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Good practice in prescribing and managing medicines and devices

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 Youshould take account of the clinical guidelines published by the:

a NICE (England)

b ScottishMedicinesConsortiumand HealthImprovement Scotland (includingthe Scottish
Intercollegiate Guidelines Network) (Scotland)

¢ 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 towhomyoudelegate 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 InConsent: patients and doctors making decisions together, we say:
5d. 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 theirrequest. 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 Youmustnot prescribe medicinesforyourown convenience or the convenience of other health
or social care professionals (for example, those caring for patients with dementia in care homes).

Prescribing for yourselfor those close to you

17 Wherever possible you mustavoid prescribing for yourself or anyone with whom youhave 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 nootherpersonwith thelegalrighttoprescribe 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 thetreatment is immediately necessary to:

i savealife
ii avoid serious deterioration in health, or
iii alleviate otherwise uncontrollable pain or distress.

19 If youprescribe for yourself or someone close to you, you must:

a make a clearrecord at the same time or as soon as possible afterwards. Therecord 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
forcontinuing care, unless (in the case of prescribing for somebody close toyou) theyobject.
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Consent

20 In Consent: patients and doctors making decisions together, we say:

e 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 arole to play in
making decisions about treatment or care.

21 Togetherwiththepatient,youshouldmake an assessment of theirconditionbefore deciding
to prescribe a medicine. Youmust have or take an adequate history, including:

a anypreviousadversereactions to medicines

b recent use of other medicines, including non-prescription and herbal medicines, illegal

drugs and medicines purchased online, and
¢ 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 Youshould reach agreement with the patient on the treatment proposed,! explaining:
a thelikelybenefits, 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
¢ 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
otherlanguages and other aids for patients with disabilities to helpthem 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 Itis 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.

! Anumber of patient decision aids are available on the National Prescribing Centre website (www.npc.nhs.uk).
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Good practice in prescribing and managing medicines and devices

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-
cinesstarted, with reasons)

b length of intended treatment

¢ 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 apatienthas not been referred toyouby their general practitioner, youshould also:

a considerwhether the information youhave issufficientand reliable enough toenable 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 youcan 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 onthe patient’s bestinterests, rather than on your conveni-
ence or the cost of the medicine and associated monitoring or follow-up.

36 Shared carerequires the agreement of all parties, including the patient. Effective communi-
cation and continuing liaison between all parties to ashared 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 yourselfthat 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 forany prescription you sign.
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Recommending medicines for prescription by colleagues

40 If yourecommend thata 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 theyhave sufficient knowledge of the patient and the medicine, experience (es-
pecially in the case of junior doctors) and information to prescribe. Youshould 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 yourselfinformed about the medicines that are prescribed for the patient
b beable to recognise serious and frequently occurring adverse side effects
¢ 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 Inproposing 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 Ifyouare uncertain aboutyour competence to take responsibility for the patient’s continuing
care, you should seek furtherinformation or advice from the clinicianwith whom the patient’s care is
shared orfrom another experienced colleague. If you are still not satisfied, you should explain this to
the other clinician and to the patient, and make appropriate arrangementsfor their continuing care.

Raising concerns

44 Prescribing and administration errors by doctors are common,?butharm 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.® 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, routinereporting 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.* You must make reports in accordance with your employer or contracting body’s
local clinical governance procedures.

47 You mustinformthe 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 Seethe EQUIP (Errors—Questioning Undergraduate Impacton Prescribing) study and Investigating the prevalence and causes of pre-
scribing errors in general practice: The Practice study.

? See Raising and acting onconcernsabout patient safety (2012).

* You should anonymise or code the information or seek consent, if practicable, or see our confidentiality guidance for more advice.

391




392 Good practice in prescribing and managing medicines and devices

atrisk.Theseincidents should also be reported to the medical deviceliaisonofficerwithin
your organisation.
48 You should provide patients with information about how they can report suspected side
effectsdirectly to the MHRA.
49 You should also:

a checkthatall 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, forexample, 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 guidance’ 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 Aswith 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 Tipsfor GPs—Strategies forsafer prescribing (National Prescribing Centre, 2011).
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57 Youmustbe satisfied that procedures for prescribing withrepeats and for generating repeat
prescriptions are secure and that:

a theright 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 arecord of dispenserswhohold original repeat dispensing prescriptions so thatyou
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-
selfthatyou can make an adequate assessment, establish a dialogue and obtain the patient’s consent
in accordance with the guidance at paragraphs 20-29.

61 Youmay prescribe only when you have adequate knowledge of the patient’s health, and are
satisfied that the medicines serve the patient’s needs. Youmust consider:

a the limitations of the medium through which you are communicating with the patient
b the need for physical examination or other assessments
¢ whether you have access to the patient’s medical records.

62 Youmustundertake a physical examination of patientsbefore prescribing non-surgical cos-
metic medicinal products such as Botox, Dysport 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 giveyourname and, ifyouare prescribing online, your GMC number

b explain how the remote consultation willwork and what to do if they have any concerns or
questions

¢ follow theadvice in paragraphs 30~34 on Sharing information with colleagues.

65 Youshould 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 youprescribe for patients who are overseas, you should considerhow 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 youwill need additional indemnity cover
¢ 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’isused to describe medicines thatare used outside the terms
of their UK licence or whichhavenolicenceforuse 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 amedicine 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 adultswould do so; or

iii the dosage specified for alicensed medicine would not meet the patient’s need; or
iv the patient needs a medicine in a formulation thatis not specified in anapplicable licence.
b Orwhere asuitably 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
¢ The prescribing forms part of a properly approved research project.

70 When prescribing an unlicensed medicine you must:

a be satisfied thatthereis sufficient evidence or experience of using the medicine to demon-
strateits 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 doctorto do so

¢ 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 thelicence 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 outsidethetermsoftheirlicence, forexampleintreating
children. In emergencies orwhere there is norealistic alternative treatment and such informationis
likely to cause distress, it may not be practical or necessary todraw attention to the licence. Inother
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 youintend 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.

¢ 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 Werecognise that personal beliefs and cultural practices are central to the lives of doctors
and patients, and thatall 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 requirementsof, 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:
* donottreat patients unfairly
* do not deny patients access to appropriate medical treatment or services
* donot cause patients distress.
If any of these circumstances is likely to arise, we expect doctors to provide effective patient care,
adviceor supportin line with Good medical practice, whatever their personal beliefs.!

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-
ingthem, 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 Thelaw does not require doctors to provide treatmentsor procedures that they have assessed
asnot being clinically appropriate or not of overall benefittothe patient.

7 Thelegal annex™ provides information aboutsomerelevantlegislation. Youshould 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

* © GeneralMedical Council 2013.

! Forexample, if you are the only doctor legally able to sign a cremation certificate, you should not refuse to do so on the basis of your
own personal orreligious 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
youmustnotrefuse totreatthe health consequences oflifestyle choices to which you object because
of your beliefs.?

9 Employing and contracting bodies are entitled to require doctors to fulfil contractual
requirements*thatmayrestrict 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 Patientshave aright to information about their condition and the options open to them. If
youhaveaconscientiousobjection to a treatment or procedure that maybe 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 Tellthe patientthattheyhave aright todiscusstheir condition and the optionsfor 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.

¢ 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
orrefer the patient. Youmust 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 thatmay be appropriate for them. However, if you feel (orthe
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 Youmust not obstruct patients fromaccessing services or leave them with nowhere to turn.

16 Whatever your personal beliefsabout the procedure in question, you must be respectful of
the patient’sdignity and views.

How could a patient’s personal beliefs affect their healthcare?

17 Patients’ personal beliefs may lead them to:
¢ askfora procedure for mainlyreligious, cultural or social reasons
 refusetreatment that you judge to be of overall benefit to them.

% For example, this means that you must not refuse to provide a patient with medical services because the patient is proposing to
undergo, is undergoing, or has undergone genderreassignment. However, youmay 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.

* For example, this means that while you may decide not to provide contraception (including emergency contraception) services to any
patient, you cannotbe willing to prescribe it only forwomen who live in accordance with your beliefs (eg by prescribing for married women
but not forunmarried women).

