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Human Tissue in Transplantation and Research

Deficiencies and shortfalls in the supply of human organs for transplan-
tation and human tissue for research generate policy dilemmas across the
world and have often given rise to major and deleterious controversies.
They also create an environment in which illegitimate commercial activ-
ities flourish. At the same time, patients are denied the therapy they
desperately require and researchers are impeded from carrying out vital
work into the causes of, and efficacious treatments for, major illnesses
and diseases.

David Price sets out a clear and integrated legal and policy framework
which emanates from the tissue source but protects the interests of
donors and relevant professionals through tailored property entitle-
ments, but without presupposing rights to trade in ‘original’ materials.

David Price is Professor of Medical Law at De Montfort University,
Leicester, where his research focuses on areas relating to human tissue
for medical purposes. He was very recently a member of the Secretary of
State’s Organ Donation Taskforce examining presumed consent and
previously a member of a World Health Organisation Taskforce on
Organ Transplantation. He is a member of the European Expert
Group Relating to Ethical, Legal and Psychosocial Aspects of Organ
Transplantation and a member of the Editorial Board of the Medical Law
Review.
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Preface

This book is the culmination of many years of working in the fields of organ
tissue transplantation and research in an academic and policy advisory
context, leading me to a conviction of the urgent need for a unifying legal
and ethical donation framework incorporating various central concepts and
principles. The necessarily complex policy-making in this sphere is a func-
tion of the fact that humans themselves are the ‘therapy’ or ‘research
material’ here, involved in a uniquely human activity. These are conse-
quently areas which not only preserve but also reflect our humanity.

I am very grateful in the making of this book for the assistance received
from the staff at Cambridge University Press, and in particular Finola
O’Sullivan, Brenda Burke and Richard Woodham, and to Martin
Wilkinson for his hugely helpful remarks in regard to two of the most
substantial parts of the book. Mostly of course, my thanks and love are
directed to my long-suffering wife Arlene, whose support is profoundly
appreciated.
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Introduction

This is a book about policy, aimed at professionals, academics and strate-
gists. It aspires to map out a broad, transferable contemporary ‘model’
framework to govern human organ and tissue donation for transplantation
and research. It is my contention that existing systems, whilst well-meaning
and considered, often serve — on account of deficiencies and anomalies — to
defeat the very objectives which they have set out to achieve; to the detri-
ment of patients, subjects and society in general. Deconstruction is con-
sequently crucial, especially in the light of the controversies surrounding
such activities and the ever-increasing challenges presented by them. Of
course, differences of view are inevitable in spheres touching so closely
upon intimate areas of human activity, but this is a field riven not only by
divergence of perspective and emphasis, but also by misconception. These
are areas of policy which have invariably developed in pragmatic, customary
fashion, being science-, technology- and practice (and hence largely
demand-) driven, partly by dint of necessity, but which require in the
modern age a sure footing which can survive critical scrutiny." To be
sure, legal and ethical principles will inevitably operate in a ‘fuzzy’ way in
the real world, but there is nonetheless a need for clear concepts to cut
through the increasing ‘noise’. The challenges here are great, but so are the
prizes. The need for human organs and tissues is one of the hallmarks of
contemporary society and the gateway to interventions of incalculable
benefit to mankind, either as forms of therapy or as precursors to the
development of preventive, therapeutic and diagnostic strategies.

Whilst there are an increasing number of published works touching on
the topics dealt with in this book, and including ethical analyses of the
central issues, there are few which attempt to develop a modal framework

! In relation to post-mortem practice, the system was said to have operated over the previous
thirty years on a ‘custom and practice’ basis; see Chief Medical Officer, The Removal,
Retention and Use of Human Organs and Tissue from Post-mortem Examination, 2001, at www.
doh.gov.uk/orgretentionadvice/orgretcmoadv2.htm. See also V.S. Leith, ‘Consent and
nothing but consent? The organ retention scandal’ (2007) 29(7) Sociology of Health &
Illness 1023 at 1032.



2 Human tissue in transplantation and research

which cashes out these legal and ethical ‘conclusions’ and translate them
into a workable and coherent form able to adequately guide practice.
Indeed my own previous book in this sphere fell short of a wholly norma-
tive enterprise, being principally analytical in parts.” In this current work
some of the areas of detailed discussion in that earlier work are omitted,
and it is intended that the present volume ‘build’ upon the earlier one in
normative terms.

An ethico-legal skeleton

The book seeks to knit together ethical and legal perspectives relating in
particular to autonomy, consent, justice and property. The issue of
consent has come to dominate contemporary debates with respect to
the donation of human material, albeit without any shared or unifying
vision as to what constitutes ‘consent’, or what interests consent is
designed to protect. As Brazier notes, ‘Consent is such a simple word’
and is the more beguiling and elusive for that.” Moreover, it has
historically by no means been the norm. The perceived or actual failure
to obtain proper consent has been at the heart of many controversies in
the transplantation and research spheres, most visibly in the post-
mortem organ and tissue retention scandals which have lately arisen
around the globe, and in particular in the UK,* and in other analogous

2 D. Price, Legal and Ethical Aspects of Organ Transplantation (Cambridge University Press,
2000) [Price, Legal and Ethical Aspects].

M. Brazier, ‘Organ retention and return: Problems of consent’ (2003) 29 Journal of Medical
Ethics 30 at 30.

4 See Bristol Royal Infirmary Inquiry Interim Report, 2001, at www.bristol-inquiry.org.uk/
interim_report/index.htm (hearts of 170 dead children retained); Redfern Inquiry into the
Liverpool Children’s (Alder Hey) NHS Trust, at www.rlcinquiry.org.uk/download/index.
htm (organs of 3,500 children retained); HM Inspector of Anatomy, Investigation of
events that followed the death of Cyril Mark Isaacs, May 2003, at www.doh.gov.uk/cmo/
isaccsreport/ (24,000 brains in storage in Britain in 2003). A Census in England in 2000
revealed that 54,300 organs, body parts, still-births or foetuses were held following post-
mortem examinations carried out since 1970; see Chief Medical Officer, Report of a Census
of Organs and Tissues Retained by Pathology Services in England, London: The Stationery
Office, 2001. See also the Scottish Report, Final Report of the Independent Review Group on
Retention of Organs at Post-Mortem in Scotland, 2000, and the Northern Ireland, Organ
Retention Report, Belfast, 2001. Abroad, see the Madden Report on Post Mortem
Practices and Procedures (2006) in Ireland, at www.dohc.ie/publications/pdf/madden.
pdf; D. Tilmann, ‘German prosecutor investigates the removal of dead babies’ organs’
(2000) 320 British Medical Journal 77; Organs Retained at Autopsy, Advice of the Australian
Health Ethics Committee, NHMRC, 2001, Commonwealth of Australia, Canberra;
U. Jensen, ‘Property, rights, and the body: The Danish context’ in H. Ten Have,
J. Welie and S. Spicker (eds.), Ownership of the Human Body (Dordrecht: Kluwer
Academic Publishers, 1998), 173 at 174 (retention of brains of thousands of psychiatric
patients at Aarhus).
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contexts.” The perceived benefits of such activities have often led to
practice blinkered to wider ethical perspectives, and the possibility of
profit from human body parts has in some other instances been the
motivation for the witting or reckless failure to obtain necessary consent
for removal and use.® Human bodily resources are increasingly acquir-
ing value and utility either in themselves or as the basis for the develop-
ment of further biological materials, or merely as sources of biological
or genomic information per se. This ‘value’ enhances the vulnerability
and prospectability of our bodies and the need for donor, and indeed
often community, interests to be properly protected.” By virtue of their
nexus to ‘self’, the retention and use of human material raises profound
issues pertaining to the relationship between bodies and personal iden-
tity, and generates fundamental questions about who we are and what
sort of society we wish to live in.

There is an ever-present tension between the imperative to generate
sufficient body parts for societally and ethically crucial goods and the
rights of individuals or their families to control the use of such materials.
It is argued here that the need to satisfy the relevant demands for body
parts cannot entirely justify a donation policy in itself, although it is
recognised that a failure to satisfy the needs (of patients and professionals,
respectively) is not only a major moral deficiency per se but will invariably
fuel more and more extreme means of dealing with the deficit; which, in
turn, produces a further policy dimension. Whilst a requirement for
consent is becoming ubiquitous, different notions of ‘consent’ prevail in

> Body parts from deceased former workers at nuclear power plants have allegedly been non-
consensually retained and tested in both the UK and the US (Los Alamos) over many
years; see O. Dyer, ‘Inquiry will study claims that Sellafield workers’ body parts were-
removed without families’ consent’ (2007) 334 British Medical Fournal 868; The Times,
18 April 2007, 19 April 2007, 20 April 2007 and 27 April 2007; L. Andrews and D. Nelkin,
Body Bazaar: The Market for Human Tissue in the Biotechnology Age (New York: Crown
Publishers, 2001), p. 20 [Andrews and Nelkin, Body Bazaar]. Body parts have frequently
been merely ‘retained’ post-mortem; see, e.g., C. Abraham, Possessing Genius: The Bizarre
Odyssey of Einstein’s Brain (Cambridge: Icon Books, 2001); N. Stafford, ‘German medical
schools respond to claim they have stored Namibian skulls from colonial times’ (2008) 337
British Medical Journal 1047.

Of course, the exploits of graverobbers and others supplying anatomy schools with whole
corpses for profit were the catalyst for the passing of the anatomy legislation in the early
nineteenth century. For a contemporary analogue, see http://news.bbc.co.uk/1/hi/world/
africa/3039513.stm.

The interests of indigenous populations such as Native American Indians and Aborigines
are being increasingly protected, e.g. Native American Graves Protection and Repatriation
Act 1990 and the Aboriginal Heritage Act 1988 (South Australia) and the Heritage
Conservation Act 1991 (WNorthern Territory). See R. Tsosie, ‘Native American genetic
resources and the concept of cultural harm’ (2007) 35(3) Journal of Law, Medicine and
Ethics 396.

=)
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4 Human tissue in transplantation and research

official policies, and widely varying laws, practices and perceptions exist
around the world. In particular, presumed consent is a concept which,
despite being a widespread legal phenomenon, continues to draw trench-
ant criticism from various quarters.

The relationship between ‘donation’ and the allocation or permitted
use(s) of organs and tissues to patients or users is a crucial one. Especially
contentious is the extent to which the latter should be controlled by
donors, professionals, or by society, with issues of justice, equity and
utility juxtaposed against individual rights of disposition and control.
This again introduces issues pertaining to the relationship between the
donor and his or her (separated) body parts. The US President’s Council
on Bioethics has stated that ‘In dramatic ways, the question of who, if
anyone, owns a part of the body that is brought out of the body’s interior
and into the light of the laboratory or clinic has become a meaningful
one’.® The jurisprudence in common law jurisdictions has been loathe to
recognise the existence of private property rights in human materials,
especially in tissue sources themselves.” But as Magnusson observes “To
hold categorically that human tissue cannot be the subject of proprietary
rights suggests that, in the absence of specific empowering legislation,
such tissue could not be gifted, bought or sold, stolen or converted, bailed
or patented. In a rapidly developing biotechnological age, a legal vacuum
such as this would be very curious indeed.”’ A lack of a network of
property rights emanating initially from the tissue source is unsustainable
in the context of a true ‘donation’ scheme. This by no means necessarily
implies a right to trade in such material, however. This is a separate and
further matter beyond rights of exclusion, use and transfer per se.

