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Introduction
The Nuffield Council on Bioethics has established a Working Party to examine the
ethical issues that arise in connection with a person’s decision to ‘donate’ some
part of their body (including whole organs, eggs and sperm, blood, and other bodily
material such as bone, skin, heart valves and corneas) or to ‘volunteer their body’
through participation in ‘first-in-human’ clinical trials of new medicines.
Bioinformation, genomics, stem cells
The Nuffield Council first discussed some of these issues in its 1995 report ‘Human
tissue: ethical and legal issues’, which considered ethical concerns across a wide
range of possible uses of human bodily material. Fifteen years later, after
considerable scientific, social and legal change, the Council feels that it is timely to
return to this field, focussing specifically on the ethical issues that arise for the
individuals concerned, when a person comes to make his or her decision to provide
bodily material or volunteer for first-in-human research. In particular, it is interested
in exploring the regulatory differences between providing eggs or sperm, providing
other forms of bodily material, and volunteering for first-in-human research, and in
considering whether or not such regulatory differences can be justified. Any form
of human bodily material that may be provided for the benefit of others in medicine
or research is potentially within the remit of the enquiry, although clearly some
forms of material, or the circumstances in which they are provided, will raise more
pressing ethical questions than others. The primary focus of the enquiry is within
the United Kingdom, although some aspects will inevitably cross national
boundaries.
Factors being considered include:







What degree of encouragement to provide human bodily material or volunteer in
a first-in-human trial is ethically acceptable? Is there a point at which it must be
accepted that supply cannot meet demand?
What is required for a valid consent to provide bodily material or to volunteer?
What might undermine a person’s consent? Can consent be withdrawn?
What future control can the ‘donor’ or ’volunteer’ reasonably exert, for example
over later uses of donated material? What else might they accept/expect in
return? Matched tissue/stem cell lines biobanked? Information over time?
What policy implications are there for government, and for intermediaries such
as the NHS, pharmaceutical companies, biobanks and private fertility clinics, in
a global context where activities that are banned or tightly regulated in one
country are permitted in another?



What consistency of approach should there be, both across the different forms
of donation/volunteering and across the different purposes for which people
donate/volunteer? Gametes/embryos: personhood. Should be made fungible
with other human tissue types?

The Working Party would like to hear from anyone who has an interest in this field,
whether professional or personal. This could include, among others, professional
organisations and individuals working in this area, specialist interest or support
groups, academics, individuals who have provided some part of their body or
volunteered in a first-in-human trial, individuals whose family members have
provided bodily material after death, and individuals who have benefited, or are
hoping to benefit, from donated bodily material.
This consultation document provides background information and raises questions
on some of the issues the Working Party is currently considering. You can respond
to as many or as few questions as you wish, but please feel free also to highlight
any issues, connected with our Terms of Reference, that are not covered in this
consultation paper.

1. Nature of human bodily material and first-in-human trials
Human bodily material
A wide range of human bodily material may be provided by individuals for the
benefit of others, either for use in medical treatment or for research. In the UK,
these materials include:











Blood, for transfusion and many other medical purposes such as treatment of
anaemia, leukaemia and haemophilia. Donated blood may be used for research if
not needed for treatment, and samples of blood will often be taken during
medical investigations or as part of a clinical trial or other research project
Whole organs, such as kidneys, heart, liver, lungs, pancreas and the small
bowel for transplantation (or research if not suitable for transplantation)
Partial organs, such as the lobe of a liver for transplantation (or research)
‘Tissue’ such as corneas, skin, bone, heart valves, tendons, cartilage, bone
marrow and adult stem cells for transplantation or research
Sperm, for use in infertility treatment or research
Eggs, for use in infertility treatment or research
Embryos, for use in infertility treatment, for example where neither partner can
produce viable gametes, or research
Products of conception such as aborted foetal material and embryonic stem
cells for research and potentially treatment in the future.
The whole body after death, for education, training or research.

Depending on its type, bodily material can be provided by living donors or after
death. Living donors provide blood and bone-marrow, and are the only legal source
of sperm and eggs in the UK (although donation after death is technically possible).
Historically organs and tissues for transplantation and research have been obtained
after death. However, the use of living whole organ donors is increasing rapidly,
and in 2008-09 the number of living donors slightly exceeded the number of
deceased organ donors in the UK. At present the organs provided by living donors
are primarily kidneys but developments in surgical techniques have made partial
donations of organs such as the liver and lung possible. While tissues are primarily
donated after death, some forms of tissue such as bone may also be provided by
living donors undergoing hip replacement surgery.
Other distinctions that can be made between various different types of bodily
material include:



Material that naturally renews itself, such as blood and sperm
Non-regenerative material, such as whole organs




Reproductive material that may result in the birth of a child genetically related to
the person providing the material
Material that is removed from the body in the course of another procedure, such
as material excised during an operation and cord blood or amniotic membrane
which may be retrieved at childbirth. Such materials have often been treated as
‘waste’ but may have value both for the person from whose body they have
come and to others.

Questions
1.
2.
3.
4.

Are there any additional types of human bodily material that could raise
ethical concerns? Hair, skin cells that can be ‘scavenged’.
Should any particular type(s) of human bodily material be singled out as
‘special’ in some way? Gametes, organs
Are there significant differences between providing human bodily material
during life and after death? Both problematic. Coercion risk in both; emotion
and health consequences in former; desecration risk in latter.
What do you consider the costs, risks or benefits (to the individual
concerned, their relatives or others close to them) of providing bodily
material? Please distinguish between different kinds of bodily material if
appropriate. Question too broad.