* Except where those requirements are inconsistent with legislation 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 procedures® 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 Inassessing what is of overall benefit to adultpatients,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 bestinterestswillinclude 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 beresolved 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 Ifyoujudge 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
treatmentsin 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 Ifyou agree to perform any procedure for religious or cultural reasons, you must meet the
same standards of practice required for performing therapeuticprocedures 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 youare 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 putpressure on them toacceptyouradvice.® You must be careful that your
words and actions do not implyjudgement 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.

* Where you have the knowledge, skills and experience to do so safely.

¢ For example, many Jehovah's Witnesses have strong objections to the use of blood and blood products, and may refuse them even if
they maydieas aresult. 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 details of hospitals and doctors who are experienced in ‘bloodless’ medical procedures.
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26 Ifthepatientisa child wholacks 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 Inanemergency, youcan provide treatmentthatisimmediately necessary tosavelife or pre-
vent deterioration in healthwithout 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
0-18years: 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 15a). 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 Youmay 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 yourselfrather than delegate

* make sure patients are given enough time and information before they decide whether tohave
anintervention

consider your patients’ psychological needs and whetherreferral to another experienced pro-
fessional colleagueis 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

takeparticularcarewhenconsidering 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 processesthat support quality assurance and service improvement, as set out in Good
medicalpractice 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

¢ routinely monitor patient outcomes, and audit your practice, reporting at least annual
data

d report product safetyconcerns 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 honestwithpatientsinyour care, or those close to them, if something
goes wrong and the patient suffers or maysuffer harm or distress as a result.

11 Youmustcarryoutaphysicalexaminationofpatientsbefore 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 aboutthe effectiveness of the interventions youofferand
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 relevantregulatory 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 inrelation 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 patientwhy 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 Ifyoubelieve 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, youmust not provide
it. You should discuss other options available to the patient and respect their right to seek a second
opinion.

19 Whenyoudiscuss interventions and optionswith 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 Youmust 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 Youmust 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 patientaboutany adverse outcomes that may result from the proposed
intervention, payingparticularattention tothosethepatientis 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
muchinformationtheyhave already considered about a proposed intervention.

26 Youmust 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 aboutbenefits and risks. If so, you must seek the patient’s permission and, if theyrefuse, dis-
cuss theirreasons for doing so and encourage them to allow you to contact their GP. If thepatientis
determined not to involve their GP, youmustrecord thisin 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 feesand 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 forrevision or routine follow up.

Treating adult patientswho 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 withthose 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 youngpeople

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 thissectionof 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 Youmust make sure the patient has the medicines or equipment they need to care for them-
selves after an intervention.

38 Youmust 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 Youmustkeep recordsthat contain personal information about patients securelyand inlinewith:

a any data protection law requirements.

b our Confidentiality: good practice in handling patient information guidance.

¢ 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 foradvice from colleaguesif 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 currentrole.

Communicating information about your services

47 When advertising yourservices, you mustfollow the regulatory codes and guidelines set by
the Committee of Advertising Practice.

48 You must make sure the informationyoupublishisfactual 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 arerisk free.

50 If patients will need to have a medical assessment before you can carry outan 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
orimply 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 Youmust notprovide your servicesas a prize.

54 You must not knowingly allow othersto misrepresent you oroffer yourservicesinways 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 Youmust 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 areunder both ethical and legal duties to protectpatients’ 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
torelevant,accurate and up-to-date information about them.

3 Thereare alsoimportantuses of patient information for purposes other than direct care. Some
of these are indirectly related to patient care in thattheyenable 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 publicinterests, such as disclosures for public protection reasons.

* © GeneralMedical Council 2017.
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4 Doctors’rolesare continuing toevolve and change. It is likely to bemore 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

Whenyoucandisclose personal information

9 Confidentialityis an importantethical and legaldutybut it is not absolute. You may disclose
personal informationwithoutbreachingdutiesof confidentiality whenany of the following circum-
stances applies.

a The patient consents, whetherimplicitly for the sake of their own care or forlocal clinical
audit, or explicitlyforother purposes (see paragraphs 13-15).

b The patient has given their explicit consent to disclosure for other purposes (see para-
graphs 13-15).

¢ Thedisclosure is of overall benefit to a patientwholacksthe capacity to consent (see para-
graphs 41-49).

d Thedisclosure 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 Thedisclosure can bejustified in the public interest (see paragraphs 22-23).

10 Whendisclosing 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:

i hasready 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  hasnotobjected

¢ getthe 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 publicinterest

d keep disclosures to the minimum necessary for the purpose

e followallrelevantlegalrequirements,includingthe common law and dataprotectionlaw.

11 When you are satisfied that information should be disclosed, you should act promptly to
disclose all relevant information.

12 Youshould 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.

Disclosinginformation 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
orallyor 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. Inother cases, youshould 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 thedisclosureisrequired bylaw (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
paragraphs41-49) .

d youhavereason 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, forexample 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 adisclosure is permitted but notrequired by law, you must be satisfied thatthere
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 Youmaydisclose 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
fordefined purposes where it is not possible to use anonymisedinformation and where seeking
consent is not practicable. There is no comparable legal framework in Scotland.

21 If youknow 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 inthe 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 protectindividuals 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 law
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 toprovide their care. Youshould share relevantinformation 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 relevantinformation about the patient or to share it with those who provide (or sup-
port the provision of) direct care to thepatient 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 isreadilyavailable to patients, explaininghow theirinformation will be used
andthattheyhavetherightto object. This can be provided in leaflets and posters, on web-
sites, and faceto face. It should be tailored to patients’identified communication require-
ments as far as practicable.

¢ Youhave 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, youshould 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 Youshouldexplain 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 patientwho has
capacity to make the decisionstill objects tothe disclosure of personalinformation thatyou 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 inwhich 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 waythey would not reasonably expect.

Sharing information with those close to the patient

34 Youmustbe considerate to those close tothe 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-
tientand theymay wantor 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 wantinformation to be shared with.

36 You should establish with the patient whatinformationthey want you to share, with whom,
and in what circumstances. This will be particularly important if the patient has fluctuating or
diminished capacityorislikelytolose capacity, even temporarily. Youshoulddocumentthe 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
toreconsider that decision if sharing the information maybe 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
publicinterest (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
concernson 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 aboutinformation you havereceived 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.



Confidentiality: good practice in handling patient information

Disclosures about patients wholack capacity toconsent

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-
tientwholacks capacity to consent, you must:

a make the care of the patient your first concern

b respect the patient’s dignity and privacy

¢ 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 Youmust 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’srelatives, 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 Ifapatientasksyounottodisclose personalinformationabouttheir conditionor treatment,
and you believe they lack capacity to make that decision, you should try to persuade them to allow
an appropriate person to be givenrelevantinformation 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 Ifthepatientstill does not wantyoutodisclose information, but youconsiderthatit 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 fordeciding to disclose the information.

Disclosures for the protection of patients and others

Disclosing information to protect patients

50 All patientshave therighttoa 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 atrisk of harm

51 Forspecificguidance 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 arule, you should make decisionsabouthow best to support and protect adult patients
in partnership with them, and should focus on empowering patients to make decisions in their own
interests. Youmust 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
itisrequired by law.
You should:
a satisfy yourself that the disclosure is required by law
b only disclose information that isrelevant 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-
graphs17-19.

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
ifitisrequired by law (see paragraph 53). Evenif there is no legalrequirement 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
todo so.

56 Ifyoubelieve it is not of overall benefit tothe patient todisclosetheirpersonal 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 tomaketheir 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 maybe appropriate to encourage the patientto consentto the disclosure and to warn them
of the risks of refusing to consent.

59 Youshould, 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 whoinitially 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 lawsrequire 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
bylaw, 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 publicinterest

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 publicinterest in disclosing information to protectindividuals or society
fromrisks of serious harm, such as from serious communicable diseases or serious crime.

64 Ifitis 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 publicinterest 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
atrisk, for example from someone whois 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-
sider whether 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 publicinterestindisclosinginformationoutweighs 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 trustin doctors generally—for example, if itis 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
privacyor, if not, what is the minimum intrusion.
If you consider thatfailure to disclose the information would leave individuals or society exposed to
arisk 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 yourreasons for notdoing 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 notdirectlyconnected with the use forwhich 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 violentand sex offenders, such as multi-agency publicprotection arrangements
(MAPPA) in England, Wales and Scotland and publicprotection 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
relevantrequirements for disclosing information are met (see paragraph 10).

