages of the chain from donation to transplantation or disposal are suitably quali

fied or trained and competent, and shall develop specific training programmes for such personnel. 

Article 5 Procurement organisations 
l. Member States shall ensure that the procurement takes place in, or is carried out by, procure

ment organisations that comply with the rules laid down in this Directive. 

2. Member States shall, upon the request of the Commission or another Member State, 
provide information on the national requirements for the authorisation of procurement 

organisations. 

Article 6 Organ procurement 
1. Member States shall ensure that medical activities in procurement organisations, such as 

donor selection and evaluation, are performed under the advice and the guidance of a doctor of 

medicine as referred to in Directive 2005/36/EC of the European Parliament and of the Council of 
7 September 2005 on the recognition of professional qualifications. 

2. Member States shall ensure that procurement takes place in operating theatres, which are 

designed, constructed, maintained and operated in accordance with adequate standards and best 

medical practices so as to ensure the quality and safety of the organs procured. 

3. Member States shall ensure that procurement material and equipment are managed in 
accordance with relevant Union, international and national legislation, standards and guidelines 

on the sterilisation of medical devices. 

Article 7 Organ and donor characterisation 
l. Member States shall ensure that all procured organs and donors thereof are characterised 

before transplantation through the collection of the information set out in the Annex . . . . 

2. Notwithstanding paragraph 1, if according to a risk-benefit analysis in a particular case, in
cluding in life-threatening emergencies, the expected benefits for the recipient outweigh the risks 
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posed by incomplete data, an organ may be considered for transplantation even where not all of the 

minimum data specified in Part A of the Annex are available. 
3. In order to meet the quality and safety requirements laid down in this Directive, the medical 

team shall endeavour to obtain all necessary information from living donors and for that purpose 

shall provide them with the information they need to understand the consequences of donation. In 

the case of deceased donation, where possible and appropriate, the medical team shall endeavour 

to obtain such information from relatives of the deceased donor or other persons. The medical team 

shall also endeavour to make all parties from whom information is requested aware of the import

ance of the swift transmission of that information. 

4. The tests required for organ and donor characterisation shall be carried out by laboratories 

with suitably qualified or trained and competent personnel and adequate facilities and equipment. 

6. Where organs are exchanged between Member States, those Member States shall ensure 
that the information on organ and donor characterisation, as specified in the Annex, is transmitted 

to the other Member State with which the organ is exchanged, in conformity with the procedures 

established by the Commission pursuant to Article 29. 

Article 9 Transplantation centres 
1. Member States shall ensure that transplantation takes place in, or is carried out by, trans

plantation centres that comply with the rules laid down in this Directive. 

2. The competent authority shall indicate in the authorisation which activities the transplant
ation centre concerned may undertake. 

3. The transplantation centre shall verify before proceeding to transplantation that: 

(a) the organ and donor characterisation are completed and recorded in accordance with 

Article 7 and the Annex; 

(b) the conditions of preservation and transport of shipped organs have been maintained. 

4. Member States shall, upon the request of the Commission or another Member State, provide 

information on the national requirements for the authorisation of transplantation centres. 

Article 10 Traceability 
1. Member States shall ensure that all organs procured, allocated and transplanted on their ter

ritory can be traced from the donor to the recipient and vice versa in order to safeguard the health 

of donors and recipients. 

2. Member States shall ensure the implementation of a donor and recipient identification sys
tem that can identify each donation and each of the organs and recipients associated with it. With 

regard to such a system, Member States shall ensure that confidentiality and data security measures 

are in place in compliance with Union and national provisions, as referred to in Article 16. 
3. Member States shall ensure that: 

(a) the competent authority or other bodies involved in the chain from donation to trans

plantation or disposal keep the data needed to ensure traceability at all stages of the 

chain from donation to transplantation or disposal and the information on organ and 

donor characterisation as specified in the Annex, in accordance with the framework for 

quality and safety; 

(b) data required for full traceability is kept for a minimum of 30 years after donation. Such 
data may be stored in electronic form. 