There is a perceived conflict between sufficiently protecting donors’
interests and the smooth and efficient running of the various services
dependent upon the human material emanating from them. This is
especially patent in the US jurisprudence relating to the use of human
tissue for research but similar tensions can be seen in relation to the
secondary use of tissue from living individuals for research across the
board, e.g. archived pathology samples, newborn screening cards, etc.'’

8 President’s Council on Bioethics, On the Body and Transplantation: Philosophical and Legal
Context, Staff Discussion Paper, 2006/7 at 8-9.

° The decision in Yearworth v. North Bristol NHS Trust [2009] EWCA Civ 37 (4 February
2009) is a very welcome recent exception.

10°R. Magnusson, ‘Proprietary rights in human tissue’, in N. Palmer and E. McKendrick
(eds.), Interests in Goods (London: Lloyds of London Press, 1993) 237 at 237.

11 Research on pathological specimens has led to important discoveries such as helicobacter
pylori bacteria as the cause of peptic ulcers. The distinction between further pathological
examination and ‘research’ is itself blurred. Their conflation has historically been
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The post-mortem organ retention scandals in the UK and elsewhere
likewise generated the perception of professional and public interests
being at odds,'? but this must be seen in the light of either the profes-
sional failure to adhere to contemporary ethical or legal standards or the
failure of the prevailing standards to comport with appropriate present-
day values.'” Whilst in many situations there was a failure to comply with
the mandates of the law, in others both law and existing ethical standards
supported the retention and subsequent use of tissues removed at post-
mortem for various purposes, including research, without proper con-
sent.'* There was apparently no evidence of any general unwillingness to
allow such (research) practices, however, where consent was first
obtained. Subject to some necessary accommodations, conflict is not
inevitable if openness and transparency exist and a shared, partnership
approach is adopted. As the Retained Organs Commission (ROC)
remarked ‘If adequate ethical principles govern organ retention enforced
by effective laws and regulations, neither medicine nor science should
suffer.”’”

Ambit

This book focuses on the use of human material for transplantation and
research rather than for ‘treatment’ purposes more broadly. It thus

considered good practice and is to some degree unavoidable. The ability to look back at
retained autopsy material has helped to define vCJD, AIDS and the causes of cot death,
cerebral palsy and epilepsy.

The majority apparently support the retention of organs and tissue for research post-
mortem provided informed consent had been obtained; see Retained Organs
Commission, Qualitative Research to Explore Public Perceptions Regarding Retention of
Organs and Tissue for Medical Practice, Teaching and Research, Research Report, London,
2002.

Whilst in some instances such practices were lawful, ‘staying within the law is not enough —
practice needs to reflect what the community regards as acceptable in the environment in
which autopsies are now performed’; see Australian Health Ministers’ Advisory Council,
The National Code of Ethical Autopsy Practice, Australian Department of Human Services,
2002 at 5.

The Chief Medical Officer’s Report remarked that “The law governing organ retention is
unclear, ambiguous and ageing. It was poorly understood and, as a result, not well
applied’; see Chief Medical Officer, The Removal, Retention and Use of Human Organs
and Tissue from Post-Mortem Examinations, Stationery Office, London, 2001. By contrast,
in various jurisdictions, including many Australian States and Territories, consent for
hospital post-mortem examination was by law explicitly stated to be sufficient to permit
the retention and use of body parts for transplantation or research, e.g. section 28,
Transplantation and Anatomy Act 1983 (South Australia). See also Reporr Into the
Retention of Body Parts After Post-Mortems, Solicitor General South Australia, August
2001, Adelaide; and Interim Report into the Retention of Tissue and Organs Following Post-
Mortems in NSW, New South Wales Health Department, February 2001, Sydney.
Retained Organs Commission, Remembering the Past, Looking to the Future, NHS, 2004,
para.1.19.
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excludes the use of substances of human origin as aspects of medicinal
products or in-vitro diagnostic devices. The rationale for such exclusion
hangs on the need to focus attention on core common issues and avoid the
need to consider discrete and specific areas of regulatory activity.'® The
use of organs and tissues from animals for transplantation (‘xenotrans-
plantation’) or research are not considered here either, in view of the
broader issues they raise and the fact that the former is not yet generally
even considered to be an experimental therapy (principally on account of
issues relating to physiology, disease transmission and public health).'”
They require detailed scrutiny in their own right which cannot be afforded
here.

At first glance, to focus solely upon transplantation and research may
seem arbitrary and selective. Human biological materials have a plethora
of other uses, such as forensic purposes, education and training, cadaver
identification, infertility treatment, etc. However, quite apart from con-
straints of space, both of these chosen activities may be broadly seen as
part of the ‘therapeutic endeavour’. Although the UK Organ Donation
Taskforce Supplement Report remarked as regards transplantation that
‘Rarely in health is there such a direct and rapid link between the action to
address a problem and its resolution to save lives’,'® medical research has
been appropriately dubbed ‘indirectly therapeutic’,'” focusing on better
and more accurate diagnoses, development of new therapies, better
understanding of disease, etc. Sanner’s research found that both autopsy
and anatomical dissection are regarded by individuals as beneficent activ-
ities in the longer term, although not regarded as altruistic acts in the same
way as organ donation, which has a direct immediate, potentially life-
saving consequence.”’

Moreover, they are not discrete spheres. Organs and tissue not suitable
for transplantation — which takes priority — may be used instead for

Medicines are governed by a discrete regulatory regime under the Medicines Act 1968
and n-vitro medical devices by the Medical Devices Regulations 2002 SI 2002 No. 618 as
amended.

It is anticipated that xenotransplant trials will be initiated in the UK in the near
future. Lord Winston has announced that pig organs could be available for transplanta-
tion within ten years; see The Times, 7 November 2008. See also www.dh.gov.uk/en/
Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_06307. See
generally S. McLean and L. Williamson, “The demise of UKXIRA and the regulation of
solid-organ xenotransplantation in the UK’ (2008) 34 Journal of Medical Ethics 373.
Organs for Transplant: A Report from the Organ Donation Taskforce: Supplement Report,
Department of Health, 2008 at 6 [Supplement Report].

Nuffield Council on Bioethics Working Party Report, Human Tissue: Ethical and Legal
Issues, 1995, Nuffield Council, at para. 6 [Nuffield Council].

M. Sanner, ‘People’s attitudes and reactions to organ donation’ (2006) 11(2) Mortality
133 at 143.
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research, e.g. livers converted to liver hepatocytes for drug function tests,
etc. Transplant organ and tissue donor retrieval teams work alongside
research tissue retrieval teams in many healthcare institutions.?’ Moreover,
research on human tissue is the very source of many developments in
transplantation therapies.”> Most importantly, though, the ethical and
conceptual underpinnings have very significant commonality, so that
whilst they are usually considered discretely the discussion is better
informed by considering issues as between them. Indeed, this work
centres on donation policy rather than broader aspects of either trans-
plantation or research.”” This is not, however, to deny the very significant
contemporary importance of some of these other matters, e.g. the treat-
ment of the potential donor prior to death and non-heart-beating dona-
tion, etc.>*

Replacement therapies

At present there are generally no substitute ‘permanent’ therapies to
transplantation available for end-stage organ failure. Research is con-
tinuing apace to develop stem cell and tissue engineering techniques to
‘grow’ tissues for replacement,”” either from pluripotent/totipotent stem
cells or from adult cells.”® Whilst the use of human totipotent embry-
onic stem cells as a source for transplantation is being investigated to
replace diseased or damaged tissue,’’ it is estimated that in order to
avoid graft rejection from poor tissue (HLA) compatibility, a bank of at

21 Some forms of tissue to be used for transplantation are actually removed by pathologists at

post-mortem examination.

Although it has been alleged that research in Britain is being unnecessarily hindered by
bureaucracy, including Lord Winston’s research on growing replacement organs inside
genetically modified pigs (which was allegedly moved to the US as a result); see ‘Organ
research being hindered by red tape, says professor’, Guardian, 11 September 2007.

My previous book considered transplantation in slightly broader fashion. See, e.g., Price,
Legal and Ethical Aspects, chapters 4, 5 and 10.

See Organs for Transplant: A Report from the Organ Donation Taskforce, Department of
Health, 2008, at 33 [Organs for Transplant].

EU Regulation (EC) No. 1394/2007 governing tissue engineered products which have
potential therapeutic application to humans has been issued. Currently some of these
products fall outside the definition of either medicinal products or medical devices.
Such as the use of artificial livers to provide pieces of liver to repair damaged livers
and potentially entire liver transplants (see ‘British scientists grow human liver in a
laboratory’, at www.thisislondon.co.uk/news/article-23372701-details/British+scientists
+grow). Work is also ongoing to re-grow damaged bones and cartilage using patients’
stem cells; see The Times, 18 February 2008.

In somatic cell nuclear transfer a nucleus from an adult cell is inserted into a recipient egg
cell from which its own nucleus has been removed. At present, however, its efficiency for
stem cell derivation is very low.
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8 Human tissue in transplantation and research

least 150 HLLA-typed human embryonic stem cells would be required in
order to generate an acceptable match for the large majority of
patients.”® Cloned embryos created by using cell nuclear transfer, on
the other hand, are likely to be immunologically compatible with the
donor. However, quite apart from the scientific challenges, research
using embryos (which will thereafter be destroyed) is highly controver-
sial, and under attack from the Roman Catholic Church in particular.”’
The news that it may be feasible to generate induced pluripotent stem
cells from skin cells rather than embryos is therefore highly signifi-
cant.”’ However, much of this research is still at a very early, unrealised
stage, and the potential of such therapies has been subject to much
overblown hype and misinformation.”’ In theory, in so far as these are
‘master’ cells, stem cells could be caused to differentiate into any of the
tissues or organs of the body. They are also self-renewing, so that the
entire demand for such materials could be theoretically met. However,
due to their anatomical and functional complexity renewing human
organs is only a longer-term potential reality. Nonetheless, stem cells
can already be induced to form the insulin-producing cells of the
pancreas and it is anticipated that heart valves and muscles might
soon be grown by such methods.’” Patients’ stem cells may also be
used to re-grow damaged tissue where a scaffold can be formed using
donated tissue.”” A patient recently had a windpipe transplanted in
Barcelona which had been constructed using the patient’s own re-
engineered bone marrow stem cells.’*

28 C. Taylor ez al., ‘Banking on human embryonic stem cells: Estimating the number of

donor cell lines needed for HLLA matching’ (2005) 366 The Lancet 2019.

See The Times, 26 November 2007. In the US, embryonic stem cells have apparently been
produced by stimulating unfertilised eggs, see www.medicalnewstoday.com/articles/
75700.php. Embryonic stem cells have also been produced in mice without destroying
embryos in the process.

39 See The Times, 21 November 2007 and 1 December 2007.

3! The scandal surrounding Dr Hwang’s false claims regarding the creation of human
embryonic stem cell lines from somatic cell nuclear transfer in South Korea led to
much re-appraisal and even a US Congressional Hearing. See http://olpa.od.nih.gov/
hearings/109/session2/testimonies/koreaclone2.asp.