Disclosing genetic and othershared information

73 Genetic and some other information about your patient might also be information about
others with whom the patient shares genetic or otherlinks. 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-
closuremightstill be justified in the public interest if failure to disclose the information leaves oth-
ersatrisk ofdeath orseriousharm (see paragraphs63-70).1f a patientrefusesconsenttodisclosure,
you will need to balance your duty to make the care of your patient your first concern against your
dutytohelpprotectthe other person from seriousharm.

76 If practicable, you should not disclose the patient’s identity in contacting and advising oth-
ersabouttherisksthey 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 aboutpatientsthe health and social
care system would be unable to plan, develop, innovate, conductresearch 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-
trationof justice, and for purposes such as financialaudit 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
youdisclose identifiable information for purposes other than a patient’sdirect care orlocal 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 Thedisclosure is required by law, including by the courts (see paragraphs 87-94).
b The patient has given explicit consent (see paragraph 95).
¢ 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 thatthe 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 beanonymised if it does notitselfidentifyanyindividual, and if it is unlikely to allowany
individual to be identified throughits combination with other data. Simplyremoving the patient’s
name, age, address or other personal identifiers is unlikely to be enough to anonymise information
to this standard.

82 TheICO code also makes clear thatdifferent 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. Therisk of re-identification will also varyaccording 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
expertadvice, if youhave 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 consideringwhat 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 Youmust 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 onlydisclose 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 informationto the courts, or to obtainlegal 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
applytothe courtto take a precognition on oath. If that happens, you will be given advance warning
and you should seek legal advice aboutwhatyoumaydisclose.

Consent

95 You should ask for consent to disclose personal information for purposes other than direct
care or local clinical audit unless the information isrequired by law, or it is not appropriate or prac-
ticable to obtain consent (see paragraph 14 forexamples 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 hasready access toinformation that explains that their personal information may be dis-
closed for local clinical audit, and they have the right to object
b hasnotobjected.

97 If a patient does object to personal information about them being included in a local clin-
ical audit related to their care, youshouldexplain 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 Ifaclinical auditistobe carried out, butnot 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, youshould 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 thatthe 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 Alldoctors 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 publicinterest, 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

¢ the information will be processed in a secure and controlled environment that has the
capabilitiesand is otherwise suitable to process the information (see paragraph 86)

d informationis readily available to patientsabout 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 Ifyouknowthata 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 othersat risk of death or seriousharm (see paragraphs 63-70).

112 You must keep a record of what information you disclosed, your reasons, and any advice
you sought.

Ethical approvalfor research

113 You should only disclose personal information for research if there is a legal basis for the
disclosure and theresearch 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 electronicrecords
¢ 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 publicif theyare 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
toviewit.

121 You should not share personal information about patients where you can be overheard,
forexample in a public place or in an internet chat forum. While there are some practice environ-
ments in which it may be difficult toavoid 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 isrequired 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 1990 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 Inother circumstances, whether and what personal information may be disclosed after a
patient’s death will depend on the factsof 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 whetherdisclosing informationislikely 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 isalready 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)
whendisclosureisjustified 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 forinformationabout 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, forlocal clinical audit, or for clinical outcome review programmes.

138 Archivedrecordsrelating 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.
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Codes of Practice and Policy Guidance

A Code of Practice for the Diagnosis and Confirmation
of Death*

(Academy of Medical Royal Colleges, 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/orlegal obligations for medical staff towards their
patients in this complex area of practice. Doctors and otherhealthcare 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 thematterwith 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, forexample, cardiac arrest.

2.1 Death following theirreversible 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 otherlife-sustaining biological interventions. This also means thatevenif 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 MedicalRoyal Colleges © Academy of Medical Royal Colleges 2008.
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particularly the ability to feel, to be aware of, or todo, anything. Where such residual activity exists,
itwill 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
moralrelevance to the declaration of death forthe purpose of the immediate withdrawal of all forms
of supportivetherapy. It is forthis 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
in1976, the courtsin England and NorthernIreland haveadopted these criteriaas part of the law for
the diagnosis of death. There is noreason 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 Authorityto 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 suchaway, and tosuch a degree, thatits integrative functions (whichincludethe 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 ethicaljustification forwhichhas passed, and toallowthe heartto stop. This imposes an unneces-
sary and distressing vigil on the relatives, partners and carers, whoshould 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 followingirreversible cessation
of brain-stem function

6.9 Thevegetative 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-
sionsforthemselves, 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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71 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 patientwhere 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 forthe deteri-
oration and to allow the confirmation of death by confirming the irreversible cessation of brain-stem
function. If this course of actionis not considered appropriate in the evaluation of the benefit of further
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 Electiveventilation
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 furtherintensive 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 toinvolve in decisions of this nature,
we recommend following the recommendations made in the Mental Capacity Act, outlined in 7.2.
The patient will usually (butnot invariably) startto make somerespiratory effort for a period of
time following withdrawal of ventilatory 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 forthe relatives. A similarsituation 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 patientshould 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 anattemptat suicide. Thisoffenceisreferredto in this
policy as ‘encouraging or assisting suicide’. The consent of the Director of Public Prosecutions (DPP)
isrequired beforean 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 45, whichrequired the DPP ‘to clarifywhathis positionis as to the factors that he regards
as relevant for and against prosecution’ (paragraph 55) 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
fromprosecution 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. TheFull Code Test hastwostages: (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 foran 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 requiresthe victim to take his or her own life.

33. Itis 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

35. Forthe avoidance of doubt, apersonwhodoesnot do anything otherthan 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 publicinterest 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 1951, when
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hestated 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
interestfactors 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 factorin
the circumstances of each case and go ontomake an overall assessment. It is quite possible that one
factor alone may outweigh anumber of other factorswhich 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 courtfor consideration when sentence is passed.

40. Theabsence of a factor does not necessarily meanthatitshould 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’intoa ‘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.

Publicinterest factors tending in favour of prosecution
43. Aprosecution is more likely to be required if:

1. thevictim was under 18 years of age;
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;

S. the victim did not seek the encouragement or assistance of the suspect personally or on
his or her own initiative;

6. the suspect wasnot whollymotivated 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 wayfrom 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 toundertake the act thatconstituted 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 whichis to provide a physical environment (whether for payment or not) inwhichto
allow another to commit suicide.

44. Onthe question of whether a person stood to gain, (paragraph 43(6) see above), the police
and the reviewing prosecutor should adoptacommon 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, Ifitis shownthat compassion was the only driving force behind his or her actions, the factthat
the suspect may have gained somebenefit 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. Aprosecution 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 waswholly 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 theattemptand his or her partin 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 toinfer that the factorsremained 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. Ifthe course of conduct goesbeyond encouraging or assisting suicide, for example, because
the suspect goesonto take orattempt to take thelife of the victim, the publicinterest factors tending
in favour of or against prosecution may have to be evaluated differently in the light of the overall
criminal conduct.
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[Excerpts, footnotes omitted.}

Chapter 1 Guiding principles

1.1 Itis 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

421




422

Mental Health Act 1983 Code of Practice (2015)

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

Patientsshould 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 forthis.

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 arange of servicesthat 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 interestsdecision 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 Patientsshould 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 whatassistance or support a patient may need to partici-
pateindecision-making and any such assistance or supportshouldbe 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 undertheAct must recognise and respectthediverseneeds, 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 notonly 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 forevidence 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 withinthe Act’s
definition of mental disorder

 Affective disorders, such asdepression and bipolardisorder

* 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
2.9-213)

* Eatingdisorders, non-organicsleep disorders and non-organic sexual disorders

Learning disabilities (see paragraphs 2.14-2.18 and chapter 20)

Autistic spectrum disorders (including Asperger’ssyndrome) (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 Caremust 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 ordisorder of the mind. Thesame 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, evenif they
appear unusual or cause other people alarm, distress or danger.