4. Where organs are exchanged between Member States, those Member States shall transmit 

the necessary information to ensure the traceability of organs, in conformity with the procedures 

established by the Commission pursuant to Article 29. 

Article 11 Reporting system and management concerning serious adverse 
events and reactions 

1. Member States shall ensure that there is a reporting system in place to report, investi
gate, register and transmit relevant and necessary information concerning serious adverse events 

that may influence the quality and safety of organs and that may be attributed to the testing, 
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characterisation, procurement, preservation and transport of organs, as well as any serious adverse 

reaction observed during or after transplantation which may be connected to those activities. 

Article 12 Healthcare personnel 
Member States shall ensure that healthcare personnel directly involved in the chain from donation 

to the transplantation or disposal of organs are suitably qualified or trained and competent to per

form their tasks and are provided with the relevant training, as referred to in Article 4(3). 

Chapter III Donor and Recipient Protection and Donor Selection 
and Evaluation 

Article 13 Principles governing organ donation 
1. Member States shall ensure that donations of organs from deceased and living donors are 

voluntary and unpaid. 

2. The principle of non-payment shall not prevent living donors from receiving compensation, 

provided it is strictly limited to making good the expenses and loss of income related to the dona

tion. Member States shall define the conditions under which such compensation may be granted, 

while avoiding there being any financial incentives or benefit for a potential donor. 
3. Member States shall prohibit advertising the need for, or availability of, organs where such 

advertising is with a view to offering or seeking financial gain or comparable advantage. 

4. Member States shall ensure that the procurement of organs is carried out on a non-profit basis. 

Article 14 Consent requirements 
The procurement of organs shall be carried out only after all requirements relating to consent, au

thorisation or absence of any objection in force in the Member State concerned have been met. 

Article 15 Quality and safety aspects of living donation 
1. Member States shall take all necessary measures to ensure the highest possible protection of 

living donors in order to fully guarantee the quality and safety of organs for transplantation. 

2. Member States shall ensure that living donors are selected on the basis of their health 

and medical history, by suitably qualified or trained and competent professionals. Such assess

ments may provide for the exclusion of persons whose donation could present unacceptable 

health risks. 

3. Member States shall ensure that a register or record of the living donors is kept, in accord

ance with Union and national provisions on the protection of the personal data and statistical 

confidentiality. 
4. Member States shall endeavour to carry out the follow-up of living donors and shall have a 

system in place in accordance with national provisions, in order to identify, report and manage any 

event potentially relating to the quality and safety of the donated organ, and hence of the safety of 

the recipient, as well as any serious adverse reaction in the living donor that may result from the 

donation. 

Article 16 Protection of personal data, confidentiality and security 
of processing 
Member States shall ensure that the fundamental right to protection of personal data is fully and 

effectively protected in all organ donation and transplantation activities, in conformity with Union 
provisions on the protection of personal data, such as Directive 95/46/EC, and in particular Article 
8(3), Articles 16 and 17 and Article 28(2) thereof. Pursuant to Directive 95/46/EC, Member States 

shall take all necessary measures to ensure that: 
(a) the data processed are kept confidential and secure in accordance with Articles 16 and 

17 of Directive 95/46/EC. Any unauthorised accessing of data or systems that makes 
identification of donor or recipients possible shall be penalised in accordance with 

Article 23 of this Directive; 
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(b) donors and recipients whose data are processed within the scope of this Directive 

are not identifiable, except as permitted by Article 8(2) and (3) of Directive 95/46/ 

EC, and national provisions implementing that Directive. Any use of systems or data 
that makes the identification of donors or recipients possible with a view to tra

cing donors or recipients other than for the purposes permitted by Article 8 (2) and 
(3) of Directive 95/46/EC, including medical purposes, and by national provisions 

implementing that Directive shall be penalised in accordance with Article 23 of this 

Directive; 

(c) the principles relating to data quality, as set out in Article 6 of Directive 95/46/EC, 

are met. 