See The Times, 11 April and 3 September 2007. Whilst the growth of whole replacement
organs still remains a distant vision, injections of stem cells into organs may, with nature
doing the rest, allow repair in situ, e.g. heart attack patients’ own stem cells being injected
to repair organ damage; see The Times, 8 November 2006. President Obama has recently
lifted restrictions upon federal funding of the therapeutic use of stem cells.

Tissue may also be created from existing material. Bladders, cartilage and skin (from
foetal skin tissue) have already been grown, the latter for the use of paediatric patients with
burns; see J. Hohlfeld ez al., “Tissue engineered fetal skin constructs for pediatric burns’
(2005) 366 The Lancer 840.

>* See The Times, 19 November 2008.
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Introduction 9

Tissue issues

Despite the overwhelming attention of clinicians, the media and politi-
cians upon organ transplantation, tissue transplantation occurs on an even
larger scale, although deceased patients are assessed less routinely. In
some instances, these are equally as ‘life-saving’ as some forms of organ
transplantation, e.g. heart valve replacement procedures, although they
are generally life-enhancing rather than life-saving.’”> Heart valves, ten-
dons, cartilage and bone, skin, corneas and other tissues have been
routinely transplanted for many years — some, such as skin and corneas,
even longer than organs. Tissue donors need not always be as healthy as
organ donors, and in so far as such tissue is avascular, the compatibility of
donor and recipient is less important. There is also typically less urgency
with the transplantation of tissue, such as skin, corneas and tendons, than
with organs, as there is no need for the heart to be still beating at retrieval,
and thus continued ventilation is unnecessary (retrieval may take place
several hours or even longer after a death has been certified).”® There are
specific psychological issues which attach to certain types of tissue trans-
plantation. For instance, composite tissue, such as hand and face, trans-
plants generate particular issues relating to ‘self’ and personal identity.
Isabelle Dinoire, the first face transplant patient, has spoken of the ‘other
woman inside her’, and the difficulty of living with her new ‘features’.”’
This book does not consider the specific issues raised here for reasons
of space.”®

As with much tissue that is used for research, tissue intended for trans-
plantation is typically ‘banked’, where it is cleaned, sterilised and tested
for certain types of infection, by contrast with most forms of organ trans-
plantation where any substantial storage period remains elusive. It is this
longer-term storage of tissue and the routine intermediate processing of

33 This alters the ethical calculus, as health risks generated by immunosuppression therapy
need to be outweighed by the benefits which attach exclusively to improved quality of life.
For more detail, see B. Kent, ‘Tissue donation and the attitudes of health care profes-
sionals’, in M. Sque and S. Payne (eds.), Organ and Tissue Donation: An Evidence Base for
Practice (Maidenhead: Open University Press, 2007) 102 [Sque and Payne (eds.), Organ
and Tissue Donation]. Organs are also removed from non-heart-beating donors for trans-
plantation in many instances, although removal must take place very soon after pro-
nouncement of death.

‘Face transplant “made me human again®’, The Times, 7 July 2007; ‘Face patient tells of
“the woman inside her”’, The Times, 1 October 2007. See generally R. Hartman, ‘Face
value: Challenges of transplant technology’ (2005) 31 Awmerican Fournal of Law and
Medicine 7.

See D. Dickenson and G. Widdershoven, ‘Ethical issues in limb transplants’ (2001)
15 Bioethics 110. The first hand transplant was performed in Lyon, France, but was
removed in 2001 as the patient could not psychologically adjust to it and stopped taking
his immunosuppression.
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10 Human tissue in transplantation and research

such material (and potential vending of such end-products) which dis-
tinguish it from organ transplantation. Tissue banks are proliferating. As
well as specific disease-based banks and registries (e.g. the UK Children’s
Cancer Study Group tumour bank; the Canavan disease registry, etc.)
and small hospital-based collections typically linked to one type of tissue
(such as bone or eye banks), much more extensive multi-tissue banks
supplying research as well as therapeutic needs have come into being, at
arm’s length from treatment providers.”® In addition to sperm and brain
banks, we have witnessed the recent growth of public and private periph-
eral cord blood banks containing stem cells able to be used in the treat-
ment of leukaemias and anaemias, etc.”” In addition, ‘purpose-built’ or
converted ‘biobanks’ or ‘genebanks’ are being created to facilitate
population-based disease research, for instance in Estonia, Iceland and
the UK (UK Biobank), consisting of biological samples linked to personal
data relating to health, lifestyle, etc.*’ Such tissue bank repositories are
vital to satisfy the needs of clinicians, researchers, biotechnology and
pharmaceutical companies, academic institutions, etc.

A pound of flesh

Both profit and not-for-profit enterprises play a part in the process of
transition from donated to transplantable tissue and tissue suitable for
research. In the US, tissue transplantation is a billion-dollar industry.*”
Since the Nuffield Council on Bioethics advocated the growth of non-
profit medical intermediaries in tissue collection and distribution — to
connect the market and non-market structures — commercial tissue
banks have proliferated around the world.”® There is also a trend toward
the commercialisation of existing public tissue collections.** The

%% The United Kingdom Human Tissue Bank based at De Montfort University is one such

example in the research arena.

In the UK the public Kingscord cord blood bank has been established. A two-year-old
with leukaemia recovered after receiving a transplant from a donor who was discovered
from tracing umbilical cord blood frozen in Tokyo; see The Times, 6 February 2008.
UK Biobank hopes to collect blood and urine samples from 500,000 individuals; see
www.ukbiobank.ac.uk/about/what.php. Generation Scotland is another UK-based
genetic database.

See R. Katz, “The re-gift of life: Who should capture the value of transplanted human
tissue?’ (2006) 18(4) The Health Lawyer 14. He notes that the government makes little or
no attempt to stop intermediaries earning ‘super-normal’ profits, at 15.

Nuffield Council, at paras. 6.38-6.40. For-profit enterprises process such tissue to
produce materials such as bone and hips for therapeutic application.

See G. Lewis, ‘Tissue collection and the pharmaceutical industry’, in R. Tutton and
O. Corrigan (eds.), Genetic Databases: Socio-Ethical Issues in the Collection and Use of DNA
(Oxford: Routledge, 2004) 181 at 191 [Tutton and Corrigan (eds.), Genetic Databases].
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Introduction 11

co-mingling of not-for-profit and for-profit enterprises in tissue procure-
ment, tissue banking, tissue processing and tissue application is evident
everywhere. An investigation in the US in 2000 revealed that 70 per cent
of the fifty-nine Organ Procurement Organisations (OPOs) sold body
parts directly to for-profit firms and another 18 per cent sold body parts
(such as hearts, veins, tendons and bones) to other not—for—proﬁt tissue
banks who then shipped the tissues to for-profit companies.*

Laws routinely proscribe reward being offered to or provided to organ
and tissue sources themselves, but other actors in the process may be
subject to different rules. Under the National Organ Transplant Act 1984
in the US, for instance, therapeutic tissue banks are permitted to charge
‘reasonable fees’ for their services.*® Whilst the involvement of for-profit
enterprises processing tissue and distributing it to end-users arguably
enhances the value of such materials to recipients, to some it commoditises
human material and undermines donor altruism. Healy observes that “The
public conception of exchange in human goods, and especially organ
donation, is at odds with the rapidly growing and increasingly lucrative
secondary markets in human tissue’.*” It has been noted that tissue dona-
tion for transplantation has invariably taken place ‘under the radar of public
awareness’, but as the veil is drawn back there is increasing hostility towards
the industry from some quarters.*® Indeed, it has been suggested that if
providers were routinely made aware of the profits procured by the tissue
industry, donations would reduce.*’ Andrews and Nelkin have commented
‘But the proliferation and diversity of disputes over body tissue are symp-
tomatic of a much larger problem — a growing divide between scientific and
social views of the body in the commercial context of the biotechnology
age’.”” At the least, greater transparency is required.

The effect of the increasing commercial influences involved in tissue
retrieval and use and the tendency to ‘cutting ethical and legal corners’

15 See M. Goodwin, Black Markets: The Supply and Demand of Body Parts (Cambridge

University Press, 2006), p. 179.
¢ The costs of storing, preserving and preparing materials are permissible under section 32
(5)-(6), Human Tissue Act 2004.

47 K. Healy, Last Best Gifts (University of Chicago Press, 2006), pp. 20-1.

48 V. Perlman, review of S. Youngner, M. Anderson and R. Schapiro (eds.), Transplanting
Human Tissue: Ethics, Policy and Practice (Oxford University Press, 2004), in (2005) 33
FJournal of Law, Medicine and Ethics 163 at 163.

49 See President’s Council on Bioethics, ‘Appendix’, at www.bioethics.gov/background/
organs_and_tissue_appendix.html. In Greenberg v. Miami Children’s Hospital Research
Institute Inc. 264 F Supp. 2d 1064 (SD Fla. 2003), for instance, the plaintiffs claimed
that they would not have agreed to donate their tissue if they had been aware that the
defendants intended to ‘commercialise’ the results of their contributions.

>0 L. Andrews and D. Nelkin, ‘Whose body is it anyway? Disputes over body tissue in a
biotechnology age’ (1998) 351 The Lancet 53 at 53.
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can be seen in the scandal attending the use of Alistair Cooke’s bones and
other related US practices (involving funeral directors, embalmers, med-
ical schools, crematoria staff, etc.).51 It is reported that some of the more
than forty British patients who received implanted contaminated tissue
derived from body parts allegedly ‘stolen’ (obtained without consent) in
the US°? are intending to sue.’” Abuses have occurred in the research as
well as therapeutic sphere, involving whole corpses as well as parts of
corpses. Surplus cadavers from ‘willed body’ programmes have been
illegally sold to private research firms in the US, and even to the military
for use in anti-mine footwear tests.’*

Such practices draw attention to the need for minimum quality and safety
standards to be met. The potential risk of disease transmission from tissue
transplantation is much greater than from organ transplantation as over 100
tissue transplants can derive from a single donor.”” The European Union
(EU) has now adopted various initiatives based on its mandate under
Article 152(4)(a) of the EC Treaty, which enables the European
Parliament and Council to adopt harmonised health measures by setting
high standards of quality and safety of organs and substances of human
origin, blood and blood derivatives.’® Article 152(5), however, states that
such measures ‘shall not affect national provisions on the donation or
medical use of organs and blood’, which is designed to deny jurisdiction

>l His bones were allegedly sold for $7,000 to two tissue provider companies. See ‘FDA

shuts down human tissue company’ (2006) 332 British Medical Fournal 507. See also
Whaley v. County of Tuscola 58 F 3d 1111 (6th Cir. 1995). Such scandals are not exclusive
to the US. See, e.g., S. Olsena, ‘A Latvian case: The removal of tissue from 400 deceased
persons’, in W. Weimar, M. Bos and J. Busschbach (eds.), Organ Transplantation: Ethical,
Legal, and Psychosocial Aspects (Lengerich: Pabst Publishing, 2008) 64 [Weimer ez al.
(eds.), Organ Transplantation)].

32 See http:/news.bbc.co.uk/1/hi/england/staffordshire/5368620.stm. The company Biomedical
Tissue Services allegedly exported body parts without prior consent. Bone graft tissue is
used as a filler in orthopaedic surgery such as hip replacements and jaw construction.

>3 See The Times, 19 October 2006 and 6 October 2007. Some of the tissue sources suffered
from HIV, hepatitis C and cancer.