Participation in first-in-human trials
First-in-human trials are used to test the safety of new medicines on volunteers
who do not expect to gain any medical benefit from the trial. In a sense, the
volunteer ‘provides’ or ‘loans’ their body for a short period so that researchers can
find out how a new medicine acts on the human body. Where possible, ‘healthy
volunteers’ are used; however, for safety reasons, - or medical ones? - it may
sometimes only be possible to test the new medicine on a patient with the
particular condition being targeted.
In this consultation, we are interested in exploring whether meaningful parallels can
be drawn between those who provide bodily material for medical treatment and
research, and those who provide their bodies on a temporary basis for
experimentation with no expectation of personal health benefit. Why? To regularise
payment?

Question

5.

What do you consider the costs, risks or benefits (to the individual
concerned, their relatives, or others close to them) of participating in a firstin-human clinical trial?

2. Purposes of providing bodily material/volunteering in a trial
Human bodily material may be provided both for medical treatment and for
research. However, further distinctions may be made as to the purpose for which it
is to be used. Treatment using donated material may be:
Life-saving (for example blood used to replace blood lost in accidents, surgery or
childbirth, or skin used to treat very serious burns)
 Life-prolonging (for example a kidney transplant)
 Life-enhancing (for example a corneal transplant, restoring sight)
 Life-creating (for example use of donated egg, sperm or embryo to enable an
infertile woman/couple to have a child)
Nice.


Similar distinctions may potentially be drawn with respect to volunteering for firstin-human research on new medicines, and in the use of bodily materials for
research, depending on the therapeutic aims of the medicine being tested or the
research.
Further distinctions may be made in terms of the specificity and timing of the use.
The provision of bodily material may be:




Directed in some way, where the person providing the material does so on the
basis that it will benefit a particular individual or group (for example living organ
donation or the provision of tissue for genetic testing to benefit relatives); or
Non-directed, where the person providing the material has no control over who
will benefit from the donation (for example most organ donation after death).

The provision of bodily material for research may be:
For immediate use, so that the person providing the tissue can be given
information about the proposed research project; or
 For future and hence unspecified purposes, for example donations to UK
Biobank. Material provided for a specified use may also turn out later to have a
value for research purposes that could not be predicted at the time the material
was provided.
Very important.


Finally, bodily materials for either treatment or research may be:



Used in their existing form, such as organs and gametes for treatment
‘Processed’ or ‘transformed’ in some way, for example tissue-engineered
products incorporating human skin, or the creation of a cell-line





Used non-commercially within the health system, such as whole organs
donated after death
Doesn’t fit with above; commodification needs own section.
Potentially used within a commercial environment, such as tissue provided to
tissue banks or donated gametes used in private fertility clinics. – or used to
enrich, e.g. scientists in private sector activity, including university science.

Questions
6.

Are there any additional purposes for which human bodily material may be
provided that raise ethical concerns for the person providing the material?
‘Information’

7.

Would you be willing to provide bodily material for some purposes but not
for others? How would you prioritise purposes?* Yes. 1. My children; 2.
Research aimed at phasing out donation.

8.

Would your willingness to participate in a first-in-human trial be affected by
the purpose of the medicine being tested? How would you prioritise
purposes?* 1. Diseases affecting my children; 2. Incidence/severity in
general population.

* Some respondents (for example organisations) may wish to respond to these
questions by commenting on whether they believe any purposes should be singled
out for any form of special treatment or priority)

3. Ethical values at stake
The use of bodily material in treatment and research, and the recruitment of human
volunteers in first-in-human trials, generate a number of (sometimes competing)
ethical concerns. These concerns become particularly acute where there is a
potential shortfall in donors/volunteers in some areas, and hence the question
arises as to how far public or private bodies may go in actively encouraging, or
indeed incentivising, people to provide their bodily material or to volunteer for a
trial. They are also central in considering issues around control and ownership of
our bodies and material deriving from our bodies, and in determining the role of
consent. A number of relevant ethical values are listed below, with links to a more
detailed account of each in the glossary.
Altruism: the emphasis on donation as a selfless gift to others without expectation
of remuneration. Altruistic giving may be to strangers, or may take place within the
context of family or other relationships
Autonomy: widely understood as underpinning our entitlement to control our own
bodies, because they are ‘ours’
Dignity: encapsulating ideas of the special status of the human body and
associated with concerns that putting a price on any part of a human body would
‘commodify’ it in a way incompatible with its unique status
Justice: concerned with a ‘fair’ distribution of benefits and burdens within or
between societies, and also with notions of ‘fair recompense’ for the donor or
volunteer
Maximising health and welfare: aiming to achieve the best possible outcomes for
the greatest number, minimising harm and maximising benefit overall
Reciprocity: providing benefits or services to another as part of a mutual exchange
Solidarity: the idea that ‘we’re all in this together’, with a recognition of mutual
obligations and mutual support within a community based on geography or on
shared interests.

Questions
9.

Are there any other values you think should be taken into consideration?

10.

How should these values be prioritised, or balanced against each other? Is
there one value that should always take precedence over the others?

11.

Do you think that it is in any way better, morally speaking, to provide human
bodily material or volunteer for a first-in-human trial for free, rather than for
some form of compensation? Does the type or purpose of bodily material or
medicine being tested make a difference?

12.

Can there be a moral duty to provide human bodily material, either during life
or after death? If so, could you give examples of when such a duty might
arise?

13.

Can there be a moral duty to participate in first-in-human trials? If so, could
you give examples of when such a duty might arise?

4. Responding to demand
Supply and demand
There is constant pressure within the UK to meet the demand for some types of
human bodily material. Demand significantly exceeds supply both for whole organs
for transplantation and for gametes/embryos for infertility treatment and research;
the gap between supply and demand is particularly acute for those of non-white
ethnic origin. Supplies of blood are under constant pressure, and while supplies of
tissue for research and treatment are usually adequate, short-term shortages of
particular forms of tissue for treatment can arise in emergencies. Commercial
researchers may also at times experience difficulties in accessing material donated
within the public sector. Transplant and fertility ‘tourism’, where patients go to
other countries where organs and gametes are more readily available to them, is
widely reported. Some form of payment is generally assumed to be necessary in
order to recruit the requisite number of volunteers to participate in first-in-human
trials.
Question
14.