Chapter IV Obligations of Competent Authorities and Exchange 
of Information 

Article 18 Records and reports concerning procurement organisations and 
transplantation centres 

l. Member States shall ensure that the competent authority: 

(a) keeps a record of the activities of procurement organisations and transplantation cen

tres, including aggregated numbers of living and deceased donors, and the types and 

quantities of organs procured and transplanted, or otherwise disposed of in accordance 

with Union and national provisions on the protection of personal data and statistical 

confidentiality; 
(b) draws up and makes publicly accessible an annual report on activities referred to in 

point (a); 

(c) establishes and maintains an updated record of procurement organisations and trans

plantation centres. 

2. Member States shall, upon the request of the Commission or another Member State, provide 

information on the record of procurement organisations and transplantation centres. 

Chapter V Organ Exchange with Third Countries and European 
Organ Exchange Organisations 

Article 20 Organ exchange with third countries 
1. Member States shall ensure that organ exchange with third countries is supervised by the 

competent authority. For this purpose, the competent authority and European organ exchange 

organisations may conclude agreements with counterparts in third countries. 

2. The supervision of organ exchange with third countries may be delegated by the Member 

States to European organ exchange organisations. 

3. Organ exchange, as referred to in paragraph 1, shall be allowed only where the organs: 

(a) can be traced from the donor to the recipient and vice versa; 

(b) meet quality and safety requirements equivalent to those laid down in this Directive. 

Chapter VI General Provisions 

Article 23 Penalties 
Member States shall lay down the rules on penalties applicable to infringements of the national 

provisions adopted pursuant to this Directive and shall take all measures necessary to ensure that 
the penalties are implemented. The penalties provided for must be effective, proportionate and dis

suasive. Member States shall notify those provisions to the Commission by 27 August 2012 and shall 

notify it without delay of any subsequent amendments affecting them. 
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Article 24 Adaptation of the Annex 
The Commission may adopt delegated acts in accordance with Article 25 and subject to the condi

tions of Articles 26, 27 and 28 in order to: 

(a) supplement or amend the minimum data set specified in Part A of the Annex only in ex

ceptional situations where it is justified by a serious risk to human health considered as 

such on the basis of the scientific progress; 

(b) supplement or amend the complementary data set specified in Part B of the Annex in 

order to adapt it to scientific progress and international work carried out in the field of 

quality and safety of organs intended for transplantation. 

Article 31 Transposition 
1. Member States shall bring into force the laws, regulations and administrative provi

sions necessary to comply with this Directive by 27 August 2012. They shall forthwith inform the 

Commission thereof. 

ANNEX 

ORGAN AND D ONOR CHARACTERISATION 

PART A MINIMUM DATA SET 

Minimum data-information for the characterisation of  organs and donors, which has to be col

lected for each donation in accordance with second subparagraph of Article 7(1) and without preju

dice to Article 7(2). 

Minimum data set: 
The establishment where the procurement takes place and other general data; Type of donor; Blood 
group; Gender; Cause of death; Date of death; Date of birth or estimated age; Weight; Height; Past 

or present history of IV drug abuse; Past or present history of malignant neoplasia; Present history 

of other transmissible disease; HIV; HCV; HBV tests; Basic information to evaluate the function of 

the donated organ 

PART B COMPLEMENTARY DATA S ET 

Complementary data-information for the characterisation of organs and donors to be collected in 

addition to minimum data specified in Part A, based on the decision of the medical team, taking into 

account the availability of such information and the particular circumstances of the case, in accord

ance with the second subparagraph of Article 7(1). 

Complementary data set: 
General data: Contact details of the procurement organisation/the establishment where the pro
curement takes place necessary for coordination, allocation and traceability of the organs from 

donors to recipients and vice versa. 

Donor data: Demographic and anthropometrical data required in order to guarantee an appro

priate matching between the donor/organ and the recipient. 

Donor medical history: Medical history of the donor, in particular the conditions which might 
affect the suitability of the organs for transplantation and imply the risk of disease transmission. 

