


















































































































































































































































































































PUTTING IT ALL TOGETHER 

./ Make your answer stand out 

A good answer will emphasise why looking at these issues from a human rights 
perspective is important. Notice, in particular, the shift from focusing on the 
protection of the public, to focusing on the rights of those who are mentally i l l .  

READ TO IMPRESS 

Bartlett, P. (2003) The test of compulsion in mental health law: capacity, therapeutic benefit and 

dangerousness as possible criteria. Medical Law Review, 1 1 :  326. 

Bartlett, P. and Sandland, R. (2003) Mental Health Law: Policy and Practice. Oxford: Oxford 

University Press. 

Davidson, L. (2002) Human rights versus public detention: English mental health law in crisis? 

International Journal of Law and Psychiatry, 25: 491 . 

Fennell, P. (2005) Convention compliance, public safety and the social inclusion of mentally 

disordered people. Journal of Law and Society, 32: 90. 

Mcsherry, B .  and Weller, P. (eds) (201 0) Rethinking Rights-Based Mental Health Laws. Oxford: 

Hart. 

Patel, S. (201 5) Does section 63 of the Mental Health Act contravene the autonomous rights of 

mentally competent patients? British Journal of Psychiatry, 27 October. 

Richardson, G. (2002) Autonomy, guardianship and mental disorder: one problem, two solutions. 

Modern Law Review, 65: 702. 

Sarni, M .  (201 7) Ripping up the Mental Health Act. British Journal of Psychiatry, 5 September. 

Szmukler, G . ,  Daw, R. and Dawson, J. (2010) A model law fusing incapacity and mental health 

legislation. Journal of Mental Heal th Law, 1 1 :  1 2. 

www.pearsoned.eo.uk/lawexpress 

tr5( Go online to access more revision support including quizzes to test your 

U knowledge, sample questions with answer gu idelines, printable versions 
of the topic maps, and more! 

1 41 





Medical research 

Revision checklist 
Essentia l  points you should know: 

D What forms of medical research are outlawed 

D When children and incapacitated adults can be involved in medical research 

D How medical research is regulated 



1 1  MEDICAL RESEARCH 

• Topic map 

Medical 
research 

Criminal law 
Research involving children 

Research involving people lacking capacity 

Tort law ----4 
Experimental research: Simms v S imms 

Ethics committees Harmful research 

A printable version of this topic map is availabl e from www.pearsoned.eo.uk/lawexpress 
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SAMPLE QUESTION 

• Introduction 

Volunteering to take part in medical research can be risky 

In 2006, six volunteers were left seriously ill after a trial for a new drug went wrong. 
Unfortunately, testing drugs on humans is essential if medical knowledge is to progress. 
The difficulty for the law is in where to draw the li nes. What kinds of risks should 
volunteers be able to consent to? And what about chi ldren and incapacitated adults: can 
they be involved in medical research? The difficulty for the law has been in finding a form 
of regulation that adequately protects the interests of participants, but does not unduly 
hamper medical research. 

ASSESSMENT ADVICE 

Essay questions 

These tend to focus on the legal regulation of healthcare research . You wil l  need to have 
a good understanding of the formal legal restrictions as well as the work of the ethics 
com mittees. You m ight also be asked to discuss when and whether i ncompetent adu lts 
or chi ldren should be involved in research .  You should be aware not only of the concerns 
that medical research is insufficiently regulated, but also of the concerns of researchers 
that their work is hampered by too many 'ethical' constraints. 

Problem questions 

This is not a particularly popular topic for a problem question. You m ight be asked 
about a case i nvolving an incompetent person, or a volunteer for research that is 
particularly risky. 

• Sample question 

Could you answer this question? Below is  a typical essay question that could arise on this 
topic. Guidel ines on answering the question are i ncluded at the end of this chapter, whilst a 
sample problem question and guidance on tackli ng it can be found on the companion 
website. 

ESSAY QUESTION 

Are there any good reasons why medical research should be subject to any special form 
of legal regulation, apart from the normal rules of the law of tort and crime? 
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1 1  MEDICAL RESEARCH 

• Medical research 

The only kinds of medical research that are regulated are those that involve one of the following: 

• human subjects 

• human sperm or eggs 

• human embryos 

• animals 

• data relating to individuals. 