Is it right always to try to meet demand? Are some ‘needs’ or ‘demands’
more pressing than others?

Current regulatory framework
The current law in the UK permits different forms of incentive, compensation or
recognition to encourage people to provide different forms of bodily material or
participate in a first-in-human trial:






Blood, organs and tissue for transplantation: no direct payments permitted.
Living organ donors can claim directly incurred expenses, including loss of
earnings, as can bone marrow donors. Regular blood donors receive awards,
such as colour-coded donor cards, key fobs and certificates in recognition of
their contribution.
Gametes and embryos: no direct payments permitted. Donors may recoup
expenses, although compensation for lost earnings is capped. Free or reducedcost fertility treatment may be offered in return for the donation of eggs either
for others’ treatment or for research.
Participants in first-in-human trials: payments are permitted, with the level of
payment to be offered set by those running the trial, subject to the approval of
the relevant ethics committee. Industry guidance recommends a payment model

based on the minimum wage and emphasises that payment must never be
related to risk.
Question
15.

Should different forms of incentive, compensation or recognition be used to
encourage people to provide different forms of bodily material or to
participate in a first-in-human trial?

Increasing supply
Recent UK initiatives to increase the supply of bodily material, particularly
have included:







organs,

Improvements in transplant infrastructure to maximise donations after death
Increased public awareness, for example through prominent campaigns
The introduction of ‘paired’ or ‘pooled’ living organ donations
The introduction of ‘stranger’ living organ donation, where donors give a kidney
to a stranger in a similar fashion to blood donation
Making greater use of the organs that are already available, for example through
the use of ‘extended criteria’ donors.
Permission, on a case-by-case basis, for the creation of ‘saviour siblings’ whose
cord blood can be harvested to treat an older sibling suffering from a serious
inherited disorder.

Many other approaches have been put forward as to the best way to respond to
shortages in various forms of human bodily material, and the best known of these
are outlined below:


Greater use of non-financial tokens of gratitude such as private letters of thanks
or inclusion in public memorials



Use of ‘non-cash’ incentives with some (small) monetary value, such as Tshirts, mugs and vouchers, for example to encourage wider participation in
blood donation



Various forms of financial incentive for gamete donors and living organ donors.
Such payments could range from more generous compensation arrangements
for expenses and inconvenience, through a regulated system for selling
organs/gametes at non-market rates to a governmental organisation, to a fullyfledged free market



Introduction of financial incentives for donation after death, such as meeting
funeral expenses



Introduction of ’opt-out’ or mandated choice systems for organ donation after
death
- Create in vitro alternatives



Introduction of some form of ‘benefit sharing’, under which those providing
bodily material would enjoy non-financial benefits linked with their donation
such as priority for an organ if in the future they come to need one

Improved systems to make it easier for researchers to access blood or tissue
samples ‘left-over’ after diagnostic procedures or treatment
Bad idea


Expanding further the circumstances in which the provision of bodily material is
permitted, for example by rescinding the current ban on the use of eggs (see
gametes) from deceased donors, or facilitating organ donation from people who
die from a cardiac arrest outside hospital (so-called uncontrolled donation after
cardiac death).
Need to reduce incentive


Questions
If your answers to any of Questions 16-19 below would depend on the nature or
purpose of the bodily material or the medicine being tested in the trial, please say
so and explain why.
16.

Are there forms of incentive that are unethical in themselves, even if they
are effective? Does it make any difference if the incentive is offered by
family or friends, rather than on an ‘official’ basis?

17.

Is there any kind of incentive that would make you less likely to agree to
provide material or participate in a trial? Why?*

18.

Is there a difference between indirect compensation (such as free treatment
or funeral expenses) and direct financial compensation?
One is more paternalistic, indirect.
19. Is there a difference between compensation for economic losses (such as
travelling expenses and actual lost earnings) and compensation/payment for
other factors such as time, discomfort or inconvenience?
Not much (moats…).

* Some respondents (for example organisations) may wish to respond to this
question by commenting on whether they believe any forms of incentives can be
counter-productive

Alternatives to increasing supply
The approaches described above all focus on how people may be motivated or
incentivised to provide bodily material, hence increasing supply. New scientific
developments, on the other hand, may in the future reduce, or replace altogether,
some uses of bodily material, hence potentially reducing demand. Examples
include:
Technical improvements in egg freezing that may make it possible in the future
for women to use their own eggs when they would otherwise have had to
contemplate using donated eggs
 Mechanical alternatives to donated organs, such as ‘ventricular assist device’
technology used instead of a heart transplant
 Development of artificial tissues for transplantation, such as artificial corneas.
Expand; make more central, not second best.


It should, however, be noted that the relationship between supply and demand for
human bodily material is a complex one, and that the development of alternatives
may lead to more people overall being treated, rather than necessarily reducing
demand. Those currently considered ‘too ill’ to be placed on a transplantation list,
for example, may still have the potential to benefit if an organ becomes available;
and further developments in medical science may lead to an increasing number of
transplants becoming clinically appropriate.

Question
20.

Are you aware of any developments (scientific or policy) which may replace
or significantly reduce the current demand for any particular form of bodily
material or for first-in-human volunteers? How effective do you think they
will be? Need coordinated effort.

5. The role of consent
Valid consent
The consent of participants in both medical research and medical procedures is a
standard ethical and legal requirement around the world. In the UK, the common
law governs both consent to treatment (which legally would encompass consent to
the procedures involved in providing bodily material as a living donor) and consent
to research participation. The consent requirements for the storage and use of
material from living donors, and for the removal, storage and use of bodily material
after death, are set out in the Human Tissue Act 2004 which governs England,
Wales and Northern Ireland. The equivalent legislation in Scotland is found in the
Human Tissue (Scotland) Act, where the term ‘authorisation’ rather than consent is
used.
Both common law and the Code of Practice on consent issued under the Human
Tissue Act require that, for consent to be valid, the person giving consent must:




have the legal capacity to make this particular decision;
have been provided with information about the nature and purpose of the
procedure; and
be acting voluntarily, without pressure or undue influence being exerted.