Physical and clinical data: Data from clinical examination which are necessary for the evaluation 
of the physiological maintenance of the potential donor as well as any finding revealing conditions 
which remained undetected during the examination of the donor's medical history and which might 
affect the suitability of organs for transplantation or might imply the risk of disease transmission. 
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Laboratory parameters: Data needed for the assessment of the functional characterisation of the 

organs and for the detection of potentially transmissible diseases and of possible contraindications 

with respect to organ donation. 

Image tests: Image explorations necessary for the assessment of the anatomical status of the 
organs for transplantation. 

Therapy: Treatments administered to the donor and relevant for the assessment of the func

tional status of the organs and the suitability for organ donation, in particular the use of antibiotics, 

inotropic support or transfusion therapy. 

Regulation (EU) 2016/679 of the European Parliament and 

of the Council of 27 April 2016 on the protection of natural 

persons with regard to the processing of personal data and 

on the free movement of such data* 

Chapter I General provisions 

Article 1 Subject-matter and objectives 
1. This Regulation lays down rules relating to the protection of natural persons with regard to 

the processing of personal data and rules relating to the free movement of personal data. 

2. This Regulation protects fundamental rights and freedoms of natural persons and in par

ticular their right to the protection of personal data. 
3. The free movement of personal data within the Union shall be neither restricted nor prohib

ited for reasons connected with the protection of natural persons with regard to the processing of 

personal data. 

Article 2 Material scope 
1. This Regulation applies to the processing of personal data wholly or partly by automated 

means and to the processing other than by automated means of personal data which form part of a 

filing system or are intended to form part of a filing system. 

2. This Regulation does not apply to the processing of personal data: 
(a) in the course of an activity which falls outside the scope of Union law; 

(b) by the Member States when carrying out activities which fall within the scope of Chapter 2 

of Title V of the TEU; 
(c) by a natural person in the course of a purely personal or household activity; 

(d) by competent authorities for the purposes of the prevention, investigation, detection or 
prosecution of criminal offences or the execution of criminal penalties, including the 

safeguarding against and the prevention of threats to public security. 

Chapter II Principles 

Article 5 Principles relating to processing of personal data 
1. Personal data shall be: 

(a) processed lawfully, fairly and in a transparent manner in relation to the data subject 

('lawfulness, fairness and transparency'); 
(b) collected for specified, explicit and legitimate purposes and not further processed in a 

manner that is incompatible with those purposes; further processing for archiving pur

poses in the public interest, scientific or historical research purposes or statistical pur

poses shall, in accordance with Article 89(1), not be considered to be incompatible with 
the initial purposes ('purpose limitation'); 

* © European Union, https://eur-lex.europa.eu, 1998-2019. 
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(c) adequate, relevant and limited to what is necessary in relation to the purposes for which 

they are processed ('data minimisation'); 

(d) accurate and, where necessary, kept up to date; every reasonable step must be taken to 

ensure that personal data that are inaccurate, having regard to the purposes for which 

they are processed, are erased or rectified without delay ('accuracy'); 

(e) kept in a form which permits identification of data subjects for no longer than is neces

sary for the purposes for which the personal data are processed; personal data may be 

stored for longer periods insofar as the personal data will be processed solely for archiv

ing purposes in the public interest, scientific or historical research purposes or statistical 

purposes in accordance with Article 89(1) subject to implementation of the appropriate 

technical and organisational measures required by this Regulation in order to safeguard 
the rights and freedoms of the data subject ('storage limitation'); 

(f) processed in a manner that ensures appropriate security of the personal data, including 

protection against unauthorised or unlawful processing and against accidental loss, de

struction or damage, using appropriate technical or organisational measures ('integrity 

and confidentiality'). 

2. The controller shall be responsible for, and be able to demonstrate compliance with, para

graph 1 ('accountability'). 