Chapter 14 Applications for detention in hospital

14.7 Beforeitisdecided that admission tohospital is necessary, consideration must be given to
whether there are alternative means of providing the care and treatment which the patientrequires.
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 Inall cases, consideration should be given to:

¢ the patient’s wishes and view of their own needs

e the patient’s age and physical health

e any past wishes or feelings expressed by the patient

* the patient’s cultural background

e the patient’s social and family circumstances

e theimpact 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

* theeffect 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 apatientbased on that person’s consent (see chapter 19
for guidance on consent to informal admission for children and young people)

e treatment under the Mental Capacity Act (MCA) if the person lacks capacity to consent
to admission and treatment. If a deprivation of liberty 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

e guardianship (seechapter 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, havingregard 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

1414 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 aresulting 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. Furtheradvice 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

e 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 statetheir 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
onthe 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

e lackscapacity tomake decisions on some elements of the care and treatment theyneed,
but has capacity to decide about a vital element—eg admission to hospital—and has
either alreadyrefused it or islikely to do so.

14.22 Whether or not the DoLS could be used, otherreasons why it may be necessary to detain
apatient under the Act and notrely on the MCA aloneinclude the following:

e 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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e, degree of restraint mayneed to be used which is justified by the risk to other people but
which is not permissible under the MCA, because, exceptionally, it cannot be said to be
proportionate to the risk to the patient personally, and

e 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
supplementaryDoLS Code.

Chapter 19 Children and young people under the age of 18

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 otherrelevantlegislation, including the Children Acts 1989 and 2004,
theMCA and the HRA. Theyshould 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 Whenmakingdecisionsinrelationtothecareand treatment of childrenand youngpeople,
practitioners should keep the following points in mind:
* thebestinterestsofthe child oryoungperson must always be a significant consideration
» everyone whoworkswith children has a responsibility for keeping them safe and to take
prompt action if welfare needs or safeguarding concerns are identified
e 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
e 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
e allchildren 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
anyoneelse, and
e 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 torefer 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 CENTRES

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 embryowhen conducting licensed activities

4. takeaccountofthe 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 allrelevant consents before carrying out any
licensed activity

* Reproduced fromHuman 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, inline
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
numbersto 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

e 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 forlaw 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) usingtheir gametesfortheir own treatment or their partner’streatment, or
(b) using their gametes forresearch 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 Ifthe 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 accepttreatmentor agree to donation)

(b) given by a person who has capacity to do so

(c) taken by aperson 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
shouldrecord why a patientis notableto sign at the clinic and shouldhavea documented
processforensuring consent forms being signed outside the clinic are signed by the cor-
rect person.

5.12 The centre should ensure thatanyone givingconsentdeclaresthat:

(@) theyweregivenenough information to enable them to understand the nature, purpose
and implicationsof 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) theinformation theyhave givenin 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
havechanged 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,
ina 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 Menwhowish todonate embryos originallycreated for the treatment of their partner and
themselves, and those people considering treatment with such embryos, should be:

(@ informed of the uncertainlegal status of mendonating 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 toinformation on the HFEA’s website on this issue, and

(c) advised to seek independentlegal advice before consenting to donate their embryos or
beingtreated 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 decisionaboutdoing 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 notif y 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
cycleif:
(a) the womanistoreceive treatment using her own eggs, orembryoscreated 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 istoreceive 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 1f awoman is toreceive 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 isregardless of the procedure used and the woman’s age at the time of transfer.

8 Welfare of the child
Scope of the welf are of the child provision

8.1 This guidance noteappliesto all fertility treatments regulated by the HFEA, including IUI.
Centres providing treatments thatare notregulated bythe HFEAbut that fall within the definition
of ‘treatmentservices’ (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 aresult of treatment services, and any other child who
may be affected by the birth.

8.3 The centre should assess each patientand their partner (if theyhaveone) before providing
any treatment, and should use this assessment to decide whether there is a risk of significant harm
orneglect 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 thoseinvolved, 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 Thecentreshould considerfactorsthatarelikely 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) pastorcurrentcircumstances thatmay lead to any child mentioned above experiencing
serious physical or psychological harm orneglect, for example:
(i) previousconvictionsrelating to harming children
(i) child protection measures takenregardingexisting children, or
(iii) violence or seriousdiscord 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:
(1) mental or physical conditions
(ii) drugor 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 considerslikely 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 acommitment 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 concernas to whether this commitmentexists, they may wish
to take account of wider family and social networks withinwhich the child will be raised.’

8.16 Ifthe 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:
(@) concludesthatany child who may be born or anyexistingchild 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 Indecidingwhethertorefuse treatment, the centre should:
(@) takeintoaccounttheviewsofall staffwhohave beeninvolved 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 Iftreatment 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) anyremaining options, and
(d) opportunities for obtaining appropriate counselling.

10 Embryo testing and sex selection
Preimplantation genetic diagnosis for heritable conditions
10.5 Whendecidingifitis appropriate to provide PGD in particular cases, thecentreshould 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:
(@) theviews of the peopleseeking treatment in relation to the condition to be avoided, in-
cludingtheir 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 thefactthat the procedure is sought to pro-
vide tissue to treat a particular condition.
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10.25 Whendeciding on the appropriateness of preimplantation tissue typing in a particular
situation, the centre should consider the condition of the affected child, including:
(@) thedegree 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) theavailability 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 aresult, including:
(@) 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 inrecruiting donors.

Ageof prospective donors

11.2 Centres should refer to the relevant professional guidelines on age limitsbeforeaccepting
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 Fordonated 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 normallybe observed. However, due to
less substantial evidence on age limits for sperm donors, centres should assess the possible effect of
thedonor’sage on acase-by-case basis. The centre should record inthepatient’smedicalrecordsthe
reasons for using a donor above the recommended age limit.

11.5 For donated embryos, the guidance above appliesto 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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Givingdonors information about childrenborn as a result of their donation
11. 40 The centreshouldinform donorsthatanyone bornas a result of their donation will have
access to the following non-identif ying information provided by them, from the age of 16:
(@ physical description (height, weight, and eye, hair and skin colours)
(b) yearand 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) otherdetails the donor may have chosen to supply (eg, occupation, religion and interests)
(f) theethnic 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) detailsof any screening tests and medical history
(j) skills
(k) reasonfordonating
(1) 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 aresult of their donation will have accesstothe following identif ying informa-
tion, fromthe age of 18:

(@) fullnames (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 fordonors
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 personresponsible 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 coversany financiallossesincurred in connection with donating gam-
etes provided to that centre.

13.4 Ifdonorshaveincurred expenses (notincluding 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 donorbecomesill 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 oftheremaining material should be approached with appropriate sensitivity,havingregard to
theinterests 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 withembryosderived from gametes, of more
than one man or more than one woman during any treatmentcycle (exceptforin treatmentinvolving
mitochondrial donation where embryos are created using gametes of two women and one man).

The importance of informing children of their donororigins

20.7 Thecentreshould tell people who seek treatment withdonated 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 froman
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) thenumber of children born
(b) their sex, and
(©) theiryear 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:

(@ 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) otherdetailsthe donor mayhave chosen to supply (eg, occupation, religion and interests)

(f) theethnic 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) detailsof any screening tests and medical history

(j) skills

(k) reasonfordonating

(1) 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 identif ying information about the donor, from the age of 18:

(@) fullnames (and any previous names)
(b) date of birth, and town or district where born, and
(c) lastknown postal address (or address at time of registration).
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Part Vi

Scotland and Wales

Age of Legal Capacity (Scotland) Act 1991

(1991, ¢. 50)

Age oflegal capacity
1.—(1) As from the commencement of this Act —
(a) aperson 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.

Exceptionsto 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
farasitisreasonableand practicable to do so;

(©) theviewsof-

(i) anyguardian,continuingattorney 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 asitisreasonable
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 faras itis 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
farasitisreasonable 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) Forthe 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) makingdecisions;or

(¢) 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) Consentis deemed to be given tothe activityunless—
(a) the case is one mentioned in the first column of Table 1 in subsection (3); in which case
express consent isrequired, or
(b) the case is not one mentioned in the first column of Table 1 in subsection (3) and subsec-
tion (4) applies.
(3) Foreachcasementionedin the firstcolumn of Table 1 the meaning of express consent inrela-
tion to anactivityis asprovided in the second column of the table —
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TABLE 1
Case Meaning of express
consent
1. The person s alive. The person’s consent.