So, research on just chemicals or bits of donated tissue are not regulated. When d iscussing 
this topic, it is important to draw a distinction between therapeutic and non-therapeutic 
research. 

KEY DEFINITION: Therapeutic and non-therapeutic 

A use of a drug will be therapeutic if it is given to a patient to provide treatment for a 
condition from which they will suffer. This is true even if a doctor is still conducting 
research on the effectiveness of the drug. Non-therapeutic use would be where the doctor 
expects no benefits to the patient to whom the treatment is given, but is giving them the 
treatment simply to record its side-effects or for other general research purposes. 

� EXAM TIP 

The World Medical Association has produced the Declaration of Helsinki .  This is not 

- - - - - -1 I technically binding in English law, but is highly influential. Practitioners wil l regard 
themselves as bound by it and, where the law is unclear, courts are l ikely to refer to it. ' 

I You should, therefore, know about it and be able to make reference to it in the exam. Its 
cardinal principle is that ' [i]n medical research on human subjects, considerations related 
to the well-being of the human subjects should take precedence over the interests of 
science and society' (para. 5). The Declaration also emphasises the importance of having 
the consents of all subjects of research and the protection of the right of a subject to 
withdraw from any research project. 

• Regulation of research 

General law 
Of course, the criminal law must be complied with when conducting medical experiments. 
Giving a person a substance or touching them without their consent would be an offence, 
such as assault or battery. Simi larly, the law of tort applies and so if, as a result of a 
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REGULATION OF  RESEARCH 

researcher's negligence, a person suffers an injury, the researcher could be l iable to pay 
compensation. There are also general statutes that can affect medical researchers, such as 
the Data Protection Act 1 998 and Human Tissue Act 2004. 

The consent of the participants is normally essential (although see below in relation to 
chi ldren and incompetent adults) . It is important that research participants are g iven 
sufficient information about the research to be able to consent. 

ill REVISION NOTE 

The law regarding consent has been discussed earlier (see Chapter 3). Particularly 
relevant in this context is that the participant must be informed of any significant risks if 
their consent to participate in the research is to be legally effective. One difficulty in 
practice is that research can be severely hampered if participants leave a project m idway 
through. However, the principle of consent stipulates that the participants cannot be 
forced to receive treatment against their wishes. Although researchers m ight l ike to bind 1 1 participants to be i nvolved in the research until the end of the project, there is no legal 

, way of doing this. 

Research that is unlawful 

Research that harms the partic ipants 

Research wil l not be perm itted if it will endanger the l ives of the subjects or cause them 
serious harm . The difficulty is i n  stating how much harm is permitted. No doubt the 
importance of the research will play a role. Research into finding a cure for cancer may be 
able to justify giving to subjects trial drugs that can cause nausea. It is unl ikely that research 
into hair loss could justify a sim ilar level of harm. It may also be relevant if the treatment 
being tested wil l have therapeutic benefits for the subjects. 

Simms v Simms [2003) 1 All ER 669 

Concerning: when experimental surgery was lawful 

Facts 

Two teenagers were suffering from variant Creutzfeldt-Jakob Disease. Their doctors 
proposed a novel treatment that had not been tested on humans. The expert evidence 
suggested that the effectiveness of the surgery was unknown. Without the treatment the 
individuals would die. Their parents sought a declaration that it was lawful for the 
proposed treatment to be given .  � 
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Legal principle 

Butler-Sloss P authorised the surgery. As the two teenagers were incompetent to make 
the decision, the question was simply whether doing the surgery would be in their best 
i nterests. She held that it was. Although medical opinion was divided on whether or not 
the treatment should be given, the experts agreed it would not be irresponsible to give 
the treatment. The chance of success m ight be slight, but given they were facing death, 
it was a risk worth taking .  She attached 'considerable weight' to the fact the parents 
supported using the treatment. 

./ Make your answer stand out 

One issue that is well worth revising is whether there is a moral duty to participate i n  
research (see Harris (2005) and Shapsay and Pimple (2007)). I f  you conclude that there 
is a moral duty to be involved in research, do you think this is stronger or weaker if the 
research relates to an i l lness from which you suffer? Regardless of whether there is a 
moral duty to be involved in research, could it affect your response as to whether the 
law should allow chi ldren or incapacitated adults to be involved? 