Article 6 Lawfulness of processing 
1. Processing shall be lawful only if and to the extent that at least one of the following applies: 

(a) the data subject has given consent to the processing ofhis or her personal data for one or 

more specific purposes; 

(b) processing is necessary for the performance of a contract to which the data subject is 

party or in order to take steps at the request of the data subject prior to entering into a 

contract; 

(c) processing is necessary for compliance with a legal obligation to which the controller is 

subject; 

(d) processing is necessary in order to protect the vital interests of the data subject or of an

other natural person; 
(e) processing is necessary for the performance of a task carried out in the public interest or 

in the exercise of official authority vested in the controller; 

(f) processing is necessary for the purposes of the legitimate interests pursued by the con

troller or by a third party, except where such interests are overridden by the interests or 

fundamental rights and freedoms of the data subject which require protection of per

sonal data, in particular where the data subject is a child. 

Point (f) of the first subparagraph shall not apply to processing carried out by public authorities in 
the performance of their tasks. 

4. Where the processing for a purpose other than that for which the personal data have been 

collected is not based on the data subject's consent or on a Union or Member State law which con

stitutes a necessary and proportionate measure in a democratic society to safeguard the objectives 

referred to in Article 23(1), the controller shall, in order to ascertain whether processing for another 

purpose is compatible with the purpose for which the personal data are initially collected, take into 
account, inter alia: 

(a) any link between the purposes for which the personal data have been collected and the 

purposes of the intended further processing; 

(b) the context in which the personal data have been collected, in particular regarding the 
relationship between data subjects and the controller; 

(c) the nature of the personal data, in particular whether special categories of personal data 
are processed, pursuant to Article 9, or whether personal data related to criminal convic

tions and offences are processed, pursuant to Article 10; 
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(d) the possible consequences of the intended further processing for data subjects; 
(e) the existence of appropriate safeguards, which may include encryption or 

pseudonymisation. 

Article 7 Conditions for consent 
1. Where processing is based on consent, the controller shall be able to demonstrate that the 

data subject has consented to processing of his or her personal data. 

2. If the data subject's consent is given in the context of a written declaration which also con

cerns other matters, the request for consent shall be presented in a manner which is clearly distin
guishable from the other matters, in an intelligible and easily accessible form, using clear and plain 

language. Any part of such a declaration which constitutes an infringement of this Regulation shall 

not be binding. 

3. The data subject shall have the right to withdraw his or her consent at any time. The with

drawal of consent shall not affect the lawfulness of processing based on consent before its with

drawal. Prior to giving consent, the data subject shall be informed thereof. It shall be as easy to 

withdraw as to give consent. 

4. When assessing whether consent is freely given, utmost account shall be taken of whether, 

inter alia, the performance of a contract, including the provision of a service, is conditional 

on consent to the processing of personal data that is not necessary for the performance of that 

contract. 

Article 9 Processing of special categories of personal data 
1. Processing of personal data revealing racial or ethnic origin, political opinions, religious or 

philosophical beliefs, or trade union membership, and the processing of genetic data, biometric data 

for the purpose of uniquely identifying a natural person, data concerning health or data concerning 

a natural person's sex life or sexual orientation shall be prohibited. 

2. Paragraph 1 shall not apply if one of the following applies: 

(a) the data subject has given explicit consent to the processing of those personal data for 

one or more specified purposes, except where Union or Member State law provide that 

the prohibition referred to in paragraph 1 may not be lifted by the data subject; 
(b) processing is necessary for the purposes of carrying out the obligations and exercising 

specific rights of the controller or of the data subject in the field of employment and so

cial security and social protection law in so far as it is authorised by Union or Member 

State law or a collective agreement pursuant to Member State law providing for appro

priate safeguards for the fundamental rights and the interests of the data subject; 

(c) processing is necessary to protect the vital interests of the data subject or of another 

natural person where the data subject is physically or legally incapable of giving 

consent; 
(d) processing is carried out in the course of its legitimate activities with appropriate safe

guards by a foundation, association or any other not-for-profit body with a political, 

philosophical, religious or trade union aim and on condition that the processing relates 

solely to the members or to former members of the body or to persons who have regular 
contact with it in connection with its purposes and that the personal data are not dis

closed outside that body without the consent of the data subjects; 
(e) processing relates to personal data which are manifestly made public by the data subject; 