There is controversy as to whether the offer of any significant incentive – whether
in the form of direct cash payments or indirect financial benefits such as free or
reduced fees for IVF treatment – could act as a form of ‘undue influence’ on the
person concerned, thus invalidating their consent. On the one hand, it is suggested
that such incentives may encourage people in need of money to accept risks that
they would otherwise have rejected; on the other hand, it is argued that an
incentive simply increases the range of options open to the person, and that it
cannot be coercive to offer them the choice.
Concerns about potential coercion may also arise in the family context, where there
may be strong, if often hidden, pressures on one family member to provide bodily
material such as an organ or bone marrow for another. It may be very difficult to
distinguish between such coercion, and circumstances where a family member
voluntarily donates through a sense of duty or responsibility within the family.

Questions

If your answers to Questions 21 or 22 below would depend on the nature or
purpose of the bodily material or of the drug being tested in the trial, please say so
and explain why.
21.

22.

In your opinion are there any forms of encouragement or incentive to provide
bodily material or participate in first-in-human research that could invalidate
a person’s consent? Insufficient info. e.g. about researcher conflicts of
interest.
How can coercion within the family be distinguished from the voluntary
acceptance of some form of duty to help another family member? Should be
discouraged/private opt out options.

Consent for future unknown (‘secondary’) uses of bodily material
When a person gives their consent to the use of their bodily material for research
purposes, this may be a ‘specific’ consent for a particular research project or a
‘generic’ consent authorising its use in any (ethically approved) research project in
the future. Generic consent is preferred by researchers because of the possibility
that the bodily material may have valuable research uses that cannot be predicted
at the time the material was provided and the difficulties involved in tracing people
potentially many years later.
If generic consent to research is not given at the time the person provides the
material, then researchers will usually only be able to use it in a new research
project if they are able to contact the person who provided the material, and ask
for their consent again. However, the Human Tissue Act makes an exception to the
general consent principle, allowing additional future research use of bodily material
from a living donor without explicit consent if:



the researcher is not in a position to identify the person from whom the
material came; and NB: This could change over time.
a Research Ethics Committee has approved the research proposal, in the
knowledge that explicit consent to this use of the material has not been
obtained.

‘Residual’ blood or tissue left over from diagnostic procedures or surgery may
similarly be used for research without explicit consent if a Research Ethics
Committee approves and the researcher cannot identify the person from whom the
material came.
Question

23.

Are there circumstances in which it is ethically acceptable to use human
bodily material for additional purposes for which explicit consent was not
given?

Role of families: living donation
Where an adult has the capacity to decide for themselves whether or not to provide
some form of bodily material whilst living, only that adult can provide consent. In
England, Wales and Northern Ireland, a child of sufficient maturity and
understanding can provide valid consent to the donation, storage and use of bodily
material such as bone-marrow, although court approval is additionally required for
the donation of an organ or part organ. If the child is not legally ‘competent’ in this
way, or prefers not to make the decision, a person with parental responsibility may
do so, on the basis of the child’s best interests.
An adult who lacks capacity to make a decision to provide bodily material for use in
medical treatment may only do so if it is judged to be in the person’s best interests,
and court approval must be sought for the donation of solid organs, bone marrow
or peripheral blood stem cells. Participation in research (which may include
providing bodily material such as blood samples) is only lawful if the research has
the capacity to benefit that person, or where the risk involved is ‘negligible’.
In Scotland, a ‘child’ is defined as under 16 years of age and young people of 16
and above therefore count as adults. Children under 16 and adults who lack
capacity to decide for themselves are not permitted to donate organs or part organs
as living donors, unless the organ or part organ is being removed as part of their
own treatment. However, they may donate bone marrow or peripheral blood stem
cells subject to a number of protections.
Question
24.

Is there a difference between making a decision on behalf of yourself and
making a decision on behalf of somebody else: for example for your child, or
for an adult who lacks the capacity to make the decision for themselves?

Role of families: donation after death
Under the Human Tissue Act (which governs England, Wales and Northern Ireland),
an adult may consent in advance to the removal and use of some or any part of
their body after death. Family members have no right in law to override this
decision and refuse to permit donation after the person’s death, although in
practice hospitals are very unlikely to remove material in the face of family
opposition. Adults may also nominate a person to make the decision about
donation on their behalf. If the deceased person has neither given consent nor
nominated a representative during their lifetime, then a person in a ‘qualifying
relationship’ with him or her at death can be asked to decide.

Children and young people under 18 who have sufficient maturity and
understanding may give advance consent to the removal of bodily material after
death in the same way as an adult, although the Human Tissue Act Code of
Practice emphasises the importance of discussing the child’s decision with the
family. Otherwise, those with parental responsibility will be asked to decide. In
Scotland, children are entitled to give their own authorisation to the use of their
bodily material after death from the age of 12.

Question
25.

What part should family members play in deciding whether bodily material
may be used after death (a) where the deceased person’s wishes are known
and (b) where they are unknown? Should family members have any right of
veto?

6. Ownership and control
Property rights
There is a long legal tradition in the UK and many other countries that there can
generally be no property rights in a human body, living or dead. Our rights in
connection with our own bodies are not legally those of ‘ownership’, and we
cannot be owned by others. However, the courts have in certain circumstances
been willing to recognise exceptions to this rule, particularly in relation to body
parts. It is now well established that the ‘application of human skill’ may turn a
body part into property: preserved human body parts used for training surgeons, for
example, have been held to be property and hence protected by the law of theft.
In 2009, the Court of Appeal extended this exception further, by holding that
sperm was capable of being the property of the men who had produced it, in
circumstances where it had been frozen on behalf of men undergoing
chemotherapy (in order to protect their fertility) and then by error destroyed. The
Court made clear that it did not base its finding on the fact that human skill had
been used to freeze the sperm, commenting that “developments in medical science
now require a re-analysis of the common law’s treatment of and approach to the
issue of ownership of parts or products of a living human body”.
Issues of property ownership are clearly closely interlinked with questions of
financial gain and concerns about the ‘commodification’ of human body parts.
Once human bodily material has been transformed through the application of skill,
third parties may sometimes be able to use it for commercial purposes. The
individual providing the material, however, is not necessarily entitled to benefit
commercially.