Research involving children 
This is a controversial subject. If the child is Gillick competent (see Chapter 3 for a discussion 
of this term), then they can probably consent to being a subject of research (although Lord 
Donaldson in Re W (1 992) doubted this). If the child is not competent, the chi ld's parents 
may be able to consent; but parents, when making decisions for children, are meant to make 
their decisions for the benefit of the child, and if the treatment is non-therapeutic that may 
be questioned. Despite the uncertainty over the legality of research involving treatment, it 
clearly happens and needs to if chi ldren are to receive effective medication. 

! Don't be tempted to . . .  

This is a tricky issue and it is easy to get it wrong. If parents are meant to make 
decisions that are i n  the best interests of their child, is it permissible to consent to 
involve your chi ld i n  a research project that might cause a small amount of discomfort 
but not directly benefit the chi ld? You might say that it is in chi ldren's i nterests to grow 
up realising the benefits of helping other people. The difficulty is that if chi ldren are not 
involved in medical research , chi ldren as a group will be harmed because it cannot be 
assumed that medicine that is found to be safe for adults will also be safe for chi ldren. 
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PUTTING  IT ALL TOGETHER 

Research involving incompetent adults 
The law on research involving i ncompetent adults is set out in sections 30 to 34 of the 
Mental Capacity Act 2005. Notably, the Act only deals with intrusive research. So, if the 
research does not involve touching or administering a substance (e.g .  it just involved 
watching the subject), then the special regulations in the Act do not apply. If the treatment is 
intrusive, then the Act sets out a long list of requirements, which you should know for the 
exam. The most important of these are as follows. 

Requirement for research on incompetent person (P) 

The research m ust be related to a condition P suffers from 

The research m ust either benefit P or be intended to assist 
people suffering from the same condition as P and the risk to 
P is negligible and the research is not unduly invasive 

Nothing must be done to which P appears to object, unless 
that is necessary to protect P from harm 

The research m ust be approved by an 'appropriate body' 
(e .g. the local ethics committee) 

The work of research ethics committees 

Statute 

MCA, s. 31 (1 ) 

MCA, s. 31 (5) 

MCA, s. 33(2) 

MCA, s. 30 

All large-scale medical research must be approved by a research ethics committee. 
Although the committee wil l consider the legality of any research, it is, in theory, still open 
to a court to decide if the research was i l legal. The committee wil l consider the l ikely validity 
of any research; whether participants will be caused any undue pain or discomfort; that 
there are arrangements to ensure proper information is given; and consent is obtained. 
The National Patient Safety Authority now oversees the work of ethics committees. It would 
be useful to visit their website (www.npsa.nhs.uk) to see the work it does and for more 
information , and to assess what factors committees should be taking into account. 

• Putting it al l  together 

Answer guidelines 
See the essay question at the start of the chapter. 

Approaching the question 

This question gives you a good opportunity to show your knowledge of the regulation 
of research and of the theoretical issues surrounding it. Your answer can be divided � 
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into two halves: the first looking at the current system of regulation and the second 
looking at how the law should regulate this area. 

Important points to include 

You should start this essay be explaining the ways in which the law regulates medical 
research ,  h ighl ighting the point that, although the normal rules under crim inal and tort 
law apply, there are additional regulations. In particular, discuss the work of the 
research ethics committees. 

You wil l  also need to consider why there is a need for special regu lation. Note that 
h istorically there have been terrible abuses of people in the name of medical research 
(see Plamer (2005, chapter 1 )) . 

./' Make your answer stand out 

A good point to mention is that people are allowed to do a lot of risky things they 
l ike: for example, mountaineering or extreme i roning. If people can choose to do 
such risky activities, should they not be able to engage i n  the, arguably, more 
useful activity of research? 

READ TO IMPRESS 

Cave, E. (201 0) Seen but not heard? Children in clinical trials. Medical Law Review, 1 8 : 1 .  

Dickert, N. (2009) Re-examining respect for human research participants. Kennedy Institute 

of Ethics Journal, 1 9: 31 1 .  