2. The person has died and a decision of the person to consent, or not to The person’sconsent.
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 Consent given by the person
a person or persons to deal with the issue of consent in relation to the or persons appointed.
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 Consent of a person who
appointed a person or persons to deal with the issue of consent in stood in a qualifying
relation to the activity, but no one is able to give consent under the relationship to the person
appointment. immediately before death.

(4) This subsection applies if —
(a) arelativeor friend of long standing of the deceased objects on the basis of views held by
the deceased, and
(b) areasonable 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 areference 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
excludedrelevant material (for provision in relation towhich 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) Inthe case of an excepted adult express consent is required.
(3) An‘excepted adult’ means—
(a) anadultwho 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) Inthe case of a person whois a child or has died achild 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
othertypesof material theremoval 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) atransplantation activity within section 3(2)(c) or (d) (storage or use of relevant material
which has come from a human body) done in Wales involves relevant material from the
body of a person (‘P’) who—

(i) isanadult,and
(i) lacks capacity to consent to the activity, and

(b) no decision of P’s to consent, or not to consent, to the activityis 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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Part VII

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 honorand 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 humanlife, 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. Thevoluntary 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 whichitis tobe 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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Thedutyand responsibility for ascertaining the quality of the consentrests 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 experimentswhere the experimental physi-
cians also serve as subjects.

6. Thedegree of risk to be takenshould 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 evenremote 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 (XXI) 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 thisright shall include those necessary for:
(@) 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.

* FromthelnternationalCovenanton Economic, Social and Cultural Rights, by the General Assembly, © 1966 UnitedNations. Reprinted
with the permission of the United Nations.
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Convention on the Rights of the Child 1989

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 1

Article 1
For the purposes of the present Convention, a child means every human being below the age of
eighteen yearsunless 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
otherindividualslegallyresponsible 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 personslegallyresponsible for the child, to provide, in a manner consistentwith 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. Forthis 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. Theexercise of thisright may be subject to certain restrictions, but these shall only be such
as are provided by law and are necessary:
(a) Forrespect 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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Article 14

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 theright to the protection of the law against such interference or attacks.

Article 18

1. StatesParties 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. Forthepurpose of guaranteeing and promotingtherightsset forthinthe present Convention,
States Parties shall render appropriate assistance to parents and legal guardians in the performance
oftheir child-rearing responsibilities and shall ensure the development of institutions, facilities and
services forthe care of children.

3. States Parties shall take all appropriate measures to ensure that children of working parents
have therightto benefitfrom 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 personwho has the care of the child.

Article 23

1. States Parties recognize that a mentally or physically disabled child should enjoy a full and
decentlife, in conditionswhich 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
forhis 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
amanner 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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Universal Declaration on the Human Genome and Human Rights

Article 24

1. 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:

(@) Todiminishinfantand 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;

(©) Tocombatdisease 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) Toensure appropriate pre-natal and post-natal health care for mothers;

(e) Toensure 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) Todevelop 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, aswell asthe
recognition of their inherent dignity and diversity. In a symbolic sense, itis 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.
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Article 3

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) Inall 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.

(© Theright 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) Inthe case of research, protocolsshall, in addition, be submittedfor prior reviewinaccord-
ance withrelevant national and international research standards or guidelines.

(e) Ifaccordingtothelawapersondoesnothavethecapacitytoconsent,researchaffecting his
or hergenome may only be carried out for his or herdirecthealthbenefit, 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 suchresearch is compatible with the protection of the individual’shuman 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

Everyindividual 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

Inorder 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 overrespect for the human rights, fundamental free-
doms and human dignity of individuals or, where applicable, of groups of people.
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Universal Declaration on the Human Genome and Human Rights

Article 11

Practices which are contraryto human dignity, such asreproductive cloning ofhuman 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.

Article12

(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 isnecessaryfortheprogressofknowledge, is part of freedom of
thought. The applications of research, including applications in biology, geneticsand 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-
tellectualhonestyand integrity in carrying outtheirresearch 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

Statesshould 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 particularrareas well asendemic diseases
whichaffectlargenumbers 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, humandiversity 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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Article 19
(a) Inthe 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;

(i) 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
tothebenefitofall;

@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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Convention on Human Rights and Biomedicine 1997

Article 25

Nothingin this Declaration may be interpreted asimplying for any state, group or person any claim
toengageinany activity or to perform anyact contrary to humanrights 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

Articlel Purpose and object
Parties to this Convention shall protect the dignity and identity of all human beings and guarantee
everyone, without discrimination, respect for theirintegrity and otherrightsand 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.

Article2 Primacy of the human being
Theinterestsand 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.

Article4 Professional standards
Anyintervention in the health field, including research, must be carried outin accordance with rele-
vant professional obligations and standards.

Chapter II Consent

Article5 Generalrule
Anintervention 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 atany time.

Article 6 Protectionofpersonsnotable 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: http://www.coe.int/.
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The opinion of theminorshall 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
forby 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 maybe withdrawn atany time in
the best interests of the person concerned.

Article7 Protection of persons whohave 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 islikely 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.

Article9 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 II1 Private life and right to information

Article 10 Privatelife and righttoinformation

1. Everyone has the right to respect for private life in relation to information about his or her
health.

2. Everyoneis entitled to know anyinformation collected about his or her health. However, the
wishes of individuals not to be soinformed shall be observed.

3. Inexceptional cases, restrictions may be placedbylawonthe exercise of therights 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 subjectasa 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 scientificresearchlinked to health purposes, and
subject to appropriate genetic counselling.

Article13 Interventions on the humangenome

Anintervention 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 Generalrule

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:

i
ii

iii

there is no alternative of comparable effectiveness to research on humans;

therisks whichmaybe incurred by that personarenotdisproportionate tothe potential
benefits of the research;

theresearch project has been approved by the competent body afterindependent exam-
ination of its scientific merit, including assessment of the importance of the aim of the
research, and multidisciplinary review of its ethical acceptability;

the persons undergoing research have been informed of their rights and the safeguards
prescribed by law for their protection;

the necessary consent as provided for under Article 5 has been given expressly, specific-
allyand isdocumented. Such consent may be freely withdrawn at any time.

Article 17 Protection of personsnotable 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:

i
ii

iii

v

the conditions laid down in Article 16, sub-paragraphsi to iv, are fulfilled;

the results of the research have the potential to produce real and direct benefit to his or
her health;

research of comparable effectiveness cannot be carried out on individuals capable of
giving consent;

the necessary authorisationprovidedforunder Article 6 has been given specifically and
in writing; and

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,
ivand vabove, and to the following additional conditions:

1

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 categoryor afflicted with the same disease or disorder or having
the same condition;

the research entails only minimal risk and minimal burden for the individual
concerned.

Article 18 Researchon embryos invitro
1. Where the law allows research on embryos invitro, 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. Noorgan 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:

i there is no compatible donor available who has the capacity to consent;

ii  therecipientis a brother orsister of the donor;

iii ~ the donation musthave the potential to be life-saving for the recipient;

iv  theauthorisationprovidedforunder paragraphs 2 and 3 of Article 6 has been given
specifically and in writing, inaccordance 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 Prohibitionoffinancial gain
The human body and its parts shall not, as such, give rise to financial gain.

Article 22 Disposal of a removed part ofthe 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 unduedamage
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 law 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. Therestrictions contemplated in the preceding paragraph may not be placed on Articles 11, 13,
14,16,17,19,20and 21.

Article 27 Wider protection

None of the provisions of this Convention shall be interpreted aslimiting or otherwise affecting the pos-
sibility for a Party to grant a wider measure of protection withregard to the application of biology and
medicine than is stipulated in this Convention.

Chapter X Public debate

Article28 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
votescast.

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 to accompany this legal text
can be found on their website: http://www.coe.int/.
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Article 1

1. Any intervention seeking to create a human being genetically identical to another human
being, whetherliving or dead, is prohibited.

2. Forthepurpose of thisarticle, the term human being ‘geneticallyidentical’ to another human
being means a human being sharing withanotherthe 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

ChapterI Object and scope

Articlel 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.

Article2 Scope and definitions

1. This Protocol applies to the transplantation of organs and tissues of human origin carried out
fortherapeutic purposes.