(f) processing is necessary for the establishment, exercise or defence of legal claims or 

whenever courts are acting in their judicial capacity; 

(g) processing is necessary for reasons of substantial public interest, on the basis of Union or 
Member State law which shall be proportionate to the aim pursued, respect the essence 
of the right to data protection and provide for suitable and specific measures to safe

guard the fundamental rights and the interests of the data subject; 
(h) processing is necessary for the purposes of preventive or occupational medicine, for the 

assessment of the working capacity of the employee, medical diagnosis, the provision of 
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health or social care or treatment or the management of health or social care systems and 

services on the basis of Union or Member State law or pursuant to contract with a health 

professional and subject to the conditions and safeguards referred to in paragraph 3; 
(i) processing is necessary for reasons of public interest in the area of public health, such 

as protecting against serious cross-border threats to health or ensuring high standards 

of quality and safety of health care and of medicinal products or medical devices, on 

the basis of Union or Member State law which provides for suitable and specific meas

ures to safeguard the rights and freedoms of the data subject, in particular professional 

secrecy; 

(j) processing is necessary for archiving purposes in the public interest, scientific or histor

ical research purposes or statistical purposes in accordance with Article 89(1) based on 

Union or Member State law which shall be proportionate to the aim pursued, respect the 

essence of the right to data protection and provide for suitable and specific measures to 

safeguard the fundamental rights and the interests of the data subject. 

3. Personal data referred to in paragraph 1 may be processed for the purposes referred to in 
point (h) of paragraph 2 when those data are processed by or under the responsibility of a profes

sional subject to the obligation of professional secrecy under Union or Member State law or rules 

established by national competent bodies or by another person also subject to an obligation of se

crecy under Union or Member State law or rules established by national competent bodies. 

4. Member States may maintain or introduce further conditions, including limitations, with 

regard to the processing of genetic data, biometric data or data concerning health. 

Article 11 Processing which does not require identification 
1. If the purposes for which a controller processes personal data do not or do no longer require 

the identification of a data subject by the controller, the controller shall not be obliged to maintain, 

acquire or process additional information in order to identify the data subject for the sole purpose of 

complying with this Regulation. 

2. Where, in cases referred to in paragraph 1 of this Article, the controller is able to demon

strate that it is not in a position to identify the data subject, the controller shall inform the data 
subject accordingly, if possible. In such cases, Articles 15 to 20 shall not apply except where the data 

subject, for the purpose of exercising his or her rights under those articles, provides additional in

formation enabling his or her identification. 

Chapter III  Rights of the data subject 

Section 2 Information and access to personal data 
Article 15 Right of access by the data subject 

1. The data subject shall have the right to obtain from the controller confirmation as to whether 

or not personal data concerning him or her are being processed, and, where that is the case, access 

to the personal data and the following information: 

(a) the purposes of the processing; 
(b) the categories of personal data concerned; 

(c) the recipients or categories of recipient to whom the personal data have been or will be 

disclosed, in particular recipients in third countries or international organisations; 
(d) where possible, the envisaged period for which the personal data will be stored, or, if not 

possible, the criteria used to determine that period; 

(e) the existence of the right to request from the controller rectification or erasure of per

sonal data or restriction of processing of personal data concerning the data subject or to 

object to such processing; 
(f) the right to lodge a complaint with a supervisory authority; 

(g) where the personal data are not collected from the data subject, any available informa
tion as to their source; 
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(h) the existence of automated decision-making, including profiling, referred to in Article 
22(1) and (4) and, at least in those cases, meaningful information about the logic 

involved, as well as the significance and the envisaged consequences. of such processing 
for the data subject. 

2. Where personal data are transferred to a third country or to an international organisation, 

the data subject shall have the right to be informed of the appropriate safeguards pursuant to Article 

46 relating to the transfer. 

3. The controller shall provide a copy of the personal data undergoing processing. For any fur

ther copies requested by the data subject, the controller may charge a reasonable fee based on admin

istrative costs. Where the data subject makes the request by electronic means, and unless otherwise 
requested by the data subject, the information shall be provided in a commonly used electronic form. 