Ferguson, P. (2008) Clinical trials and healthy volunteers. Medical Law Review, 1 6: 23. 

Foster, C.  (2001 )  The Ethics of Medical Research on Humans. Cambridge: Cambridge Un iversity 

Press. 

Fox, M. (1 998) Research bodies: feminist perspectives on clinical research.  In S. Sheldon and 

M. Thomson (eds), Feminist Perspectives in Health Care Law. London: Cavendish. 

Harris, J .  (2005) Scientific research is a moral duty. Journal of Medical Ethics, 31 : 291 . 

Laurie, G .  and Postan, E. (201 3) Rhetoric or reality: what is the legal status of the consent form 

in health-related research? Medical Law Review, 21 : 371 . 

McHale, J. (2006) Law reform, clin ical research and adults without mental capacity. In S. Mclean 

(ed.}, First Do No Harm. Aldershot: Ashgate. 
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Plamer, A .  (2005) The Law and Ethics of  Medical Research. London: Cavendish. 
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And finally, before the 
exam . . .  

By this stage you should be well advanced with your revision. If you have worked through 
this book and used it to provide a structure for your revision notes, you wil l be on course to 
do well i n  the exams. 

A few final words of advice. Remember to use the case law as much as possible. This wil l 
make sure you convince the examiner that you know the law as well as being able to 
discuss the theory. It wil l also mean that, when you are talking about more theoretical points, 
they will be grounded in real practical examples and not become too 'airy fairy' . 

Remember also the l im itations of the law. Law works through using rules. These are used to 
ensure consistent decisions are made and to provide guidance for professionals and others. 
This means that sometimes the law cannot work in as nuanced a way as some ethicists 
would l ike. Sometimes the law will sacrifice producing the ideal result in every case, in order 
to produce a clear rule that will work well in the vast majority of cases. 

A final point is that medical law is meant to be interesting and excite strong reactions. I n  
essay questions you should make i t  clear what you think the law should be  and what the 
ethically correct approach is. However, make sure you are able to describe a variety of 
different views. If they are views you disagree with, explain what you see as their main 
weaknesses. 

Check your progress 

D Look at the revision checklists at the start of each chapter. Are you happy that 
you can now tick them all? If not, go back to the particular chapter and work 
through the material again. If you are still struggling, seek help from your tutor. 

D Attempt the sample questions in each chapter and check your answers against 
the gu idel ines provided. ..,... 
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AND FINALLY, BEFORE THE EXAM . . .  

0 Go online to www.pearsoned.eo.uk/lawexpress for more hands-on revision help 
and try out these resources: 

D Try the test your knowledge quizzes and see if you can score full marks for 
each chapter. 

D Attempt to answer the sample questions for each chapter within the time 
l imit and check your answers against the guidelines provided. 

D 'You be the marker' and see if you can spot the strengths and weaknesses 
of the sample answers. 

D Use the flashcards to test your recall of the legal principles of the key cases 
and statutes you've revised and the definitions of important terms. 

0 Watch out for medical issues in the newspapers. 

0 Discuss controversial medical issues with your friends, especially those who may 
disagree with you. 

• Linking it al l  up 

Check where there are overlaps between subject areas. (You may want to review the 
'revision note' boxes throughout this book.) Make a careful note of these as knowing how 
one topic may lead into another can increase your marks significantly. Here are some 
examples. 

t/ The importance of autonomy 

t/ Whether the law should uphold moral values 

t/ Whether lawyers or doctors determine what treatment a patient should receive 

t/ The role that rationing plays 

Notice that these themes appear in many topics. In particular, the relationship between 
autonomy and upholding moral principles is a key one: should abortion be regarded as 
simply the choice of the woman; or should society uphold the moral value attached to a 
fetus?; is euthanasia a private matter for each individual or should the law protect the 
sanctity of life?; should an informed adult be allowed to participate in any research project; 
or should we restrict medical research that endangers participants? Another key theme is 
the extent to which judges should leave medical decisions to doctors or whether the law 
should intervene. We see that particularly in relation to the law on clin ical negligence, where 
judges show deference to the views of medical experts. By contrast. the courts have shown 
an increasing will ingness to intervene in cases involving decisions over rationing. 
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AND F INALLY, BEFORE THE EXAM . . .  