2. The provisions of this Protocol applicable to tissues shall apply also to cells, including
haematopoietic stem cells.

3. The Protocol does not apply:

a. toreproductive organsand tissue;

b. toembryonic or foetal organs and tissues;

c. toblood 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

Article3 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 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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justifiedrulesaccording tomedical criteria. The persons orbodies responsible forthe allocation de-
cision shall be designated within this framework.

In case of international organ exchange arrangements, the procedures must also ensure justified,
effectivedistribution 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.

Article4 Professional standards
Any intervention in the field of organ or tissue transplantation must be carried out in accordance
withrelevant professional obligations and standards.

Article5 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.

Article7 Medical follow-up
Appropriate medical follow-up shall be offered to living donors and recipients after transplantation.

Article8 Informationforhealth 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

Article9 Generalrule

Removaloforgansor tissue fromaliving person may be carried out solely for the therapeutic benefit
of therecipient 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 anappropriate 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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Article 13 Consent of the living donor
Subject to Articles 14 and 15 of this Protocol, an organ or tissuemay be removed from a living donor
only after the person concerned has givenfree, 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. Noorgan or tissue removal may be carried out on a personwho does nothavethe capacity to
consentunder 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:

i thereisno compatible donor available who has the capacity to consent;

ii therecipientis 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 cellsinsofar 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 ofdeath
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 Respectfor the humanbody
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 ofan organ ortissue 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 forim-
plantation, it may only be implanted if the consequences and possible risks have been explained to
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thatpersonand hisor herinformed consent, or appropriate authorisation inthe case of aperson 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

Article21 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;
— paymentofajustifiable feeforlegitimate medical or related technical services rendered
in connection with transplantation;
— compensation in case of undue damage resulting from the removal of organs or tissues
fromliving persons.

2. Advertisingthe need for, or availability of, organs or tissues, with aview 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 forin 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 Compensationforunduedamage
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
onorgan 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-
pendentinternational 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. ASubcommittee on Prevention of Torture 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:

(@) 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) Inregardto the national preventive mechanisms:

(i) Adviseand assist States Parties, when necessary, in their establishment;

(i) 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) Toreceive 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;

(©) Toencourage 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. Inordertoenablethe 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. TheSubcommittee on Preventionshall 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 viewsknown, to make a public statement on the matter or to publish the
report of the Subcommittee on Prevention.

PART IV NATIONAL PREVENTIVE MECHANISMS

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
bydecentralized units may be designated as national preventive mechanismsforthe purposesof 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 therequired capabilitiesand 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.

459




460

Optional Protocol to the Convention against Torture

Article 19
The national preventive mechanisms shall be granted at a minimum the power:

(@) Toregularly 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) Tosubmit 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) Accesstoallinformationreferring 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
relevantinformation;

(e) Thelibertytochoose the placestheywantto visitand the persons they wantto interview;

(f) The right to have contacts with the Subcommittee on Prevention, to send it information
and to meet with it.

Article 21
1. 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
Noreservations shall be made tothe 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.
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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*

Chapter I General provisions

Articlel 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.

Article2 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:
(@) tissuesand 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 partsof organsif it is their function to be used for the same purpose as the en-
tire organ in the human body.

Article3 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 preventor 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 mightresult 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
whichresultsin, 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) ‘autologoususe’ 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 Communitylevel.

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 procurementof 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, theirrelatives or any persons granting authorisation on behalf of the donors
are provided with all appropriate information as referred to in the Annex.



United Nations Declaration on Human Cloning

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) datasecurity 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 toresolve data discrepancies; and

(©) 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 hisfamily 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 confirmedresults of thedonor’sevaluation must be communicated and clearly explained
to therelevant 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 the United 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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(¢) 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

Article1l Objectand purpose

Parties to this Protocol shall protect the dignity and identity of all human beings and guarantee
everyone, without discrimination, respect for theirintegrityand other rights and fundamental free-
domswithregardtoanyresearchinvolvinginterventionsonhumanbeingsinthefield of biomedicine.

Article2 Scope
1. ThisProtocol 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. aphysicalintervention, and
ii. any other intervention in so far as it involves a risk to the psychological health of the
person concerned.

Article3 Primacyofthe humanbeing
The interests and welfare of the human being participating in research shall prevail over the sole
interest of society or science.

Article4 Generalrule
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-paragraphii 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 toaccompany this legal text
can be found on theirwebsite: http://www.coe.int/.
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Article 7 Approval

Research may only be undertaken if the research projecthasbeen 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.

Article9 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.

Article10 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 forthe ethics committee

1. 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 faras it isrelevant 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

1. 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. ofavailable preventive, diagnosticand 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. ofarrangements for access to information relevant to the participant arising from the
research and to its overall results;

vi. ofthe 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 particularregardingtherightto medical care.

Article 14 Consent

1. Noresearch 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.
Suchconsentmay be freely withdrawn by the personatanyphase 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. Wherethe capacity of the personto give informedconsentis indoubt, 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. theresults 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 adultnot 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 personconcerned 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-
iv, and v above, and to the following additional conditions:

i. the research hastheaim 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. theresearchentailsonly minimalrisk 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 priortoauthorisation

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 specificallyinformed according to the nature and purpose of
theresearch of the items of information listed in Article 13.

3. Theinformation shall also be provided tothe individual concerned, unless this person is not
in a state to receive the information.

Article 17 Research with minimal risk and minimal burden

1. Forthe purposes of this Protocol it is deemed that the research bears a minimal riskif, having
regard to the nature and scale of the intervention, it is to be expected that it will result, at the most,
inaveryslight and temporary negative impact on the health of the person concerned.

2. Itis deemed that it bears a minimal burden if it is to be expected that the discomfort will be,
at the most, temporary and veryslight 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.

Article18 Research during pregnancy or breastfeeding

1. Research ona pregnant woman which does nothave the potential to produce results of direct
benefit to her health, or to that of herembryo, 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;

iii. theresearchentailsonly 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. apersonisnotina statetogive consent, and
ii. because of the urgency of the situation, it isimpossible 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. Thelaw shall include the following specific conditions:
i. researchofcomparable effectiveness cannotbe carried outon personsin 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. anyrelevantpreviously 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
onlyif the following additional conditions are met:
i. researchofcomparable effectiveness cannotbe carried out without the participation of
persons deprived of liberty;
ii. theresearchhasthe aim of contributing to the ultimate attainment of results capable of
conferring benefit to persons deprived of liberty;
iii. theresearch entails only minimal risk and minimal burden.

Article 21 Minimisation of risk and burden

1. Allreasonable 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-
sessesthe 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 theirinclusioninresearch, to ensurethatthose atincreased risk inrelation to participation
in a specific project be excluded.

2. Where research is undertaken on persons in the reproductive stage of their lives, particular
considerationshall be given to the possible adverse impact on a current or futurepregnancy 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. Inresearch 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. Inresearch 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 Newdevelopments
1. Parties to this Protocol shall take measures to ensure that the research projectis re-examined
if thisisjustified in thelight of scientific developments or events arising in the course of the research.
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2. Thepurpose ofthe re-examination is to establish whether:
i. theresearch needstobediscontinued orif changestothe research projectarenecessary
for the research to continue;
ii. research participants, or if applicable their representatives, need to be informed of the
developments or events;
iii. 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 atimely manner.
3. The competent body shall be informed of the reasons for any premature termination of a
research project.

Article 25 Confidentiality

1. Any information of a personal nature collected during biomedical research shall be consid-
ered as confidential and treated according to the rulesrelating 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 Rightto information

1. 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.

Article27 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

1. 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,
onrequest.

3. The researcher shall take appropriate measures to make public the results of research in
reasonable time.

Article 29 Researchin States not parties to this Protocol

Sponsors or researchers within the jurisdiction of a Party to this Protocol that plan to undertake or
direct aresearch 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 RESEARCH

Information to be given to the ethics committee

Information on the following items shall be provided to the ethics committee, in so far asitisrele-
vant for the research project:
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Description of the project

13

the name of the principal researcher, qualifications and experience of researchers and,
where appropriate, the clinically responsible person, and funding arrangements;

the aim and justification for the research based on the latest state of scientific knowledge;
methodsandprocedures envisaged, including statistical and other analytical techniques;
a comprehensive summary of the research project in lay language;

a statement of previous and concurrent submissions of the research project for assess-
mentor 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. reasonsfor the use orthe absence of control groups;

ix.  adescription 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 presentor future health of research participants;

xii. thetimingand 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 intheresearch 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. detailsof all circumstances that mightlead 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. detailsofall 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

Articlel 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 the 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-
soryimpairmentswhich in interaction with various barriers may hinder their full and effective par-
ticipation in society on an equal basis with others.