> See The Times, 10 and 12 March 2004, Guardian, 20 March 2008, ‘US trade in body parts’

(2004) 199 Bulletin of Medical Ethics 4 and http:/news.bbc.co.uk/1/hi/world/americas/

6064692 .stm.

In 2002, five US recipients contracted hepatitis C from the same tissue donor. There are

also reports of CJD transmission from corneas and dura mater, clostridium contracted

from implanted knee tissue, etc.; see J. Warner and K. Zoon, “The view from the Food and

Drug Administration’, in S. Youngner, M. Anderson and R. Schapiro (eds.),

Transplanting Human Tissue: Ethics, Policy and Practice (Oxford University Press, 2004)

71 at 73 [Youngner, Anderson and Schapiro (eds.), Transplanting Human Tissue].

Moreover, tissues from various patients may be combined to produce a treatment for a

specific patient, e.g. bone grafts.

This article was introduced into the original Treaty by the Treaty of Maastricht in 1993.

The Council is required to act in accordance with the co-decision procedure pursuant to

Article 251 EC.
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Introduction 13

in relation to national donor consent laws, by virtue of the subsidiarity
principle.”’” Following on from the Blood Directive 2002/98/EC it issued
the Tissues and Cells Framework Directive 2004/23/EC in 2004. These
have both been implemented in the UK and other Member States.®

Regulatory and policy initiatives

There have been a plethora of major recent legislative changes, including
in the UK where both the Human Tissue Act 2004 and the Human Tissue
(Scotland) Act 2006 came into force in September 2006, replacing the
Human Tissue Act 1961, Anatomy Act 1984 and the Human Organ
Transplants Act 1989. These were both a product of the organ retention
controversies mentioned earlier and apply to both transplantation and
research, although the Scottish statute applies only to research involving
tissue from deceased persons. In the US, legislative activity has been
primarily driven by the Uniform Anatomical Gift Acts (UAGASs) drawn
up by the National Conference of Commissioners on Uniform State
Laws. The earliest version, formulated in 1968, was promptly imple-
mented in all states. Another version was drawn up in 1987, but thereafter
state laws ceased to be homogeneous or harmonious, as a result of which a
further, substantially modified, version was generated in 2006, which has
already been enacted in thirty-four states and introduced in various
others.”” These Acts apply only to deceased donation, though, leaving
living donation governed by either the general law or other statute law.
Organ and tissue retention following autopsy in the US is also governed by
state law. Whilst most states’ laws are silent on this issue, some states
permit organs and tissues (although usually just corneas and/or pituitary
glands) removed at post-mortem examination to be retained and used for
research purposes without consent, as do many Australian jurisdictions.“’
Across Europe in particular there have been a raft of recent statutes
relating to transplantation but specific laws relating to the use of tissue
for research are less universal.®’

>7 See T. Hervey and J. McHale, Health Law and the European Union (Cambridge University
Press, 2004), p. 80. Also excluded from the jurisdiction of the EU is the medical use of
substances of human origin.

>8 See Blood Safety and Quality Regulations SI 2005 No. 50 and the Human Tissue (Quality
and Safety for Human Application) Regulations SI 2007 No. 1523.

> For enactment details, see www.anatomicalgiftact.org/DesktopDefault.aspx?

tabindex=2&tabid=72.

See D. Sperling, Posthumous Interests: Legal and Ethical Perspectives (Cambridge University

Press, 2008), pp. 99-100.

! E.g. Estonian Law of 30 January 2002; Bulgarian Law of 30 July 2003; Swiss Federal Law
of 8 October 2004; Dutch Law of 21 December 2006; Finnish Law of 11 May 2007.
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14 Human tissue in transplantation and research

Transplant activity

There have been very significant organisational and resource initiatives in
the domestic transplant sphere. In England and Wales, substantial resour-
ces have been invested in various programmes through UK Transplant,
notably in the areas of living organ donation and non-heart-beating don-
ation. A policy, Saving Lives, Valuing Donors, was launched in 2003 (the
Transplant Framework) setting ambitious targets in England, now
including the objective for 20 million people to be signed up to the
Organ Donor Register by 2010 and 25 million by 2013; and there has
been substantial activity in Scotland also. In the US, the Organ
Breakthrough Collaborative driven by federal government has achieved
outstanding results, even in its early stages.

Moreover, the regulation of transplantation and the need to increase
organ donation rates has moved steadily up the political agenda at both
national and international level. In the UK, a Ministerial Organ Donation
Task Force reported in 2008 on measures to ameliorate or remove current
barriers to meeting the organ shortage within the constraints of the exist-
ing legal framework, and a similar Government Taskforce has been opera-
tional in Australia.®> In addition, the Chief Medical Officer, Liam
Donaldson, nominated the chronic lack of organs for transplantation as
one of the two most pressing contemporary UK public health issues.®’
This led to the Organ Donation Taskforce (ODT) being re-convened and
re-constituted to consider the possibility of introducing presumed con-
sent, which advised, negatively, in November 2008, concerned that whilst
there were real potential benefits there were also significant risks of
worsening current donation rates.’* Such high-level attention is mirrored
in the US, where the President’s Council on Bioethics has examined,
fairly expansively, organ transplantation matters, following upon the
Institute of Medicine’s Report Organ Donation: Opportunities for
Action.®® Within Europe, the Dutch Health Council and the German
National Ethics Council have been particularly active in recent years.

The first ODT Report focused on organisational, structural and sys-
temic factors. It asserted that increases in donation rates were dependent

52 Organs for Transplants; National Clinical Taskforce on Organ and Tissue Donation: Final

Report: Think Nationally, Act Locally, Department of Health and Ageing, February 2008.
%3 Annual Report of the Chief Medical Officer 2006, Organ Transplants: The Waiting
Game 27-33 [CMO, Organ Transplants].
The Potential Impact of an Opt Out System for Organ Donation in the UK: An Independent
Report from the Organ Donation Taskforce, 2008, para. 1.14.
Institute of Medicine Report, Organ Donation: Opportunities for Action (Washington, DC:
National Academies Press, 2006) [Institute of Medicine, Organ Donation].
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on three spheres of activity: donor identification and referral; donor co-
ordination; and organ retrieval arrangements. Culturally, it emphasised
the need for organ donation to be regarded as the ‘usual event’ after death.
It recommended, inzer alia, minimum notification criteria for potential
organ donors, the monitoring of rates of donation activity in all Trusts
with the creation of a Trust Donation Committee reporting to the Trust
Board, ° that brain death testing should be conducted in all cases where it
is a likely diagnosis (even if organ donation is unlikely), that the current
network of transplant co-ordinators be substantially expanded and
strengthened and that a UK-wide network of dedicated retrieval teams
be established for all organs. Assuming that the recommendations as a
whole were put in place, it was argued that it was possible to see a 50 per
cent increase in organ donation after death in the UK within five years (an
additional 1,200 transplants per annum).®” At present the UK has one
of the lowest deceased organ donor rates (13.2 per million population
(p.m.p.) in 2007) and deceased kidney transplant rates (23.5 p.m.p.) in
Europe. This compares with figures of 34.3 p.m.p. and 45.9 p.m.p. in
Spain and an EU average of 16.8 p.m.p. and 29.2 p.m.p., respectively.®®
The Report was accepted by the UK Government and all of the devolved
administrations.®” It is stressed that clear political leadership and commit-
ment is required in order to realise such goals, similar to that demonstra-
ted by Secretary of State Tommy Taylor in the US, where the Organ
Breakthrough Collaborative has achieved a 30 per cent increase in the
volume of deceased organ donation in the past five years (compared with a
1-2 per cent increase over the previous decade).”” The US experience,
but even more notably that in Spain and countries which have followed
the ‘Spanish model’, highlight the impact that an integrated, planned and
well-resourced system can have in improving ‘conversion rates’ — i.e. the

% Organs for Transplants, para. 1.32. Reports should be regarded as part of the assessment of

Trusts generally through the relevant healthcare regulator.

This assumed that sufficient resources were made available and was based on extrapolat-
ing organ donation rates from the best 20 per cent of performing hospitals, to produce a
40 per cent increase, coupled with an estimate of a further 10 per cent based on experience
obtained abroad using such systems, such as in Spain, the US, Tuscany and certain South
American nations, e.g. Argentina and Uruguay.

Council of Europe Newsletter 2008, International Figures on Organ Donation and
Transplantation 2007, Council of Europe, 2008.

Amongst the specific recommendations in the Report are the setting up of a UK-wide
Organ Donor Organisation under the responsibility of the existing special health authority
NHS Blood and Transplant, see Organs for Transplants, para. 1.18.

The Health Resources and Services Administration estimates that 4,000 additional
annual transplants have been attributable to such initiatives; see T. Shafer ez al., ‘US
Organ Donation Breakthrough Collaborative increases organ donation’ (2008) 31(3)
Critical Care Nursing Quarterly 190.
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16 Human tissue in transplantation and research

number of potentially suitable donors who die and go on to become actual
donors.”!

Global perspectives

Historically, international regulatory and political attention relating to
organ transplantation has focused very largely upon issues relating to
commercialisation. Recently it has broadened considerably into general
matters affecting public health. Highly significantly, the EU has increased
its activity in this sphere, although its intervention and legislative compe-
tence is constrained by the principle of subsidiarity, i.e. it is only permis-
sible to regulate where the goal concerned can be achieved better on a
European than a national scale, resulting in overall European benefit.”?
Safety and quality issues provide the basis for the EU’s Framework
Directives which Member States are obliged to implement into their law.
The Commission is developing an EU Action Plan to strengthen co-
operation between Member States and formulating proposals for a forth-
coming directive relating to organs. It is also considering the potential
introduction of a European organ donor card.”” The House of Lords
Select Committee on the European Union recently issued a report sup-
porting a directive on organ donation and the implementation of an Action
Plan, although expressing scepticism as regards the merits of a European-
wide donor card.”* The EU institutions all recognise though that the most
pressing European public health issue relating to organs for transplantation
is scarcity, and that greater sensitivity is required in this context.”” Not
only are there some very specific quality and safety issues affecting human
organs, e.g. relating to disease transmission (infections, cancers, for

"1 In Tuscany, rates have improved from 9-10 donors per million population (p.m.p.) to 42.
See also F. Filipponi, P. De Simone and E. Rossi, “The Tuscany model of a regional
transplantation service authority: Organizzazione Toscana Trapianti’ (2007) 39
Transplantation Proceedings 2953.

Article 5(2) European Treaty.

The European Parliament has endorsed these measures; see European Parliament,
Resolution of 22 April 2008 on organ donation and transplantation: Policy actions at
EU level (2007/2210(INTI)), at 2 [European Parliament, Resolution]. See also Council
Conclusions on Organ Donation and Transplantation, 15332/07. See also A.-M. Farrell,
‘EU governance of organ Donation and Transplantation’, in A.-M. Farrell, M. Quigley
and D. Price (eds), Organ Shortage: Ethics, Law and Pragmatism (Cambridge University
Press, forthcoming, 2010).

House of Lords European Union Committee, Increasing the Supply of Donor Organs within
the European Union, Volume 1: 17th Report of Session 2007-08, HL. Paper 123—1 [House
of Lords, Increasing the Supply].