II Knowing your  cases 

Make sure you know how to use relevant case law in your answers. Use the table below to 
focus your revision of the key cases in each topic. To review the details of these cases, refer 
back to the particular chapter. 

Key case How to use Related topics 

Chapter 1 - Basic principles of medical law and ethics 

St George 's NHS Trust v  S To show the importance Pregnancy; 
of autonomy abortion 

Simms v Simms To i l lustrate the 'do no harm ' Research 
principle 

Chapter 2 - Rationing 

R v Cambridge HA ex p. 8 To show how courts are Chi ldren 
reluctant to intervene in rationing 
decisions 

R (Condliff) v North To discuss how the courts Obesity 
Staffordshire PCT balance the interests of patients 

and the community 

R v North West Lancashire To give an example of a court Gender 
HA ex p. A finding a rationing policy 

unlawful 

R (Rogers) v Swindon NHS To il lustrate when exceptional Cancer 
PCT circumstances may be 

considered 

R (Watts) v Secretary of State To demonstrate relevance of EU law 
for Health European law 

Chapter 3 - Consent to treatment 

Re C (Adult: Refusal of To show the right to refuse Mental health 
Treatment) treatment 

A Local Authority v Mrs and To provide an example of a Contraception 
Mr A person lacking capacity 

.... 
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AND FINALLY, BEFORE THE EXAM . . .  

Key case How to use Related topics 

Chapter 3 - Consent to treatment Continued 

Sida way v Beth/em Royal To discuss what information a Autonomy 
Hospital Governors doctor should disclose 

Chester v Afshar To examine when damages can Negligence 
be paid after failure to disclose 

Re Y (Mental Incapacity: Bone To consider 'best interests' Organ donation 
Marrow Transplant) principle 

Chapter 4 - Confidentiality 

Campbell v MGN To demonstrate when a duty of Human rights 
confidence is owed 

R v Department of Health ex To consider if confidence is owed Privacy 
p. Source Informatics where the information is 

anonymous 

Wv Edgell To i l lustrate when breach of Mental health 
confidence can be justified 

Chapter 5 - Medical negligence 

Bo/am v Friern Hospital To discuss duty of care in Patients' rights 
Management Committee medical negligence cases 

Hotson v E. Berkshire AHA To examine when a loss of a Damages 
chance claim may succeed 

Gregg v Scott To consider loss of a chance cases Damages 

Chester v Afshar To il lustrate when damages may Consent 
be ordered after a fai lure to 
disclose risk 

Chapter 6 - Contraception, abortion and pregnancy 

R (Smeaton) v Secretary of To define contraception Embryos 
State for Health 

A, B and C v Ireland To discuss whether there is a Human rights 
right to abortion 

R (Axon) v Secretary of State To consider when minors can Parental rights 
for Health be given abortions 

St George 's Healthcare To show the autonomy rights Consent 
Trustv  S of pregnant women 
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AND FINALLY, BEFORE THE EXAM . . .  

Key case 

Chapter 7 - Reproduction 

Evans v Amicus 

How to use 

To il lustrate how the courts 
resolve disputes over frozen 
embryos 

Related topics 

Human rights 

R (Quintavalle) v HFEA To examine the legal ity of 
embryo selection 

Embryos 

Chapter 8 - Organ donation and ownership of body parts 

Yearwot1h v Not1h Bristol 
NHS Trust 

Chapter 9 - Death and dying 

R (Nicklinson) v Ministry 
of Justice 

Airedale NHS Trust v Bland 

Re B (Adult: Refusal of 
Medical Treatment) 

R (Pretty) v OPP 

R (Purdy) v OPP 

R (Burke) v GMC 

Chapter 1 0  - Mental health 

MH v Secretary of State for 
Health 

To d iscuss whether someone 
owns their body parts 

Reproduction 

To confirm that necessity is not a Necessity 
defence to murder in euthanasia 
cases 

To define death Persistent 
vegetative state 

To give an example of the right to Omissions 
refuse treatment 

To i l lustrate the role of human Human rights 
rights in end-of-l ife decisions 

To discuss the role of human Criminal law 
rights in end-of-l ife decisions 

To examine whether there is a Rationing 
right to be kept alive 

To i l lustrate significance of Human rights 
human rights in mental health 
law 

Chapter 1 1  - Medical research 

Simms v Simms To examine when experimental 'Do no harm' 
treatment can be used principle 
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AND FINALLY, BEFORE THE EXAM . . .  