Questions
If your answers to Questions 27 or 28 below would depend on the nature or
purpose of the bodily material or medicine being tested, please say so and explain
why.
26.

To whom, if anyone, should a dead body or its parts belong?

27.

Should the laws in the UK permit a person to sell their bodily material for all
or any purposes?

28.

Should companies who benefit commercially from others’ willingness to
donate human bodily material or volunteer in a trial share the proceeds of
those gains in any way? If so, how?

Control
Although courts and governments have been reluctant to recognise any general
form of property ownership in the human body, there is a widespread
acknowledgment of the importance people place on being able to control or dispose
of their own bodies. In medical treatment and research during life, recognition of a
person’s right to control their own body is expressed through the requirements for
valid consent. Public anger about the retention of organs at Alder Hey Hospital and
Bristol Royal Infirmary demonstrated the strength of feeling also attached to the
desire for individuals and their families to be able to determine what happens to
human bodies after death. The regulatory frameworks introduced by both the
Human Fertilisation and Embryology Act and the Human Tissue Act are based on a
system of consent, thus providing some degree of control but without granting any
legal right of ownership. There is, however, no absolute right of control over one’s
own body: the state and/or public opinion may put limits on how people use their
bodies, for example through the regulation of working hours or prohibition on
certain drugs.
The degree of control that people who provide bodily material may exercise over its
use often depends on the type of material. Gamete donors, for example, are given
the opportunity on the consent form of specifying restrictions on the use of their
donation. So, for example, a woman could donate specifically to a sister or friend.
Living donors of organs, and of tissues such as bone marrow and cord blood, may
also specify the person who will benefit from their donation, but only in exceptional
cases may any such conditions be placed on organs donated after death. Those
providing bodily material of any kind may also exert a limited degree of control by
choosing to give consent to one kind of usage and not another, for example by
consenting to use for treatment purposes but not for research. They may also
withdraw their consent at any time before the material is used.
Question
29.

What degree of control should a person providing bodily material (either
during life or after death) have over its future use? If your answer would
depend on the nature or purpose of the bodily material, please say so and
explain why.

7. Any other issues
Question
30.

Are there any other issues, connected with our Terms of Reference, that you
would like to draw to our attention?