Article2 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 disabilitywhich has the purpose or effect of impairing or nullif ying 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
disabilitieswhere this is needed.

Article3 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;
. Full and effective participation and inclusionin society;
. Respect for difference and acceptance of persons with disabilitiesas part of human diver-
sity and humanity;
. Equality of opportunity;
Accessibility;
. Equality between men and women;
. Respectforthe evolving capacitiesof children withdisabilities and respect for the right of
children with disabilities to preserve their identities.

an
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Article4 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. Toadoptall appropriatelegislative, administrative and other measures for the implemen-
tation of the rightsrecognized 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. Totakeall appropriate measures to eliminate discrimination on the basis of disability by
any person, organization or private enterprise;

f. Toundertake 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. Toundertake 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,
givingpriority to technologies at an affordable cost;

h. Toprovideaccessibleinformationto personswith disabilities about mobility aids, devices
and assistive technologies, including new technologies, as well as other forms of assis-
tance, supportservices and facilities;

i. Topromote the training of professionals and staff working with persons with disabilities
in therightsrecognized 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, withaviewto achieving progressively thefullrealization 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-makingprocessesconcerningissuesrelating to persons with
disabilities, States Parties shall closely consult with and actively involve persons with disabilities,
including children with disabilities, throughtheir 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.

Article5 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.

Article6 Womenwithdisabilities

1. States Parties recognize that women and girls with disabilities are subject to multiple dis-
crimination, and in this regard shalltake measures to ensure the fulland 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.

Article7 Children with disabilities

1. StatesParties 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. Inall actions concerning children with disabilities, the best interests of the child shall be a
primary consideration.

3. StatesPartiesshall ensure that children with disabilitieshave 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.

Article8 Awareness-raising
1. States Parties undertake to adoptimmediate, 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. Tocombatstereotypes, prejudices and harmful practicesrelating to persons with disabil-
ities, including those based on sex and age, in all areas of life;

c. Topromote 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.  Tonurturereceptiveness 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

StatesParties reaffirm that every human being has the inherentrightto 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 Equalrecognition before thelaw

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 othersin 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 bya 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.

5. 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 withdisabilities 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 withdisabilities, on an equal basis with others:

a. Enjoytherighttoliberty and security of person;

b. Are not deprived of their liberty unlawfully or arbitrarily, and that any deprivation of
liberty isin conformity with thelaw, and that the existence of a disability shall in no case
justify adeprivation of liberty.

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.

Article15 Freedom fromtorture 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. StatesParties 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.

Article16 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. StatesParties shall take allappropriate measuresto promote the physical, cognitiveand 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 thatinstances 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
anequalbasiswith others.

Article 18 Liberty of movement and nationality

2. Children with disabilities shall be registered immediately after birth and shall have the right
frombirth 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.

Article19 Livingindependently and beingincluded 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 theylive on an equal basiswith 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 fromthe 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
impartinformation and ideas on an equal basiswithothersand 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 provideinformationand servicesin accessible and usable formatsforpersons
with disabilities;

d. Encouraging the mass media, including providers of information through theInternet, to
make their services accessible to persons with disabilities;

e. Recognizing and promoting the use of sign languages.

Article 22 Respectfor privacy

1. 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. StatesParties 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. Therights of persons with disabilities to decide freely and responsibly on the number and
spacing oftheirchildrenand tohaveaccessto 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, undertakeeveryeffort 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 earlyidentification and intervention as appropriate, and
servicesdesigned 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 toothers, 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 standardsforpublic 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 forprofes-
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.X1.2008)

CouncilofEurope Treaty Series—No. 203

Chapter I Object and scope

Article1 Objectand purpose

Parties to this Protocol shall protect the dignity and identity of all human beings and guarantee
everyone, without discrimination, respectfortheirintegrityand other rights and fundamental free-
doms with regard to the tests to which this Protocol applies in accordance with Article 2.

Article2 Scope
1. ThisProtocolappliestotests,whichare carried out forhealth purposes, involving analysisof
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: http://www.coe.int/.
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apersonwhich are inherited or acquired during early prenatal development (hereinafter referred
to as ‘genetic tests’).
2. ThisProtocol does not apply:
(@) to genetic tests carried out on the human embryo or foetus;
(b) to genetic tests carried out for research purposes.
3. Forthe purposes of paragraph 1:
(@) ‘analysis’refers to:
(i) chromosomal analysis,
(ii) DNA or RNA analysis,
(iii) analysis of any other elementenabling 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) biologicalmaterialsremoved forthe purpose of the test concerned,
(ii) biological materials previouslyremoved for another purpose.

Chapter II General provisions

Article 3 Primacy ofthe 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.

Article4 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
inrelation 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) aquality 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. Exceptionsto the generalrule 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 amonogenic disease,
— tests serving to detect a geneticpredisposition or genetic susceptibility to a disease,
— testsservingtoidentifythe subject asahealthycarrierof ageneresponsible for adisease.
The form and extentof 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.

Article9 Consent
1. Agenetictestmay only be carried outafterthe personconcerned 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. Theprovisions of Article 8, paragraph 2, shallapply 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 amental disability, a disease or for similar reasons, that test mayonly be carried out
with the authorisation of his or her representative or an authority or a person or body provided
forby 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 toin 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 fromthe provisions of Article 6, paragraph 1, of the Convention on
Human Rights and Biomedicine and of Article 10 of this Protocol, the lawmayallow 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 independentlyevaluated 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;

(©) the risk and burden of the intervention are minimal for the person who is undergoing
the test;

(d) theexpectedbenefithasbeen independently evaluated as substantially outweighingthe
risk for private life that may arise from the collection, processing or communication of
theresults of the tesi;

(e) theauthorisation 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 previouslyremoved for another pur-

pose, thelaw 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 familymembers 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
authorisationrequired by law has been obtained.
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Chapter VII Private life and right to information

Article 16 Respectfor private life and right toinformation

1. Everyone has the right to respect for his or her private life, in particular to protection of hisor
her personal dataderived from a genetictest.

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 abovein the interests of the person concerned.

Article17 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
Ahealthscreening programme involving the use of genetic tests mayonly 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) theprogrammeisrecognised foritshealthrelevance for the whole population or section
of population concerned;
(b) the scientific validity and effectiveness of the programme have been established;
(c) appropriatepreventive or treatment measures inrespect of the disease or disorder which
isthe 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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Article22 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) hasdeveloped 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 otherrelevant 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. TheDeclaration 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 progressisbased onresearchthat ultimately must include studies involving human
subjects. Populations that are underrepresented in medical research should be provided appro-
priate access to participationinresearch.

6. Inmedicalresearchinvolving 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 standardsthat promote respect for all human subjects
andprotecttheir health and rights. Someresearchpopulationsare 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 regulatoryrequirement should reduce
or eliminate any of the protections for research subjects set forthin this Declaration.

B. Principles for allmedical 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-
siderationsinvolved and should indicate howthe 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
aswell asapplicableinternational 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 orvulnerable 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. Everymedicalresearch studyinvolving 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 therisksare 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 medicalresearch must be voluntary.
Although it may be appropriate to consult family members or community leaders, no competent in-
dividual may be enrolled in aresearchstudy 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 otherrelevant aspects of the study. The potential subject must
be informed of therighttorefuse 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 aswell as tothe 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 medicalresearch 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 aresearch ethics committee.

26. When seeking informed consent forparticipation 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 isincompetent, 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 populationrepresented by the potential subject, theresearch cannot instead be performed with
competentpersons, and the research entails only minimal risk and minimal burden.