The European Parliament has stated that the organ and donor shortage is ‘the main
challenge that Member States face with regard to organ transplantation’, see European
Parliament, Resolution.
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example), ® but in so far as organ transplantation is often a matter of life
and death, safety cannot always be the overriding priority. The shortage of
donors has led to increased expanded donor criteria — so-called ‘marginal’
donors —in particular the use of older donors. The difficulties and tensions
are evident in the media surprise and scepticism in the UK attaching to the
information that drug addicts are sometimes used as sources of deceased
donor organs,’’ contrasted with calls in the US for the greater use of ‘high-
risk’ donors, including intravenous drug users, to meet the shortfall.”®
Within Europe, rates of donation differ markedly, with deceased donor
rates ranging from 1 to 35 million donors p.m.p. The scarcity of human
organs itself contributes to the trafficking carried out by organised crim-
inal groups, tracking down and removing organs in developing countries
and supplying them to recipients within the EU, as well as encouraging
patients to travel elsewhere to purchase organs.’® Thus, organ shortages
and safety issues are linked and the first priority is to address the organ
shortage. The European Parliament has equated the trafficking of organs
and tissues with the trafficking in human beings which undermines fun-
damental human rights.®’ Trafficking of organs wizhin the EU itself seems
at present to be a limited problem,®' although world-wide illegal ‘trans-
plant tourism’ is regarded by the World Health Organisation (WHO) as
being on the wax not the wane, becoming wholly global in character.®* It

76 Deaths have occurred in the US as a consequence of receiving organs from donors who

had cancer; see The Times, 4 April 2008; rabies and West Nile fever have both been
transmitted via organ transplants; see (2004) 364 The Lancet 648 and B. Dietzschold and
H. Koprowski, ‘Rabies transmission from organ transplants in the USA’ (2004) 364 The
Lancet 648. In Europe, transmissions of HIV, HTLV, malaria, rabies and malignant
neoplasms have all been reported.
"7 “Drug addicts used as organ donors’, 10.12.2007, at http://news.bbc.co.uk/1/health/
7136005.stm.
E.g. R. Veatch; see ‘USA confronts looming organ-shortage crisis’ (2006) 368 The Lancet 567.
The European Parliament has estimated that there are 150-250 cases annually within the
EU; see European Parliament, Resolution, at 18. Moldova appears to have been a
significant source of vendors.
Ibid., at 16. It called on Member States to sign, ratify and implement the Council of
Europe Convention on Action Against Trafficking in Human Beings.
See Commission Staff Working Paper, Fifth Report to the European Parliament and the
Council on the Implementation of the Title VI Programmes, 2001 at 3, and Council of Europe,
Trafficking in Organs in Europe, at www.coe.int. In 2005, a Romanian man was charged
with illegally selling an organ for transplant into an Austrian man; see (2005) 365 The
Lancet 1918. In 2006, a Bulgarian hospital admitted to involvement in at least twenty
illegal organ transplants, linked to organ trading from patients flown in from parts of
Eastern Europe; see (2006) 367 The Lancet 461. Moreover, there have been allegations
that Kosovan Albanian guerrillas traded in the body parts of their captured Serbian
prisoners following Nato bombings in 1999; see Guardian, 12 April 2008.
See www.who.int/bulletin/volumes/82/9/feature0904/en/print.html. In 2004 police broke
aring involving Israelis intending to receive kidneys from poor Brazilians in South Africa.
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18 Human tissue in transplantation and research

estimated that in 2004 such trafficking accounted for around 10 per cent
of all kidney transplants performed.®” There is an increasing trend for
patients from the UK, Germany and other European states to travel to
Asian countries such as India or Pakistan to purchase kidneys for trans-
plantation,®* prompted by the shortage of domestic organs for transplant
and the consequent extended waiting times generated.®” Some medical
insurance programmes (e.g. in the US) are even encouraging organ tour-
ism in order to save costs and reduce waiting times,”® despite often greater
risks (e.g. of infection) and poorer post-transplant care.®” A global state-
ment, the Declaration of Istanbul on Organ Trafficking and Transplant,
signed by clinicians, lawyers and ethicists from seventy-eight countries,
has called on all Governments to outlaw transplant tourism."®

The WHO has been an influential body in this sphere, having issued
Guiding Principles on Human Organ Transplantation in 1991 which
emphasised voluntary donation and non-commercialisation, and a pref-
erence for deceased rather than living donors, and genetically related
living donors to non-genetically related donors.®” These have now been
recently revised in the light of changing ethical and situational perspec-
tives and attitudes.”® At a European level, the Council of Europe has
historically been the most active in the transplant sphere. Its intervention

In view of its negative effects, it has been argued that ‘transplant tourism’ is a misleading
euphemism here; see L. Turner, ‘Let’s wave goodbye to “transplant tourism”’ (2008) 336
British Medical Fournal 1377.

See the World Health Organisation’s Global Knowledge Base on Transplantation, and
Editorial, ‘Legal and illegal organ donation’ (2007) 369 The Lancer 1901.

Between twenty and thirty patients travel abroad for a transplant each year and return to
the UK for follow-up care; see Evidence of Chris Rudge to the House of Lords Select
Committee on the European Union: Increasing the Supply of Donor Organs within the
European Union, Volume II: Evidence (HL Paper 123-II) at 38.

See, e.g., R. Higgins ez al., ‘Kidney transplantation in patients travelling from the UK to
India or Pakistan’ (2003) 18 Nephrology, Dialysis, Transplantation 851.

See K. Bramstedt and J. Xu, ‘Checklist: Passport, plane ticket, organ transplant’ (2007) 7
American Journal of Transplantation 1698. A ‘blind eye’ has been similarly turned in Israel,
but see now the Israeli Organ Transplant Law 2008.

A national audit identified twenty-three UK patients who had received transplants in Asia;
35 per cent died shortly after return and short-term organ failure was 56 per cent; see
CMDO, Organ Transplants at 31. In Germany, two patients died from severe post-operative
septic shock after receiving an organ from a paid donor in India; see (1996) 313 British
Medical Journal 1282. See also N. Inston, D. Gill, A. Al-Hakim and A. Ready, ‘Living paid
organ transplantation results in unacceptably high recipient morbidity and mortality’
(2005) 37 Transplantation Proceedings 560.

The declaration was supported by the Transplantation Society, the World Health
Organisation and the International Society of Nephrology. It calls for surgeons partic-
ipating in such activities to be stripped of their medical qualifications.

World Health Organisation, Guiding Principles on Human Organ Transplantation,
1991, WHO, Geneva.

See World Health Organinsation, Guiding Principles on Human Cell, Tissue and Organ
Transplantation, 2008, available at www.who.int/entity/transplantation/TxGP08-en.pdf.
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dates back to the 1970s,”! and culminated in an Additional Protocol to the
Council of Europe’s Biomedicine Convention concerning the transplan-
tation of organs and tissues of human origin, which came into force in
May 2006.°% Unlike the Convention itself, it has provisions relating to
deceased donation.”” The UK has yet to sign or ratify either document.
Whilst these instruments currently have no direct legal effect, they are
nonetheless important and influential.”*

Scientific and technological developments

In addition to reports and policy developments, there have been a host of
important scientific and clinical initiatives and ‘breakthroughs’ since the
new millennium, in addition to improved clinical outcomes and prognoses
across the board. In November 2006 the first (partial) face transplant was
performed in France, followed by the performance of an ‘almost total’ face
transplant in America in late 2008, leading to preparations being made for
similar procedures to also be performed in the UK.”” More than twenty
hand transplants have been performed, and knees, nerves, the flexor tendon
apparatus of the hand and the forearm have all been transplanted. The first
double arm transplant was recently carried out in Germany.’® Other
important innovative procedures include the recent birth of babies born
following an ovary transplant,”’ and the injection of cells from the islets of
Langerhans tissue (pancreatic tissue producing insulin for sufferers from
type 1 diabetes) as an alternative to whole-organ pancreas transplants.”®
There have additionally been major advances in alternatives to organ

91 Resolution on harmonisation of legislation of Member States relating to removal, grafting

and transplantation of human substances, Resolution 78 (29).

Council of Europe, Additional Protocol concerning the Transplantation of Organs and
Tissues of Human Origin, 2002. It entered into force upon the fifth ratification by
Slovenia in May 2006.

Council of Europe, Convention for the Protection of Human Rights and Dignity of the
Human Being with regard to the application of biology and medicine, 1997. It is presently
in force in twenty-two Member States.

They may perhaps influence interpretation of the European Convention on Human
Rights itself.

See ‘First US face transplant complete’, at news.bbc.co.uk/2/hi/americas/7786236.stm
and ‘UK gets face transplant go-ahead’, at news.bbc.co.uk/1/hi/health/6083392.stm. See
also Working Party Report of the Royal College of Surgeons, Facial Transplantation, 2006.
Another face transplant was carried out in China in 2006.

See Editorial, ‘Extending the boundaries of transplantation’ (2003) 326 British Medical
Fournal 1226; The Times, 2 August 2008 and http://news.bbc.co.uk/2/hi/health/7537897.stm.
Daily Telegraph, 15 November 2008. See also ‘US woman gives birth to daughter after
transplant of ovarian tissue from her twin’ (2005) 330 British Medical Fournal 1408.

This procedure has recently been approved for treatment on the NHS in the UK; see
Guardian, 12 February 2008.
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20 Human tissue in transplantation and research

replacement therapy by way of artificial devices or prostheses, either as
temporary or permanent measures, including the use of implantable ven-
tricular assist devices and the ‘first’ fully implantable artificial hearts,””
wearable battery-powered artificial kidneys,'*’ sensory bionic limbs,
etc.'%! Artificial corneas, spinal discs, retinas, teeth and skin are all either
currently available for implantation, or are under development.

As regards deceased organ donation, non-heart-beating donor pro-
grammes have mushroomed in many regions, including in the UK (where
there has been a fall of 9 per cent in the number of heart-beating donors since
2001-2), and new technology has facilitated the first ‘beating-heart’ heart
transplantations.'’” With respect to living organ donation, living organ
donor nephrectomy procedures are now performed by laparoscopic (rather
than open surgical) means in many centres, living paired ‘swap’ and anon-
ymous donations have started to take off in a substantial way, individuals
have become donors of new types of tissue, etc. The shortage of deceased
donors itself is the primary impetus for the increasing use of living donors
even in regions with well-established deceased donor transplant pro-
grammes, e.g. the UK, Germany, the Netherlands and Switzerland.
However, the increasing and heavy reliance upon living donation is itself
an ethical issue which needs to be addressed. In other situations, the con-
siderable use of living donors is an unavoidable or unsurprising consequence
of either cultural, resource, or clinical obstacles. A lack of acceptance of the
concept of brain death has hindered the development of heart-beating
donation in countries such as China and Japan, although both nations
now formally endorse the concept.'”” In India, despite the existence of

99 See ‘Boy beats odds with Berlin Heart’, The Times, 25 August 2007. The French claim
to have developed the first implantable heart; see www.telegraph.co.uk/health/
article3269354.ece.

100 See Daily Mail, 14 December 2007.

191 See Guardian, 27 November 2007. Work is also on-going in the development of hybrid

devices, such as an artificial pancreas combining insulin pumps with encapsulated

pancreatic beta-cells that sense glucose levels.

NHS Blood and Transplant, Bulletin Autumn 2006, Issue 60 at 14. The process was

enabled by the use of a new storage and perfusion medium. A similar transplant occurred

at Bad Oeynhausen in Germany in January 2006. See also M. Bouek ez al., ‘Pediatric
heart transplantation after declaration of cardiocirculatory death’ (2008) 359 New

England Journal of Medicine 709.