Glossary
Altruism. The basis of blood and organ donation in the UK has, from the start, been
presented as one of altruism, understood as a selfless gift to others without
expectation of remuneration.1 The widespread support for this model for donation
is found in descriptions such as ‘giving the gift of life’, and contrasts with the
common portrayal of those paid to participate in first-in-human clinical trials as
‘human guinea-pigs’.2 A strong emphasis on altruism is found in the EU Tissues and
Cells Directive which states firmly that “as a matter of principle, tissue and cell
application programmes should be founded on the philosophy of voluntary and
unpaid donation, anonymity of both donor and recipient, altruism of the donor and
solidarity between donor and recipient.”3 Some argue, however, that a model of
individual altruism no longer sits easily in the more commercial world of modern
health care.4 Others express concern that the traditional altruistic model can often
be subject to hidden coercive pressures, as when patients on a transplant list might
‘expect’ a suitable relative to donate an organ to help them.5
Also ‘altruism’ sets up two sides, one with good intentions and the other not,
when there are other ‘good’ motives for behaving differently, like care, equity, etc.
Artificial corneas: Corneal substitutes are being developed both in response to the
shortage of donated corneas, and with the aim of overcoming clinical problems
involved in the use of donated material such as rejection by the immune system. 6
Autonomy is widely understood as underpinning our entitlement to control our own
bodies, because they are ‘ours’. Respect for autonomy is shown primarily through
the importance placed on consent: valid consent must be given before bodily
material may be taken, and before a person participates in a first-in-human trial.
Concerns about coercion and ‘undue inducement’ undermining valid consent
similarly reflect the importance attached to ensuring that decisions about a
person’s body are freely and autonomously made by the person concerned. More
controversially, it may also be argued that respect for autonomy should entail
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permitting people to do what they wish with their own bodies, including selling
their own bodily material as a commercial transaction.7
Benefit sharing: One example of benefit-sharing in research is the approach taken
by the Human Genome Organisation (HUGO) which prohibits “undue inducement
through compensation” for participants in genetic research but argues that the
interests of justice compel researchers to share benefits of other kinds, including
education, training and health care provision, with the subjects of their research.8
One possible ‘benefit’ that could be offered to those committing themselves to
donating after death could be the promise of priority for an organ transplant should
they ever find themselves on a transplant waiting list.9
Blood: A national system for blood donation has been in place in the United
Kingdom since 1946, with approximately 1.4 million registered donors in England
and North Wales donating through NHS Blood and Transplant.10 Supplies of blood
are often under pressure, and while increased efficiency in hospitals has reduced
the demand for blood supplies, in recent years the number of donors has been
falling at a faster rate.11 Whole blood is used relatively rarely, for cases of really
severe blood loss, and hence donated blood is usually separated into its individual
components: red cells, platelets and plasma.
Bodily material: In this consultation document, we use the term ‘bodily material’ to
include all forms of human biological material that can be donated for use in
medicine and research, from individual cells to solid organs. See also Tissue.
Dignity. The concept of the inherent dignity, or special status, of the human body
is usually traced back to the work of Immanuel Kant.12 In a Kantian view, dignity
7
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and price are essentially mutually incompatible: the maintenance of human dignity
requires human beings to be beyond negotiable price. Putting a price on a human
being, or on part of their body, would be to give it a relative value, while human
beings are of “incomparable ethical worth”.13 If this view of human dignity is
accepted, then any form of financial payment, or ‘commodification’ of bodies or
body parts would constitute a violation of human dignity, even if the person
concerned did not personally feel in any way degraded. Such a view is strongly
challenged by some who argue that “degradation very much depends on one’s own
perception of what is degrading”.14
Donation after cardiac death (DCD) donors (also known as non-heart-beating
donors): In the UK, donation after cardiac death usually takes place where death is
established by the irreversible cessation of the heart, after the withdrawal of lifesustaining cardio-respiratory support on the basis that this support is no longer in
the patient’s best interests.15 However, ‘uncontrolled’ donation after cardiac death,
where the donor dies outside hospital of a heart attack, is also possible, despite the
inevitable delays before organs may be obtained. French researchers recently
suggested that, for kidneys, such donors could provide a “significant proportion of
the functional organs provided for transplant”.16
Donors: those who provide human bodily material for use in medical treatment or
research. We use the term in this document to refer to anyone (alive or deceased)
providing human bodily material, whether or not they receive any form of
compensation for doing so. See also Gift.
Expenses: In the UK, living organ donors can claim expenses directly incurred as a
result of the donation procedure, including loss of earnings due to time off work.17
Bone marrow donors may similarly be compensated for lost earnings if they need to
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take time off work.18 Gamete and embryo donors may also claim expenses directly
incurred, including lost earnings that are directly related to the donation; however
compensation for lost earnings is restricted to a maximum payment of £61.28 per
day with a ‘cap’ of £250 per course of sperm donation or cycle of egg donation. 19
Recognising the current difficulties in recruiting egg donors, the Human Fertilisation
and Embryology Authority announced in December 2009 that it would be reviewing
the issue of “reimbursement and compensation” of egg donors, although within the
context of the European Tissues and Cells Directive which limits remuneration to
“making good expenses and inconveniences to the donation.”20 While the terms
‘expenses’ and ‘reimbursement’ will generally be understood to refer only to actual
financial losses incurred, ‘compensation’ for ‘inconvenience’ is clearly a more
elastic concept (see Financial incentives).
Extended criteria donations: One approach to meeting the shortfall in donated
kidneys, for example, has been to employ ‘extended criteria’ for accepting offered
organs, making it possible to use kidneys removed after death which are of poorer
quality, but still acceptable to use.
Financial incentives: Proposals for financial incentives range from small cash
rewards (which might equally be described as compensation for inconvenience –
see Expenses above) to a fully-fledged free market in human bodily material.
Objections to such incentives are made both on principled and pragmatic grounds,
with some concerned about the ‘commodification’ of the human body, while others
are anxious that such a market system would lead to the exploitation of the poor
and vulnerable in both high and low income countries (see Tourism). The apparent
inconsistency of permitting payment for clinical trial participants, but not for organ
or gamete donors has been noted by a number of commentators with comparisons
particularly being drawn between the role of paid healthy volunteers and that of
women undergoing invasive surgery in order to donate eggs for research who
receive only minimal expenses.21 See also Justice.
First-in-human trials: ‘Phase 1’ or ‘first-in-human’ clinical trials (also known as
‘first-in-man’ or ‘healthy volunteer’ trials) are used to test the safety of new
medicines in humans, after laboratory and animal testing and before testing the
effectiveness of the medicine in patients. Participants are usually ‘healthy
18
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volunteers’ although some types of new medicine may only be tested in patients
with a particular condition. According to the Medicines and Healthcare Products
Regulatory Agency (MHRA), which oversees the safety of clinical trials in the UK,
235 applications for new trials using healthy volunteers were made in 2009.22
Volunteers do not expect to receive any medical benefit from the medicine being
tested, and are paid for their participation. Payments vary according to the nature
of the trial including the duration of the trial, the lifestyle restrictions, and potential
discomfort involved. The most recent guidelines on phase 1 clinical trials from the
Association of the British Pharmaceutical Industry (ABPI) recommend a payment
model based on the current minimum wage and emphasise that payment must
never be related to risk.23 While a study of 65 volunteers taking part in first-inhuman trials in the UK identified payments ranging between £185 and £750, 24
much higher payments have been reported in some cases.25
Gametes (eggs and sperm): It is estimated that around 2,000 babies are born each
year in the UK as a result of donated eggs, sperm or embryos, although there is no
breakdown of this figure.26 Potential recipients are likely to wait over a year for
suitable donor eggs and the gap between supply and demand is particularly acute
for those of non-white ethnic origin.27 Eggs and sperm may only be provided by live
donors; although it is possible to retrieve eggs after death or from aborted
foetuses, this is currently banned in the UK.28