Further practice 

To test yourself further, try to answer these three questions, which incorporate overlapping 
areas of the law. Evaluate your answers using the answer guidelines available on the 
companion website at www.pearsoned.eo.uk/lawexpress 

Question 1 
Ann is a concert pianist and has been troubled with pain due to a nodule on her fingers. She 
sees Bel le, a consultant surgeon. Belle recommends surgery which will alleviate the pain .  
She neglects to mention that the surgery causes impediment to the movement of the little 
finger in 1 % of cases, for reasons unknown. The operation is undertaken properly, but 
leaves Ann with a paralysed thumb, something that which has never been recorded as 
occurring as a side effect of the surgery. Ann says if she had been told of the risk of 
paralysis to the l i ttle finger she would have delayed the operation until after a major 
recording she was undertaking later that month. Ann has also d iscovered that Belle has 
kept the nodule she removed from Anne in jar, for use in medical research, something she 
strongly objects to. 

Advise Ann on what legal proceedings she m ight bring and her chances of success. 

Question 2 
Brian has severe dementia and has developed pneumonia. Medication can treat the 
pneumonia, but without treatment it is l ikely to ki ll him. Ten years ago he signed an 
advanced directive saying that he should be killed if he ever suffered dementia. His daughter, 
Charlie, has urged the doctors to give Brian medication because she is due to get married 
next month and does not want his death to overshadow her wedding. Diane is a friend of 
Brian's and has said that in recent weeks he has been very happy and enjoying chi ldren's 
television programmes. She thinks it would be cruel to let him die. Brian's doctor seeks an 
order from the court as to whether Brian should be given medication. What order do you 
think the court is l ikely to make and why? 

Question 3 
Puzi is fourteen and has just m ild learning difficulties. She has just realised she is thirty 
weeks pregnant. She visits Dr Shu and asks for an abortion. Although Dr Shu is persuaded 
that Puzi understands what an abortion is, she is not sure she understands the moral issues. 
Dr Shu seeks your advice on whether she can perform an abortion on Puzi and on whether 
she should tell Puzi's parents what has happened. 
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Glossary of terms 

The glossary is divided into two parts: key definitions and other useful terms. The key 
definitions can be found within the chapter in which they occur, as well as in the g lossary 
below. These definitions are the essential terms that you must know and understand in order 
to prepare for an exam. The additional l ist of terms provides further definitions of useful 
terms and phrases which will also help you answer examination and coursework questions 
effectively. These terms are h ighl ighted in the text as they occur but the definition can only 
be found here. 

• Key definitions 

Advance decision 

Consequentialism 

Contraception 

Deontology 

Duty of care 

An advance decision is a decision by a patient made about the 
treatment they wished to receive, or not to receive, if they lost 
capacity. It must have been made when the patient was over 1 8  
and had capacity. The advance decision only becomes effective 
when the patient loses capacity. 

This approach decides whether an act is ethically right or wrong 
by looking at its consequences. Quite simply, if it produces more 
good than bad, the act is ethically right. 

A procedure or device that prevents ferti l isation of the egg or the 
implantation of the ferti lised egg. 

This approach says that it is right or wrong to i nfringe certain 
principles, regardless of the consequences. For example, some 
people believe it is never right to intentionally kil l another person, 
however much good may be produced as a result. 

In the law of tort, a person owes a duty of care to all those 
whom that person may foreseeably harm . Occasionally the 
courts hold that there are good public policy reasons for not 
finding a duty of care. 
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GLOSSARY OF TERMS 

Ethic of care 

Genetic information 

Gillick competent child 

Involuntary euthanasia 

Mental disorder 

Non-voluntary 
euthanasia 

Principfe of 
beneficence 

Principle of justice 

Principle of 
non-malfeasance 

Quality adjusted 
life year 

Rationing 

Regenerative 
bodily material 

160 

This is an ethical approach that emphasises that we all l ive in 
relationship with other people and are dependent upon other 
people. It, therefore, is not possible to look at a patient and ask 
what rights they have as a lone individual or what is best for 
them. Rather we need to ask what is best for this group of 
people who are in relationship together. It values 
i nterdependency and mutuality over i ndividual freedom. 