See J. Parry, ‘Doctors hope consensus on brain death in China will boost transplants’

(2008) 336 British Medical Fournal 581. In July 2007, new regulations came into effect

which banned organ trafficking and required foreigners seeking transplants in China to

obtain the approval of the Ministry of Health; see (2007) 335 British Medical Journal 961.

Around the world, there is generally a high degree of consensus relating to brain death;

see E. Wijdicks, ‘Brain death worldwide’ (2002) 58 Neurology 20, although there are

many who still oppose it — see, e.g., R. Truog and F. Miller, “The dead donor rule and

organ transplantation’ (2008) 359 New England Fournal of Medicine 674.
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laws facilitating deceased donor transplantation and incorporating the con-
cept of brain death, the deceased donor programme is extremely modest,
with an annual donor rate of only 0.05 per cent p.m.p."%*

Need

Transplantation and human tissue research rely upon public support for their
viability. In the US as of August 2009, 111,000 patients were waiting for an
organ, rising by approximately 5,000 per annum. It is estimated that by 2010
there will 100,000 patients on the waiting lists for a kidney alone, and that the
average waiting time will be nearly ten years.'?” In Europe, there were 58,000
persons on waiting lists in 2006 (40,000 patients waiting for a kidney trans-
plant), in addition to which it must be borne in mind that many people
become too sick to appear on the waiting list, coupled with the fact that
demand is suppressed in many regions by virtue of the shortage of organs
itself — i.e. they are not listed for transplants when, if more organs were
available, they might be.'’® Mortality rates whilst waiting for a heart, liver,
or lung transplant usually range between 15 and 30 per cent. Every day some
ten people die waiting for an organ in Europe and nineteen people in the US.
In the UK, more than 1,000 people per year are dying for lack of a transplant,
in addition to which average waiting times for a kidney transplant are now
more than two years for adults.'’” The situation will undoubtedly worsen in
most regions as demographic trends take effect, such as an ageing population
and growing rates of diabetes and other conditions resulting in renal failure,
such as cardiovascular disorders. These may be especially pronounced
amongst certain population sub-groups.'® The same may be said as regards
increasing rates of hepatitis and the need for liver transplantation. Yet the
costs of transplantation, kidney transplantation at least, greatly undercut the
costs of alternative (dialysis) treatment over the longer term.""’

19% Tt is hoped that a recent widespread scandal relating to organ trafficking will invigorate
the process of establishing a nation-wide programme. See G. Mudur, ‘Indian doctors
hope kidney scandal will spur cadaver donation programme’ (2008) 336 British Medical
Fournal 413.

105 See www.chfpatients.com/tx/txrules.htm.

106 Sjr Liam Donaldson, Oral Evidence to the Select Committee on the European Union
(Sub-Committee G) of the House of Lords, December 6 2007. See also House of Lords,
Increasing the Supply, para. 5 [Donaldson].

197 Donaldson, ibid. See House of Lords, Increasing the Supply, para. 4. The percentage of the
waiting list operated on fell by 5 per cent between 2003 and 2007. See Supplement Report at 21.

108 In the UK, demand for renal transplantation is anticipated to rise by 2 per cent per
annum; see Supplement Report at 28. The incidence of renal failure is three to four times
higher in Afro-Caribbean, African, or Asian patients than amongst Caucasian patients.

109 The Organ Donation Taskforce calculated that for each cohort of renal patients in the
UK that have received a transplant the cost savings over a thirty-year period were
estimated to be at least £100 million. See Supplement Report Appendix 1.
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Human tissue for research is also required on an ever-growing scale,
with animal replacement models in increasing demand and genomics
research proceeding apace. Pharmaceutical companies are heavily
involved in researching genes and biological markers that correlate with
disease states and in pharmacogenetics — i.e. the relationship between
genetic profile and drug response (based usually on blood samples).
The latter is an aspect of a new promised era of patient-centred treatment,
aimed at tailoring drugs to each individual’s genetic constitution.' ' Such
research projects are frequently global in dimension and regularly require
large volumes of raw materials or data. Biotechnology companies are
becoming increasingly interested in more complex areas of research,
such as stem cell research, tissue engineering and proteomics.

I implicitly accept for the purposes of this book that the activities
considered here are public goods which should be supported and pro-
moted. This is not, however, to imply a missionary zeal to advance
transplantation or medical research. It is essential that provisions govern-
ing the procurement of organs and tissues for such ends are not wholly
utility-driven. Reliance upon the bodies of humans for the treatment and
cure of other humans is not an ideal situation in itself. There is a pressing
need for an increased emphasis upon prevention and public health,
rather than therapies themselves. There are also admittedly greater
immediate priorities in some societies, such as enhanced primary care
and cures for epidemics such as the HIV/AIDS pandemic in the devel-
oping world.""!

The profile as well as the quality of the ethical and policy debate
has been raised in recent years, with significant attention afforded
also to the psychological, sociological, anthropological, theological
and economic aspects of the subject.’'? In particular, important theses
and collections have been published relating to transplantation,''’
human tissue collection and banking,''* property rights in the human

110 E g. personalised medication based on the genetic cause of diabetes; see The Times, 7
June 2008.

11§ Benatar, ‘Blinkered bioethics’ (2004) 30 Journal of Medical Ethics 291. He also draws
attention to the lack of access to healthcare of many citizens around the world.

12 See, e.g., K. Healy, Last Best Gifts (University of Chicago Press, 2006); M. Lock, Twice

Dead: Organ Transplants and the Reinvention of Death (Berkeley, CA: University of

California Press, 2001).

For example, Weimar ez al. (eds.), Organ Transplantation; Sque and Payne (eds.), Organ

and Tissue Donation; T. Gutmann, A. Daar, R. Sells and W. Land (eds.), Ethical, Legal,

and Social Issues in Organ Transplantation (Lengerich: Pabst Publishers, 2004); D. Price

(ed.), Organ and Tissue Transplantation (Aldershot: Ashgate, 2006).

14 gor example, R. Weir and R. Olick, The Stored Tissue Issue: Biomedical Research, Ethics,
and Law in the Era of Genomic Medicine (Oxford University Press, 2004); Youngner,
Anderson and Schapiro (eds.), Transplanting Human Tissue.
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body,115 commerce in human body tissues,''® consent,'!!” etc. The
literature is now voluminous and increasingly multi-disciplinary. But
translating ideas and thoughts into actions and policies is enormously
challenging and problematic at a time when public opinion is unpre-
cedentedly fickle and crucial, and where the media spotlight glares ever
more brightly.

I shall set out here the structure of the book and the central ideas and
concepts advanced. Whilst contentious, the model offered here is by no
means radical and draws on many existing accepted tenets and practices.
The crucial fulcrum of my thesis is the idea of ‘donation’ and the need to
locate the focus around the true donor, the tissue source. I wish to re-
emphasise the idea of ‘donation’ and of the ‘gift’, whilst avoiding the
baggage and connotations that these notions frequently carry with them.
In the context of research, the gift metaphor has been attacked for
demanding altruism, ceding of control from donors, obscuring the poten-
tial value of tissues''® and rendering the body ‘an open source of free
biological material for commercial use’.'? In the sphere of transplanta-
tion it is accused of burdening recipients and failing to maintain adequate
donation rates. But, as Gillett has articulated, the notion of the ‘gift of
oneself’ parallels the highest ideals of most moralities, both secular and
religious, i abstracto (general ethical dialogue) and in concreto (at the
bedside). He states ‘I have suggested that the concept of a gift, particularly
as exemplified in the Christian eucharist, is eminently suited to inform our
ethics in this area. The Eucharistic image that symbolizes (among other
things) a sacrificial giving of self to another is so central to our highest

115 For example, R. Hardcastle, Law and the Human Body (Oxford: Hart Publishing, 2007);

D. Dickenson, Property in the Human Body: Feminist Perspectives (Cambridge University
Press, 2007); D. Sperling, Posthumous Interests: Legal and Ethical Perspectives (Cambridge
University Press, 2008); N. Nwabueze, Biotechnology and the Challenge of Property:
Property Rights in Dead Bodies, Body Parts and Genetic Information (Aldershot: Ashgate,
2007) [N'wabueze, Biotechnology).
For example, J.S. Taylor, Stakes and Kidneys: Why Markets in Human Body Parts are
Morally Imperative (Aldershot: Ashgate, 2005); S. Wilkinson, Bodies for Sale: Ethics and
Exploitation in the Human Body Trade (Oxford: Routledge, 2003); M. Cherry, Kidney for
Sale by Owner: Human Organs, Transplantation, and the Marker (Washington, DC:
Georgetown University Press, 2005).
P. Westen, The Logic of Consent (Aldershot: Ashgate, 2004); D. Beyleveld and
R. Brownsword, Consent in the Law (Oxford: Hart Publishing, 2008).
See M. Dixon-Woods et al., “Tissue samples as “gifts” for research: A qualitative study of
families and professionals’ (2008) 9 Medical Law International 131 at 132. The metaphor
appears, for instance, in guidance issued by the Medical Research Council; see Human
Tissue and Biological Samples for Use in Research, London: Medical Research Council,
2001.
1 c. Waldby and R. Mitchell, Tissue Economies: Blood, Organs and Cell Lines in Late
Capitalism, (Durham, NC: Duke University Press, 2006), p. 24.
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moral ideas that it can serve outside the particular faith and doctrine that
specifically celebrates it.”'*° This would appear to be as equally apposite in
the context of human tissue donation for research as in relation to trans-
plantation.'?’ Whilst I have already rejected any essential connection
between the idea of property and commercialisation, there is no reason
why the notion of the ‘gift’ should not be equated with ‘property’.
Although some maintain that the donation of body parts is too personal
in nature to be regarded as a transfer of property, gifts in fact ‘imply’ and
are ‘inexorably connected to’ property.'** These notions can properly co-
exist in harmony.

It is my contention therefore that it is the wishes of donors, including
deceased persons, that are the central ethical and legal imperative in organ
and tissue donation by virtue of the prerogative and entitlement of the
tissue source to determine such matters. This central assertion may seem
uncontroversial, but then one must appreciate that in very many jurisdic-
tions, including the UK, the US and many others, the norm after death
has been family decision-making. To adopt a different emphasis is con-
sequently to alter the status quo ante. The wishes of the tissue source (the
‘donor’) are typically evidence upon which relatives may then base their
decision. Allowing relatives the power of decision-making seems perhaps
to flow logically from their common role as guardians of the corpse, linked
to their potential duty of disposal, and is frequently perceived as a part of
the bereavement process itself. There has recently been a new donor-
oriented emphasis in the UK and the US in particular.'”” Whether this
will amount to more than rhetoric when compared to practice remains to
be seen. In the past this was typically mere lip service. Quite apart from
such a change in orientation per se, there are infrastructural issues raised by
any such change which require addressing. Arising out of this, the follow-
ing questions emerge: (1) how are such wishes to be gleaned, (2) what do
we do in the face of an absence of direct evidence of such wishes and (3)
what impact does the volume of organ and tissue procurement have on

120 G. Gillett, ‘Ethics and images in organ transplantation’, in P. Trzepacz and A. Dimatini

(eds.), The Transplant Patient: Biological, Psychiatric and Ethical Issues in Organ
Transplantarion (Cambridge University Press, 2000) 239 at 252.