Gift: A donation made without formal expectation of return (see Altruism). Once a
gift has been handed over it ceases to belong to the donor. Thus a blood sample
given for research purposes may be technically designated a gift, the donor thereby
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giving up any claim to any benefit that might result from the research in the long
term.
Justice is concerned with a ‘fair’ distribution of benefits and burdens within or
between societies. Issues of justice arise in at least two distinct contexts in
donation and volunteering. Firstly, there is the concern that any form of commercial
market for tissue may induce primarily the poorest and most vulnerable members of
society into becoming donors, with the main recipients being the better-off. This
could occur both within individual countries (low, middle and high income countries
alike) and also lead to inhabitants of lower income countries becoming the main
source of organs and gametes – “donor nations”29 – for the inhabitants of wealthier
nations. Similar concerns arise in connection with participation in first-in-human
trials, especially where those volunteering for such research have poor access to
healthcare and are unlikely to access the resulting benefits. Secondly, and from a
very different perspective, there is the question of what constitutes ‘fair
recompense’ to the donor or volunteer, especially where others (intermediaries
such as fertility clinics or tissue banks) potentially stand to gain commercially.
Mandated choice: A system requiring everyone to register in advance whether they
are, or are not, willing to provide bodily material for treatment or research after
their death. In 2009, the Ethics Committee of the Royal College of Physicians
proposed adopting such a scheme, with a third option of ‘Ask my family at the
time’.30
Maximising health and welfare: An ethical approach that prioritises the
achievement of the best possible outcome for the greatest number, minimising
harm and maximising benefit overall. One argument that is sometimes made in
favour of an ‘opt-out’ system (where organs are routinely taken after death unless
the person has explicitly objected) is that the good to those able to benefit from
treatment and research exceeds the harm of the interference with autonomy. A
similar argument could be made for a moral duty to participate in research.31 On the
other hand, arguments based on the maximisation of health and welfare may be
used against the use of commercial markets in human tissue and the use of
payment in first-in-human trials because of concerns about the creation of an
underground ‘shadow economy’ of exploited and vulnerable members of society.32
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No property rule: The Court of Appeal case of Yearworth and others v North Bristol
NHS Trust [2009] EWCA Civ 37 summarises the history of the legal principle that
there can be no property in either a living body or a corpse, with the exception of
cases where “they have acquired different attributes by virtue of the application of
skill” (R v Kelly and Lindsay [1999] QB 621). In the case of Yearworth (which
considered the possibility that frozen sperm, destroyed as a result of NHS errors,
could constitute property), the Court of Appeal declined to base its decision on the
“application of skill” exception, arguing that a “broader basis” was required. It
found that, in this particular case, the sperm should constitute the men’s property,
given both that they had generated it, with the sole purpose of using it later for
their own benefit, and that the consent requirements within the Human Fertilisation
and Embryology Act included such “fundamental features of ownership” as the
power to order at any time the destruction of the sperm.
‘Non-cash’ incentives: Items with some monetary value, such as T-shirts, mugs
and vouchers, have been suggested in the context of blood donation, the aim being
to attract donors from across the income spectrum and not specifically those in
need of money for daily living expenses.33 See also Financial incentives.
Non-financial tokens of gratitude: The Organ Donation Taskforce highlighted a
range of possible tokens to recognise both living donation and donation after death,
and commented: “The Taskforce considered options such as a memorial garden, an
eternal flame and a web-based register. However, it felt that it did not have the
evidence or expertise to make specific detailed recommendations, although it felt
strongly that appropriate recognition of donation should be established and
provided.”34
Non-regenerative material: Human bodily material that does not naturally renew
itself and which will hence not be naturally replaced by the body if donated.
Nuffield Council on Bioethics: The Council examines ethical issues raised by new
developments in biological and medical research. It is an independent body, funded
jointly by the Nuffield Foundation, the Medical Research Council and the Wellcome
Trust. It works by considering topics in depth, publishing reports on its findings and
making recommendations to policy makers.
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Opt-out approach to organ donation: The current legal position in the UK requires
consent to be given, either by the donor before death or by their family after death,
before organs may be taken from a deceased person. The proposal that this system
should be replaced by an ‘opt-out’ system, in which removal of organs after death
would be routine unless the person had logged a specific objection in advance, has
long been debated within the UK and elsewhere.35 In 2008 the Organ Donation
Taskforce was specifically asked to consider whether it would recommend such a
system in the UK, and rejected the proposal at the present time.36
Organs: Whole organ transplants, including kidneys, heart, liver, lungs, pancreas
and the small bowel, are carried out in the UK as routine procedures. In the period
2008–9 there were 3,513 whole organ transplants in the UK, donated by 961
living donors and 900 deceased donors.37 Demand for transplants outstrips the
supply of donated organs, with the gap between supply and demand being
particularly acute from donors of non-white ethnic origin.38 Reasons for this? Tissue
match? Lack of donors? Disease specificity? In the UK in 2008/09, the number of
patients on the active waiting list for an organ transplant increased by 3% per cent
to 7,877, and, according to NHS Blood and Transplant, 1,000 people a year will
die waiting for an organ.39
Paired organ donation: Live donors who wish to provide an organ for a named
recipient but who cannot do so because of immunological incompatibility may be
‘paired’ with another donor/recipient, thus ensuring that two patients receive
organs at the same time from compatible donors. ‘Pooled’ donations work on the
same basis with three or more sets of donors/recipients.
Pooled organ donation: see paired organ donation
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Qualifying relationship: If an adult has not indicated their consent, or refusal, to be
an organ donor after death, then the decision may be taken by a person in a
‘qualifying relationship’ with the deceased person immediately before their death. A
hierarchy of relationships is set out in the Human Tissue Act, starting with
spouse/partner (including civil partner) and including parent, child, sibling,
grandparent, grandchild, niece or nephew, step-parent, half sibling and friend of
long standing. Consent is only needed from one person in the hierarchy, and should
be obtained from the person ranked highest. If that person refuses, it is not
possible to seek consent instead from others ranked lower in the hierarchy.
Same for everyone? Why not go with most conservative?
Reciprocity: Reciprocal relationships, where one party may ‘reckon up’ what is
owed to another, may be seen as a particular, more personalised, form of solidarity
(see Solidarity). The value of reciprocity may be used to justify some form of
benefit-sharing or compensation in return for providing bodily material or
participating in a first-in-human trial (see also Justice). It also underpins the idea of
paired organ donation with one donor/recipient ‘pair’ entering into a reciprocal
arrangement with the other. Reciprocity may be invoked negatively, as in the
argument that those who are not prepared to provide bodily material themselves
should not be eligible to receive such material themselves, should they come to
need it.
Research using human bodily material: A wide range of forms of human bodily
material is crucial in medical research. In clinical trials of new medicines, vital
information about the effects of the medicine on the individual is obtained from
samples of blood and other materials provided by research participants. However,
human bodily material also has much wider use in research, from early ‘drug
discovery’ (for example using human tumour samples to discover possible ‘targets’
for treatment) to later clinical development (for example in order to identify which
subgroups of the patient populations respond best to the new medicine).
Saviour siblings: Popular term for children born as a result of ‘pre-implantation
tissue typing’, where embryos created through IVF are tested for tissue
compatibility with an existing sibling suffering from a serious inherited disorder. In
most cases ‘pre-implantation genetic testing’ will also be carried out in order to
ensure that any resulting child does not suffer from the same disorder. Cord blood
taken from the ‘saviour sibling’ at birth can then be used to treat the older child.
The Human Fertilisation and Embryology Authority licenses pre-implantation tissue
typing on a case-by-case basis.
Solidarity expresses the idea that ‘we’re all in this together’ with an implication of
mutual obligations and mutual support within a community. It could be argued that
some of the language used to promote donation in the UK at present is in fact
based more on solidarity than on altruism, highlighting the possibility that everyone