28. Whenapotentialresearchsubjectwhoisdeemed incompetentisableto give assent to deci-
sions about participation inresearch, the physician must seek that assent in addition to the consent
of thelegally authorized representative. The potential subject’s dissent should be respected.

29. Researchinvolving 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
withoutinformed consent provided that the specific reasons forinvolving subjects with a condition
thatrenders themunable togive 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 alegally authorized representative.

30. Authors, editors and publishers allhaveethical 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 subjectsand are accountableforthe 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 withthe 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
theresearch is justified by its potential preventive, diagnostic or therapeutic value and if the phys-
ician has good reason to believe that participationin 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:



Directive 2010/53/EU on standards of quality and safety of organs for transplantation

e 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. Thephysician must fully inform the patient which aspects of the care arerelated to there-
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-
gallyauthorized representative, may use an unproven intervention if in the physician’sjudgementit
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)

ChapterI Subject Matter, Scope and Definitions

Articlel 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.

Article2 Scope

1. ThisDirective applies to the donation, testing, characterisation, procurement, preservation,
transport and transplantation of organsintended for transplantation.

2. Where suchorgans are used forresearch purposes, this Directive only applies where theyare
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
duringlifetime 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 todevelop physiological functions
with a significantlevel 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 processby which the donated organsbecome 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;

(1) ‘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
fromprocurementto transplantation;

(m) ‘recipient’ means a person whoreceivesa 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 whichresults in, or prolongs, hospitalisation or morbidity;

‘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 organfrom adonorto 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 tolocate and identify the organ at each stage in the chain
from donationto transplantation or disposal, including the ability to:

=

@

identify thedonor 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

Article4 Framework for quality and safety

1. 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) thetransportation 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) themanagementofseriousadverse eventsandreactionsinaccordancewithArticle 11(2).
Theoperatingproceduresreferred to in points (f), (g) and (h) shall specify, inter alia, the responsi-
bilities of procurement organisations, Europeanorgan exchange organisations and transplantation
centres.

3. Inaddition, 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.

Article5 Procurementorganisations

1. 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.

Article7 Organanddonor characterisation

1. 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 forthe recipient outweigh the risks
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posed by incomplete data, an organ maybe considered for transplantation even where not all of the
minimum dataspecifiedin Part A of the Annex are available.

3. Inorderto 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 suchinformationfromrelatives of the deceased donor or other persons. The medical team
shall also endeavour to make all parties fromwhominformation 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
thatthe 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.

Article9 Transplantation centres
1. Member States shall ensure that transplantation takes place in, or is carried out by, trans-
plantationcentresthat comply with theruleslaid 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:
(@) 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 therequest of the Commission or another Member State, provide
information on the national requirements for the authorisation of transplantation centres.

Article10 Traceability

1. Member States shall ensure thatall 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
areinplace in compliance with Union and national provisions, as referred to in Article 16.

3. Member Statesshall ensure that:

(@) 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) datarequired 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 Reportingsystem 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 prohibitadvertising 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 thatthe procurement of organsis carried out onanon-profitbasis.

Article 14 Consentrequirements
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 ofliving donation

1. Member States shall take all necessary measures to ensure the highest possible protection of
livingdonorsin order to fully guarantee the quality and safety of organsfor 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 theliving 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 andreports concerning procurement organisations and
transplantation centres
1. 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
quantitiesof organsprocured 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

Article20 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 counterpartsin 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, asreferred to in paragraph 1, shall be allowed only where the organs:
(a) canbe traced from the donor to the recipient and vice versa;
(b) meetquality and safetyrequirementsequivalentto 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 notif ythose provisions tothe Commission by 27 August 2012 and shall
notify it without delay of any subsequent amendments affecting them.
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Article 24 Adaptation ofthe 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.

Article31 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 DONOR 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:

Theestablishment 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 SET

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).

Complementarydataset:
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 fortransplantation and imply the risk of disease transmission.

Physical and clinical data: Datafromclinicalexaminationwhich 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
organsfor 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

Article1l 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 neitherrestricted nor prohib-
ited for reasons connected with the protection of natural persons with regard to the processing of
personal data.

Article2 Materialscope
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:
(@) inthe course of an activity which falls outside the scope of Unionlaw;
(b) bytheMember 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 publicsecurity.

Chapter II Principles

Article5 Principlesrelatingto processing of personal data
1. Personal data shall be:

(@) 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, relevantand limited to whatis necessary inrelation tothe 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) keptin aform 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 forlonger periods insofar as the personal data will be processed solely for archiv-
ingpurposes in the publicinterest, 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-
graph1 (‘accountability’).

Article6 Lawfulness of processing

1. Processing shall be lawful only if and to the extent that at least one of the following applies:

(a) thedatasubjecthasgiven consent tothe 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) processingis necessary in order to protect the vital interests of the data subject or of an-
other natural person;

(e) processingisnecessary for the performance of a task carried out in the public interest or
inthe 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 oftheir 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 ademocratic society to safeguard the objectives
referredto in Article 23(1), the controller shall, in order to ascertain whether processing foranother
purpose is compatible with the purpose forwhich the personal data are initially collected, take into
account, inter alia:

(@) anylink 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.

Article7 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 fromthe othermatters, in an intelligible and easily accessible form, using clear and plain
language. Any part of such adeclarationwhich 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 freelygiven, 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
forthe 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 notapply 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-
priatesafeguards 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) processingrelatestopersonal datawhich are manifestly madepublicby the data subject;

(f) processing is necessary for the establishment, exercise or defence of legal claims or
whenever courtsare acting in their judicial capacity;

(g) processing is necessary forreasons 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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healthorsocial 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 therights 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 whenthose 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, biometricdata or data concerning health.

Article 11 Processing which does not require identification

1. Ifthe 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,
acquireor processadditional information inorderto 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-
formationenabling his or her identification.

Chapter III Rights of the data subject

Section 2 Information and access to personal data

Article 15 Rightofaccessbythe data subject

1. The data subject shall have therighttoobtain 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) thepurposes of the processing;

(b) the categories of personal data concerned;

(c) therecipients 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 forwhichthe 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) therighttolodge acomplaint with asupervisory 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 theright 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 areasonable 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 providedin acommonlyused electronic form.

4. Theright 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 Righttorectification

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 Rightto erasure (‘right to be forgotten’)

1. The data subject shall have the right to obtain from the controller the erasure of personal
dataconcerninghim or herwithoutunduedelayand the controller shall have the obligationto erase
personal datawithout undue delay where one of the following grounds applies:

(@) thepersonal dataarenolongernecessaryinrelationto the purposesforwhichtheywere
collected or otherwise processed;

(b) the data subject withdraws consent on which the processing is based according to point
(@) of Article 6(1), or point (a) of Article 9(2), and where there is no other legal ground
for the processing;

(© the datasubjectobjects totheprocessing pursuant toArticle21(1) and there are no over-
ridinglegitimate grounds for the processing, or the data subject objects to the processing
pursuant to Article 21(2);

(d) thepersonaldata 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) thepersonaldatahave been collected inrelationtothe offer of information societyservices
referredtoin Article 8(1).

2. Where the controller has made the personal data public and is obliged pursuanttoparagraph 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. Paragraphs1 and 2 shall notapplyto theextentthat processing is necessary:

(@) for exercising theright 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) forreasons of publicinterest 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) forthe 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:

(@) theaccuracy 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,;

(©) 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 1, 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 lif ted.

Article 20 Rightto 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 rightreferred to in paragraph 1 of this Article shall be without prejudice
toArticle 17. Thatrightshall 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

Article21 Rightto 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 shallno 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 taskcarried outforreasons of publicinterest.

497




498

Regulation (EU) 2016/679 on the processing of personal data

Section 5 Restrictions

Article23 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 5 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) publicsecurity;

(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
threatsto public security;

(e) otherimportant objectives of generalpublicinterestof 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;

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) theprotection of the data subject or the rights and freedoms of others;

(j) the enforcement of civil law claims.

(h

—

Chapter IV Controller and processor

Section 2 Security of personal data

Article 34 Communication ofa personal data breachtothe 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 notbe 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 databreach, 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
communicationor similar measure whereby the data subjects are informed in an equally
effective manner.

4. Ifthe controller has not already communicated the personal data breach to the data subject,
the supervisory authority, having considered thelikelihood 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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