4. The right to obtain a copy referred to in paragraph 3 shall not adversely affect the rights and 

freedoms of others. 

Section 3 Rectification and erasure 
Article 16 Right to rectification 
The data subject shall have the right to obtain from the controller without undue delay the rectifica

tion of inaccurate personal data concerning him or her. Taking into account the purposes of the pro

cessing, the data subject shall have the right to have incomplete personal data completed, including 
by means of providing a supplementary statement. 

Article 17 Right to erasure ('right to be forgotten') 
1. The data subject shall have the right to obtain from the controller the erasure of personal 

data concerning him or her without undue delay and the controller shall have the obligation to erase 

personal data without undue delay where one of the following grounds applies: 

(a) the personal data are no longer necessary in relation to the purposes for which they were 

collected or otherwise processed; 

(b) the data subject withdraws consent on which the processing is based according to point 

(a) of Article 6(1), or point (a) of Article 9(2), and where there is no other legal ground 
for the processing; 

(c) the data subject objects to the processing pursuant to Article 21(1) and there are no over
riding legitimate grounds for the processing, or the data subject objects to the processing 

pursuant to Article 21(2); 
(d) the personal data have been unlawfully processed; 

(e) the personal data have to be erased for compliance with a legal obligation in Union or 

Member State law to which the controller is subject; 

(f) the personal data have been collected in relation to the offer of information society services 

referred to in Article 8(1) .  

2 .  Where the controller has made the personal data public and is obliged pursuant to paragraph 1 
to erase the personal data, the controller, taking account of available technology and the cost of 

implementation, shall take reasonable steps, including technical measures, to inform controllers 

which are processing the personal data that the data subject has requested the erasure by such con
trollers of any links to, or copy or replication of, those personal data. 

3. Paragraphs 1 and 2 shall not apply to the extent that processing is necessary: 

(a) for exercising the right of freedom of expression and information; 

(b) for compliance with a legal obligation which requires processing by Union or Member 
State law to which the controller is subject or for the performance of a task carried out 
in the public interest or in the exercise of official authority vested in the controller; 

(c) for reasons of public interest in the area of public health in accordance with points (h) 

and (i) of Article 9(2) as well as Article 9(3); 
(d) for archiving purposes in the public interest, scientific or historical research purposes 

or statistical purposes in accordance with Article 89(1) in so far as the right referred to 
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in paragraph 1 is likely to render impossible or seriously impair the achievement of the 

objectives of that processing; or 

(e) for the establishment, exercise or defence of legal claims. 

Article 18 Right to restriction of processing 
1. The data subject shall have the right to obtain from the controller restriction of processing 

where one of the following applies: 
(a) the accuracy of the personal data is contested by the data subject, for a period enabling 

the controller to verify the accuracy of the personal data; 

(b) the processing is unlawful and the data subject opposes the erasure of the personal data 

and requests the restriction of their use instead; 

(c) the controller no longer needs the personal data for the purposes of the processing, but 

they are required by the data subject for the establishment, exercise or defence of legal 

claims; 
(d) the data subject has objected to processing pursuant to Article 21(1) pending the verifica

tion whether the legitimate grounds of the controller override those of the data subject. 

2. Where processing has been restricted under paragraph l, such personal data shall, with the 

exception of storage, only be processed with the data subject's consent or for the establishment, ex

ercise or defence of legal claims or for the protection of the rights of another natural or legal person 

or for reasons of important public interest of the Union or of a Member State. 

3. A data subject who has obtained restriction of processing pursuant to paragraph 1 shall be 

informed by the controller before the restriction of processing is lifted. 

Article 20 Right to data portability 
1. The data subject shall have the right to receive the personal data concerning him or her, 

which he or she has provided to a controller, in a structured, commonly used and machine-readable 

format and have the right to transmit those data to another controller without hindrance from the 
controller to which the personal data have been provided, where: 

(a) the processing is based on consent pursuant to point (a) of Article 6(1) or point (a) of 
Article 9(2) or on a contract pursuant to point (b) of Article 6(1); and 

(b) the processing is carried out by automated means. 