See R. Tutton, ‘Persons, property and gift’, in Tutton and Corrigan (eds.), Genetic
Databases at 19.

G. Laurie, Genetic Privacy: A Challenge to Medico-Legal Norms (Cambridge University
Press, 2002), p. 317 and Nwabueze, Biotechnology, p. 188. McHale observes that the
links between the language of the ‘gift’ and the notion of property in one’s own human
material has ‘not gone unnoticed’ in the academic literature; see J. McHale, ‘Regulating
genetic databases: some legal and ethical issues’ (2004) 12 Medical Law Review 70.

See Institute of Medicine, Organ Donation at 175.
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this stance? These are weighty matters to the extent that in most juris-
dictions we do not directly know the wishes of the deceased.

The final plank of my proposal is the need to protect legitimate interests
in human tissue (the generic expression I have chosen to employ here)
involved in medical research or transplantation. It is my contention that
this unavoidably implicates the need for recognition of property interests
in tissue sources themselves to protect and ensure their ‘gifts’, property
interests in transplanters and researchers to ensure proper protection and
use of materials donated for such ends, and property interests allowing the
appropriate ‘exploitation’ and use of tissue for scientific and clinical ends,
etc. Such interests are inadequately protected at the present time. Such
rights principally protect the right of possession, exclusion, control and
transferability (‘donation’) of tissue, rather than its commerciality.
Whether trading in such material should be permitted is an addirional
severable matter which requires separate consideration. Unfortunately
the very terminology of ‘property’ has become fused in the popular
mind with permissible trading in human material. But such material is
initially just that, ‘human’, and in virtue of its uniqueness may require
separate and discrete regulation. Whilst property rights generate strong
entitlements to control the disposition and use of tissue, they are not
absolute and may be subject to legitimate constraints.



1 Human biological materials

This chapter is concerned with the language and concepts applied to
‘human biological materials’ for transplantation and research within the
practice and policy arena, and the ambit(s) of legal regulation. The
language and dialogue historically employed in this sphere has often
hindered rather than assisted adequate and clear communication
between professionals and lay persons. This can be seen in the repeated
misapprehension attaching to the use of the term ‘tissue’ in the context
of post-mortem examination and retention for research, revealed in the
recent inquiry reports in the UK (‘tissue’ typically being taken by fam-
ilies to exclude whole organs or brains, yet having a broad generic mean-
ing for clinicians and pathologists)." Moreover, there is a need to be
sensitive to the inappropriate or irreverent use of language applied to
activities relating to human body parts, which might even negatively
impact on rates of donation, e.g. ‘harvesting’, ‘products’, ‘cadavers’,
etc. Even the expression ‘human material’ proved controversial to
some consultees during the lead-up to the Human Tissue Bill being
presented to Parliament, on account of the ‘objectification’ allegedly
implied by the expression.”

A legislative framework governing the (removal and) use of human
material for medical purposes generally is currently to be found in some
jurisdictions.” There is, for instance, a comprehensive framework govern-
ing the use of human material for research, transplantation and other

See www.bristol-inquiry.org.uk/interim_report/index.htm (Bristol Inquiry); rlcinquiry.
org.uk/download/index.htm [Liverpool Children’s Inquiry]. Parry remarks, ‘One of the
most important outcomes of the Alder Hey and Bristol enquiries was the recognition that
there was a very serious disjunction or lack of correspondence between pathologists’ and
the general public’s perception of what might constitute “a sample of tissue™’, B. Parry,
‘The new Human Tissue Bill: Categorization and definitional issues and their implica-
tions’ (2005) 1(1) Genomics, Society and Policy 74 at 75 [Parry, “The new Human Tissue
Bill’].

Department of Health, Summary of Responses to the Consultation Report Human Bodies,
Human Choices, Department of Health, London, 2003, at para. 2.4.

3 E.g. New Zealand.
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medical purposes across most of the UK,* replacing the patchwork of
legislative provisions previously applying to different spheres.” Quite
apart from the need for explicit legal authority to take, hold, or use the
material itself, especially as regards deceased persons, there are concerns
that need to be addressed relating to the safety and quality of material,
potential limitations on use and commerciality, suitability of the person-
nel and premises connected with the material, etc. Other jurisdictions
have discrete statute laws governing specific activities, such as trans-
plantation (e.g. Belgium, Germany, the Netherlands), or research, even
sometimes specifically relating to bio-banking (e.g. Norway and
Sweden).® Laws have also been enacted specifically to implement the
EU Tissues and Cells Directives.” Legislation is generally more extensive
with regard to the dead than the living, notably in relation to research.®
The US Uniform Anatomical Gift Acts (UAGAs), for instance, apply
only to the removal and use of material, for transplantation and research,
from deceased persons. Specific laws governing the retention and use of
human material following post-mortem examination are more sporadic.
Moreover, even the Human Tissue Act 2004 does not apply to consent to
the removal of tissue from the living. Such issues are typically governed by
the general law.’

Fitness for purpose

Legal terminology should be able to effectively communicate with rele-
vant professionals and agencies. The definition of ‘organ’ in the context of

The Human Tissue (Scotland) Act 2006 does not apply to research relating to living
persons. State legislation in Australia has generally been fairly comprehensive; see, e.g.,
Queensland’s Transplantation and Anatomy Act 1979, as is the New Zealand Human
Tissue Act 2008.

For instance, anatomical examination was governed exclusively by the Anatomy Acts 1832
and 1984.

Norwegian Law No. 12 of 21 February 2003. Swedish Law 297 Biobanks in Medical Care
Act 2002.

For example, Human Tissue (Quality and Safety for Human Application) Regulations SI
2007 No. 1523; Netherlands Decree of 5 March 2004. Only Cyprus, Ireland and Malta
still have no legislation relating to deceased donor transplantation, and Ireland is currently
consulting over draft legislation.

Although federal regulations in the US, and provisions relating to research in general, are
more extensive with regard to the living.

The 2004 Act, and the analogous legislation in Scotland, however, contain offences
relating to both the removal and use of materials taken from living individuals for trans-
plantation unless certain conditions are satisfied; see section 33(1)—(2), Human Tissue Act
2004; section 17, Human Tissue (Scotland) Act 2006. These are designed principally to
ensure that certain conditions are satisfied, including an absence of reward given or to be
given.
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the federal offence of interstate commerce in the National Organ
Transplants Act 1984 (NOTA) in the US, which includes bone marrow,
bone, etc., has been criticised for being inconsistent with the use of the
term in general scientific and medical quarters, thus generating confu-
sion. '’ It even jars with the terminology of the US UAGAs themselves (see
below). There is a tension, though, in so far as legal language must also
faithfully and accurately reflect and implement the policy intended to be
encapsulated. This imperative can seen, for instance, in the definition of a
‘genetically related’ person under the previous Human Organ
Transplants Act 1989 in the UK which, seemingly anomalously, excluded
spouses and even some individuals witk a clear genetic relationship to the
donor/recipient. However, the definition was intended to further the
principal objective of the legislation, to eradicate trading in human organs
for transplantation.

Permissive legislation ordinarily employs an expansive generic term to
apply to the human materials within its ambit, at least with regard to the
pre-requisites for donation and use. The Human Tissue Act 2004, for
instance, applies to ‘relevant material’ which, subject to some specific
exceptions, includes any human materials comprising (consisting of or
including) cells. The previous 1961 Human Tissue Act spoke of ‘parts’ of
bodies and the Human Tissue (Scotland) Act 2006 now adopts this same
terminology. The tendency is to avoid either crude or fine distinctions
between different materials.’’ Whilst the 2006 Act does not define “parts
of bodies’, the 2006 version of the UAGA describes an ‘anatomical gift’ as
‘a donation of all or part of a human body’, and defines a part of a human
body as meaning an ‘organ, an eye, or tissue of a human being’.'? Despite
the problems it has previously generated (see above), the term ‘tissue’ is
intended in this work to be used in a broad generic fashion, coterminously
with ‘human (biological) materials’, unless otherwise stated or the context
makes clear.'” After all, the 2004 and 2006 Acts in the UK are themselves
entitled the Human 77ssue Act(s) and there are many other similarly titled
statutes around the world, e.g. New Zealand.

10 ‘Human organ’ is defined for this purpose as including bone marrow, corneas, eyes, bone
and skin, as well as orthodox organs such as lungs, hearts, kidneys, pancreata and livers.
The 2004 Act itself eschews terms such as ‘organ’ and ‘tissue’, ostensibly by virtue of the
historical issues attaching to them. The ambiguously drafted definition of the term ‘organ’
under section 7(2), Human Organ Transplants Act 1989 created uncertainties with
respect to parts of organs such as livers, and as regards certain tissues such as bone. See
D. Price and R. Mackay, ‘The trade in human organs’ (1991) 141 New Law Fournal 1307.
Uniform Anatomical Gift Act 2006, section 1. Tissue is defined as ‘a portion of the body
other than an organ or an eye’.

“Tissue’ usually refers to all constituent parts of the body formed by cells — see, e.g., the
EU Tissues and Cells Directive 2004/23/EC, Article 3(b).

11
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Laws therefore employ sub-categories of materials, or distinctions,
for the achievement of various ends. The Human Organ Transplants
Act 1989 distinguished ‘organs’ from other human material as it was
not thought necessary at that time to criminalise commercial dealings
in other materials. The 2004 legislative framework now includes
human material in general within its ambit, but distinguishes between
organs and other human materials for licensing and other purposes.
A licence is required for storage for both research and transplantation,
other than with respect to ethically approved research (i.e. holdings for
specific research projects do not require licences) or the storage of
organs or parts of organs for transplantation, or where the storage of
the materials for transplantation is for less than 48 hours.'* The long-
term storage potential of tissues explains their discrete handling in
such regulatory contexts, e.g. tissue banking.'”> The Human Tissue
(Scotland) Act 2006 distinguishes between organs and other materials
for the purposes of retention of material removed at post-mortem.°
With respect to non-forensic post-mortems, any parts of the body other
than an organ which are removed during the performance of an author-
ised post-mortem examination automatically form part of the decea-
sed’s medical record and may be retained and used for various
purposes, including research.'” An organ, on the other hand, may be
used only for research, training, or educational purposes with an appro-
priate authorisation. The distinction between organs and tissues was
intended to reflect the different emotional significance they allegedly
have in this context.'®

There may also be legal distinctions drawn between materials based
on the risks to (living) donors from removal, including the protection

4 Human Tissue Act 2004 (Ethical Approval, Exceptions from Licensing and Supply of
Information) Regulations 2006 SI 2006 No. 1260, reg. 3(3). For the purposes of these
Regulations, an ‘organ’ is defined as meaning ‘a differentiated and vital part of the human
body, formed by different tissues, that maintains its structure, vascularisation and capacity
to develop physiological functions with an important level of autonomy’, reg. 3(5).

As a consequence, ‘end-users’ do not require a licence for approved research whereas
general research tissue banks do. In 1994, the Committee of Ministers adopted a defi-
nition of tissues as ‘All constituent parts of the human body, including surgical residues,
but excluding organs, blood, blood products as well as reproductive tissue such as sperm,
eggs and embryos. Hair, nails, placentas and body wastes are also excluded’; see
Recommendation No. R (94) 1 of the Committee of Ministers to Member States on
human tissue banks.