may at some point have an urgent need to receive donated blood and organs and
that hence they have an interest, if not a duty, in donating in their turn. 40 (See also
Reciprocity.)
Stem cells: Both adult (‘multipotent’ and ‘pluripotent’) and embryonic stem cells
play an increasingly important role in treatment and research. Adult stem cells
derived from bone-marrow are used for the treatment of leukaemia, for example,
and considerable research effort is being devoted to the possible use of stem cells
for the treatment of diseases such as Parkinson’s. Adult cells may be obtained from
bone-marrow or from biopsies of solid organs, either when a biopsy is being taken
for another purpose, or specifically to obtain stem cells. The harvesting and use of
embryonic stem cells is more contentious, as the embryo must then be destroyed.
Tissue: In the Human Tissue Act 2004 the term ‘tissue’ is used to refer to any, and
all, constituent part(s) of the human body formed by cells. In this consultation
paper, we use ‘tissue’ in its more common usage, to refer to human bodily material
(consisting of cells) other than solid organs, blood and gametes. See also Bodily
material.
Tourism (transplant tourism and fertility tourism): This term is used to describe how
those on an organ transplant waiting list, or having difficulty obtaining donated
gametes in the UK, travel abroad to countries where organs and gametes are more
widely available – either because of different regulatory controls, or because of
thriving illegal markets where organs and gametes may be bought and sold.41 There
are no official statistics on how many UK residents travel abroad in this way;
however the Department of Health has reported that, in 2006, 31 UK residents
were followed up in the UK after kidney transplantation abroad. 28 of these
kidneys came from live donors.42
Transactions. An umbrella concept used in the Terms of Reference to cover all
kinds of dealings, here for medical purposes, between persons or agencies with
respect to human bodily material.
Transplant infrastructure: In 2006, a UK-wide Organ Donation Taskforce was
established with a brief to ”identify the obstacles to organ donation and suggest
solutions which would deliver the increase in transplants that is so desperately
40
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needed.43 In its subsequent report, published in January 2008, the Taskforce
highlighted its belief that a 50% increase in organ donation after death was
possible and achievable in the UK within five years, if its recommendations were
followed. These included: the establishment of a UK-wide organ donation
organisation to facilitate a genuinely nationwide service; the establishment of
clinical donation ‘champions’ and donation committees in every Trust; discussions
about donation to be seen as part of all end-of-life care; the routine monitoring of
rates of potential donor identification, referral, approach to family and consent; the
removal of financial disincentives so that costs did not fall inappropriately on donor
hospitals; a UK-wide network of organ retrieval teams; and centralised organisation
and employment of donor transplant co-ordinators.
UK Biobank: A research initiative aiming to collect blood, saliva and urine samples
from half a million UK volunteers aged 40-69 for ongoing research.44
Undue influence: There is disagreement as to the extent financial incentives, or
incentives with a monetary value, may influence a person ‘unduly’ in their decision
about providing bodily material or participating in a trial. On the one hand there is
concern that the offer of payment may encourage people to ignore or overlook risks
they would otherwise have rejected.45 (Such risks may be psychological as well as
physical: while a woman ‘sharing’ her eggs to fund her IVF treatment is not
subjecting herself to additional risk as she is already undergoing the procedure, she
may be reducing her own chances of conceiving.)
On the other hand, it is argued that it cannot be ‘coercive’ to offer money without
any form of threat or violence: such an offer simply extends the range of choices
open to the person.46 It is also argued that to make an inducement ‘undue’ it must
involve incitement to take “unnecessary, unreasonable, and excessive risks of
harm, whether physical harm or the harm of violating important values” which
should not apply in properly run clinical trials, or in surgical procedures to remove
organs or gametes.47 Comparisons are often made with accepted practices in other
areas of social life such as mining, military service or police work where financial
rewards are considered appropriate for individuals undertaking risky or
43
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uncomfortable activities.48 In return, it has been argued that the conduct of medical
research is distinct from the other ‘ordinary’ aspects of social interaction and as
such “it would be consistent with this practice to require a higher quality of
consent for transactions in human subjects research than we tolerate for
transactions in the private sphere”.49 Moreover, the payments offered to
participants in first-in-human trials are specifically not supposed to be related to
risk.
Valid consent: A helpful summary of English common law is provided in the
Department of Health’s Reference guide to consent for examination or treatment
(2009), 2nd edition (London: Department of Health).50 See also the Human Tissue
Authority guidance, Consent: the fundamental principle, in its code of practice on
consent, which includes links to the consent guidance provided by the Welsh and
Northern Ireland health departments.51
Ventricular assist device (VAD): mechanical device which may potentially provide
an alternative to transplant for those with advanced heart failure in the future, and
is presently used to support cardiac function until a transplant becomes available.52
Volunteer: the term ‘volunteer’ is widely used for those choosing to participate in
first-in-human clinical trials; as with ‘donor’ the term is used regardless of whether
or not they receive any form of compensation.
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