2. In exercising his or her right to data portability pursuant to paragraph 1, the data subject 

shall have the right to have the personal data transmitted directly from one controller to another, 
where technically feasible. 

3. The exercise of the right referred to in paragraph 1 of this Article shall be without prejudice 

to Article 17. That right shall not apply to processing necessary for the performance of a task carried 

out in the public interest or in the exercise of official authority vested in the controller. 

4. The right referred to in paragraph 1 shall not adversely affect the rights and freedoms of 

others. 

Section 4 Right to object and automated individual decision-making 
Article 21 Right to object 

1. The data subject shall have the right to object, on grounds relating to his or her particular 

situation, at any time to processing of personal data concerning him or her which is based on point 

(e) or (f) of Article 6(1), including profiling based on those provisions. The controller shall no longer 
process the personal data unless the controller demonstrates compelling legitimate grounds for the 
processing which override the interests, rights and freedoms of the data subject or for the establish

ment, exercise or defence of legal claims. 
6. Where personal data are processed for scientific or historical research purposes or statistical 

purposes pursuant to Article 89(1), the data subject, on grounds relating to his or her particular 

situation, shall have the right to object to processing of personal data concerning him or her, unless 

the processing is necessary for the performance of a task carried out for reasons of public interest. 
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Section 5 Restrictions 
Article 23 Restrictions 

1. Union or Member State law to which the data controller or processor is subject may restrict 

by way of a legislative measure the scope of the obligations and rights provided for in Articles 12 to 
22 and Article 34, as well as Article S in so far as its provisions correspond to the rights and obliga

tions provided for in Articles 12 to 22, when such a restriction respects the essence of the funda

mental rights and freedoms and is a necessary and proportionate measure in a democratic society 

to safeguard: 

(a) national security; 

(b) defence; 

(c) public security; 

(d) the prevention, investigation, detection or prosecution of criminal offences or the exe

cution of criminal penalties, including the safeguarding against and the prevention of 

threats to public security; 

(e) other important objectives of general public interest of the Union or of a Member State, in 

particular an important economic or financial interest of the Union or of a Member State, 

including monetary, budgetary and taxation a matters, public health and social security; 

(f) the protection of judicial independence and judicial proceedings; 

(g) the prevention, investigation, detection and prosecution of breaches of ethics for regu

lated professions; 

(h) a monitoring, inspection or regulatory function connected, even occasionally, to the ex

ercise of official authority in the cases referred to in points (a) to (e) and (g); 
(i) the protection of the data subject or the rights and freedoms of others; 
U) the enforcement of civil law claims. 

Chapter IV Controller and processor 

Section 2 Security of personal data 
Article 34 Communication of a personal data breach to the data subject 

1. When the personal data breach is likely to result in a high risk to the rights and freedoms 
of natural persons, the controller shall communicate the personal data breach to the data subject 

without undue delay. 

2 .  The communication to the data subject referred to in paragraph 1 of this Article shall de

scribe in clear and plain language the nature of the personal data breach and contain at least the 

information and measures referred to in points (b), (c) and (d) of Article 33(3) . 

3. The communication to the data subject referred to in paragraph 1 shall not be required if any 

of the following conditions are met: 

(a) the controller has implemented appropriate technical and organisational protection 

measures, and those measures were applied to the personal data affected by the per

sonal data breach, in particular those that render the personal data unintelligible to any 
person who is not authorised to access it, such as encryption; 

(b) the controller has taken subsequent measures which ensure that the high risk to the 
rights and freedoms of data subjects referred to in paragraph 1 is no longer likely to 

materialise; 

(c) it would involve disproportionate effort. In such a case, there shall instead be a public 

communication or similar measure whereby the data subjects are informed in an equally 

effective manner. 

4. If the controller has not already communicated the personal data breach to the data subject, 
the supervisory authority, having considered the likelihood of the personal data breach resulting 
in a high risk, may require it to do so or may decide that any of the conditions referred to in para
graph 3 are met. 
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