This is medical information about your genes, i ncluding your 
DNA. This can reveal whether you have a genetically related 
i l lness or whether you are a carrier of one. 

A chi ld who has sufficient maturity and understanding to make 
a competent decision about the issue. The child will need to 
understand not only the medical issues involved, but also the 
moral and family questions. 

Conduct that kills the patient who is competent and has refused 
to consent to being killed. 

'Any d isorder or disabil ity of the mind' (MHA 1 983, s. 1 (2), as 
amended by the 2007 Act). The MHA refers to two things that are 
not mental disorders: learning disabi l ities and dependence on 
drugs or alcohol. 

Conduct that causes the death of the patient without the 
patient's consent or objection (e.g. where the patient is in a 
coma and cannot consent). 

Medical professionals must provide the best medical treatment 
for their patients. 

Patients should be treated equally and fairly. One patient should 
not be improperly given preferential treatment over others. 

Medical professionals should not cause harm to their patients. 

This is an assessment of the benefit of a treatment. It takes into 
account how many years of extra life a treatment may provide 
and the increase in qual ity of life that a treatment may provide. 

Where there is only a l im ited healthcare resource and a decision 
must be made to offer the resources to some patients and not 
others. 

This is body material that (if taken from a body) will be naturally 
replaced by the body. Blood or bone marrow would be good 
examples. Non-regenerative material will not be replaced by the 
body. Examples would be a heart or kidney. 



Relevant material 

Reproductive autonomy 

Res ipsa loquitur 

Right 

Surrogacy 

Therapeutic and 
non-therapeutic 

Voluntary euthanasia 

G LOSSARY OF TERMS 

The HTA 2004 only covers the use and storage of 'relevant 
material ' .  This is tissue, cells and organs of human beings. 
It does not include sperm, eggs or embryos. Cell l ines or other 
human material created in a laboratory are not covered. 

Supporters of reproductive autonomy argue that the decisions 
people make about whether or not to have chi ldren are i ntimate 
and profoundly important. The state should assist couples in their 
choice. Where a person or a couple wishes to have a child, the 
state should assist them as far as is possible (given other 
restraints on resources). It is not the state's job to decide 
whether a person will make a good or bad parent or to restrict 
the way a person wishes to create a chi ld . Sometimes the 
concept is distinguished from ' reproductive l iberty' where, while 
the state should not prevent someone having a chi ld ,  it is not 
under a positive obligation to assist them.  

Literally translated this means 'the act speaks for itself'. It is a 
doctrine used in the law of negligence where there is no 
reasonable explanation for an i njury apart from the fact the 
defendant must have caused the i njury negligently. In such a 
case the court wil l assume the defendant's negl igence caused 
the injury even though that has not positively been proved. 

The concept of a right in law is much d isputed and it is not 
possible to give a definition that would be accepted by everyone. 
When a person has a right to X, other people are bound by a duty 
to protect or promote the interests the person has in X. There 
need to be good reasons why the person should be prevented 
from X. 

One woman (the surrogate mother) agrees to carry a chi ld for 
another woman or a couple (the commissioning couple). Their 
intention is that shortly after birth the chi ld wil l be handed over 
to the commissioning couple and they will raise the chi ld .  

A use of a drug wil l be therapeutic if it is given to a patient to 
provide treatment for a condition from which they wil l  suffer. 
This is true even if a doctor is still conducting research on the 
effectiveness of the drug. Non-therapeutic use would be where 
the doctor expects no benefits to the patient to whom the 
treatment is g iven, but is giving them the treatment simply to 
record its side-effects or for other general research purposes. 

Conduct that has caused the patient's death at the patient's 
request. 
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Other useful terms 

Actus reus 

Mens rea 
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The part of the definition of a crime that refers to the conduct 
of the defendant. 

The part of the definition of a crime that refers to the mental 
state of the defendant. 
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