‘Organs’ are not defined in the statute although section 60 states that ‘tissue’ includes
skin, corneas and bone marrow, and a ‘tissue sample’ includes any derivative of skin.

17" Sections 23 and 28.

Human Tissue Authority, Human Tissue (Scotland) Act 2006: A Guide to its Implications for
NHSScotland, at para. 35, at www.sehd.scot.nhs.uk/mels/HDI1.2006_46.pdf and www.
hta.gov.uk/_db/_documents/Information_about_HT_(Scotland)_Act.pdf.
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of vulnerable persons, i.e. minors and adult individuals unable to give
consent. The Council of Europe Biomedicine Convention states that
no organ or tissue removal may be carried out on a person lacking
capacity unless the removal is of regenerarive tissue and satisfies various
other pre-conditions.'® Many jurisdictions have laws to this effect,
such as Belgium, France, Portugal, Lithuania and Scotland.”® By
contrast, whilst organ donation by a minor or mentally incapacitated
adult would occur, as the Human Tissue Authority (HTA) Code of
Practice states ‘only in extremely rare circumstances’,”’ it is nonethe-
less a theoretical possibility in the remainder of the UK apart from
Scotland.

Whilst the Human Tissue Act 2004 prescribes comprehensive regula-
tory oversight of living donor transplantation procedures, which is itself
rare elsewhere apart from in Germany,” a discriminating approach can be
seen in the varying levels of review of ‘transplantable material’ required.
The regulations passed under the statute are tailored to the body materials
involved, the vulnerability of the individual and the risks and invasiveness
attached to the procedure.”” They define transplantable material for such

19 Article 20, Council of Europe Convention for the Protection of Human Rights and
Dignity of the Human Being with Regard to the Application of Biology and Medicine,
1997, Orviedo, stipulates the following conditions: (i) there is no compatible donor
available who has capacity, (ii) the recipient is a brother or sister of the donor, (iii) the
donation has life-saving potential for the recipient, (iv) an authorisation within the terms
of the Convention has been given in writing in accordance with the law and the approval of
the competent body and (v) the potential donor does not object [Council of Europe
Convention]. The Additional Protocol applies to organs, tissues and cells, including
haematopoietic stem cells. Article 14 states that the limitation to regenerative material
does not apply to cell removal, however, by virtue of the qualitatively different level of risk
associated with the removal of a few (e.g. skin) cells, Council of Europe, Additional
Protocol to the Convention on Human Rights and Biomedicine Concerning
Transplantation of Organs and Tissues of Human Origin, ETS No.186, 2002, Article 2.
For example, Portugal Law No. 12/93. See section 17(1), (2) and (4), Human Tissue
(Scotland) Act 2006 and the Human Organ and Tissue Live Transplants (Scotland)
Regulations 2006 SSI 2006 No. 390. Similar laws are to be found in many Australian
states.

Human Tissue Authority, Code of Practice on Donation of Organs, Tissues and Cells for
Transplantation, July 2006, para. 30.

Living Donor Commissions exist in Germany. Court approval is, however, required in
some jurisdictions.

See the Human Tissue Act 2004 (Persons who Lack Capacity to Consent and
Transplants) Regulations 2006 SI 2006 No. 1659, and the HTA Code of Practice,
Donation of Allogeneic Bone Marrow and Peripheral Blood Stem Cells, July 2006,
paras. 22-30 and 45-52. Regrettably, the regulations fail to cater for potential conflicts
of interest relating to persons with parental responsibility for both patient and potential
donor, nor for the potential for pressure to be exerted by parents on competent minors.
See J. Fortin, Children’s Rights and Developing Law, 3rd edn. (Cambridge University Press,
2009).
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purposes as meaning an organ,>" or part of an organ that is to be used for
the same purpose as the entire organ in the human body, bone marrow
and peripheral blood stem cells.”” However, bone marrow and peripheral
blood stem cells fall within the definition only where the person from
whom the material is removed is either an adult or a child who lacks
capacity.”® It was not deemed necessary for the HTA to monitor bone
marrow or peripheral blood stem cell donations from competent adults or
minors. Where monitoring is necessary, an Independent Assessor must
report to the HTA having interviewed the parties.”” Enhanced review by a
panel of at least three members of the HT'A is required in the case of novel
procedures such as paired or pooled living donation, and in instances
where the intended donor of an organ or part of an organ is a child or an
adult who lacks capacity.”®

The 2004 Act has been criticised for its plethora of terms and defini-
tions relating to human materials, but it must be appreciated that they
serve particular functions, leading to the need for separate or overlapping
concepts.”’ Parry remarks upon the difficulty the drafters had trying to
accommodate the very different relationships that different constituencies
have to bodily materials when in different forms.’ Complexity is to some
extent inherent in the exercise.

Certain materials may fall outside the jurisdictional ambit of different
institutions or agencies.’’ In particular the reach of organisations may not
extend to organs. The Federal Food and Drug Administration (FDA), for
instance, has a role in ensuring the safety and effectiveness of tissue
transplants in the US, including avoidance of the spread of communicable
disease.’® Establishments that recover, process, store, or distribute
banked human tissue are subject to FDA oversight. The FDA originally

2% <Organ’ is defined in the same way as in relation to licensing, see Human Tissue Act 2004
(Ethical Approval, Exceptions from Licensing and Supply of Information) Regulations
2006 SI 2006 No. 1260, reg. 3(5).

The Human Tissue Act 2004 (Persons who Lack Capacity to Consent and Transplants)
Regulations 2006 SI 2006 No. 1659, reg. 10. Domino procedures fall outside the
compass of the definition as they are a bi-product of the treatment of the patient (reg.
10(2)).

26 Reg. 10(3). 27 Reg.11. 2% Reg. 12.

2% The 2004 Act refers to ‘qualifying consent’ and ‘appropriate consent’, ‘controlled mate-
rial’ and ‘relevant material’, etc.

Parry, “The new Human Tissue Bill’ at 81.

For example, gametes and embryos fall outwith the 2004 Act and are governed instead by
the Human Fertilisation and Embryology Acts 1990 and 2008.

See J. Warner and K. Zoon, ‘The View from the Food and Drug Administration’, in
S. Youngner, M. Anderson and R. Schapiro (eds.), Transplanting Human Tissue: Ethics,
Policy, and Practice (Oxford University Press, 2004) 71. The FDA first attempted to
regulate after reports in 1993 of brokers attempting to sell tissue from Russia, Eastern
Europe and Central and South America to US tissue banks.
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monitored only tissue banks, but whilst its regulatory ambit now extends
to human cells, tissues and cellular and tissue-based products, it excludes
organs.”” The EU’s jurisdiction and competence is limited by the EC
Treaty. Although it has broad powers in relation to human materials, it
has chosen to regulate blood, tissues and cells, and organs, discretely, in
so far as issues of safety and quality play out differently in these contexts
and specific issues apply. There are a variety of different legal regulatory
frameworks bearing on human material or items derived wholly or parti-
ally from human material. In the UK, medicinal products and medical
devices are governed by the Medicines and Healthcare Products
Regulatory Agency, which is also the competent authority under the EU
Blood Directive.”* Medical devices include artificial organs but not nat-
ural organs, tissues or cells for transplantation or research.””

Human Tissue Act 2004

The 2004 Act generally governs ‘relevant material’,”® which covers
organs, tissues and other cellular material, but not sub-cellular material
such as cytological specimens, acellular serum and plasma, or DNA and
RNA.’" The legislation has been criticised for overbreadth and adopting
a blanket approach to human material across the board, ‘wholly
unnuanced’ in Parry’s parlance,’® and a failure to reflect the mischief
the legislation was designed to remedy, i.e. the post-mortem retention
scandals.” Parry states ‘Each were to be treated commensurably under
the new law despite the fact that, in general, the interests (both personal
and legal) that individuals have in these materials is mediated by factors
such as the nature of the material (what type it is, its size, etc.); the manner

33 The Health Resources Services Administration instead governs the transplantation of
vascularised organ transplants.

34 See Blood Safety and Quality Regulations SI 2005 No. 50 and Amendment (No. 2)

Regulations SI 2005 No. 2898. In relation to tissues and cells it is the HTA, which is also

responsible for the safety and testing of autologous and allogeneic tissue engineered

products containing human tissues or cells.

Medical Devices Regulations 2002 SI 2002 No. 618 as amended.

This definition is applicable to the consent and licensing elements in particular.

It would also exclude cultured cells which have divided outside the body, artificially

created embryonic stem cells, extracted DNA and plasma extracted DNA, see Human

Tissue Authority guidance at www.hta.gov.uk/guidance/licensing_guidance/definition_

of_relevant_material.cfm.

Parry, “The new Human Tissue Bill’ at 76. The New Zealand Human Tissue Act 2008

also applies to material which is or includes cells, section 7(1)(b).

Research appears to show that people generally have a different attitude toward their own

tissues as opposed to those of others after death; see C. Womack and N. Gray, ‘Human

research tissue banks in the UK National Health Service: Law, ethics, controls and

constraints’ (2000) 55 British Journal of Biomedical Sciences 250.
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in which it was collected; and the prospective uses to which it might be
put.”*” She states that the first draft of the Bill was ‘underwritten by a
presumption that individuals have an undifferentiated relationship to their
extracted body parts’.*! The 2004 Act even applies its consent regime to
(cellular) waste products excreted from the body, such as urine, sputum
and faeces. Whilst this may seem excessive, it is apparently promoting a
point of principle — that individuals should generally have a right to control
the use of tissues emanating from their bodies.*”

The context and motivation are crucial here. Whilst discardable tissue
such as nails and hair from the living do not require consent for their use
for scheduled purposes,”’ certain applications to even the minutest of
quantities of tissue may threaten great harm, such as by way of (direct or
indirect) genetic testing, €.g. paternity testing. The results of such genetic
analysis could have significant implications for relatives, or even their
communities, as well as tissue providers. As has been stated in another
context ‘one person’s waste can be another person’s raw material’.**
Section 45 of the 2004 Act makes it an offence to have in one’s possession
any ‘bodily material’ intending that any human DNA in the material be
analysed without (qualifying) consent and that the results of the analysis
be used otherwise than for an excepted purpose.*” ‘Bodily material’ for
these purposes includes any material which consists of or includes human
cells, including hair or nails.*® Thus, although extracted DNA is not
‘relevant material’, the non-consensual keeping and handling of any
bodily material for the purpose of extracting and analysing DNA may
be. As Dr Ladyman stated in the House of Commons Standing
Committee, ‘Acellular materials are not themselves within the scope of
the Bill, but the control of cells from which they come is within the scope
of consent’.*” But why was isolated DNA not itself generally included?
Was this simply out of a desire not to unduly extend the reach of the

40 Parry, “The new Human Tissue Bill’ at 76.  *' Ibid., at 77.

42 This was a matter underscored by parliamentary spokespersons on the Bill; see, e.g.,
Dr Ladyman, House of Commons Hansard Debates, Standing Committee G, col. 65, 29
January 2004.

43 Section 53(2) Human Tissue Act 2004. Whilst the root of a hair and the sheath consists of
living cellular tissue, dead tissue above the scalp does not (although consisting of acellular
keratin); see Glidewell J. in R v. Cooke [1995] 1 Cr. App. Rep. 318 at 325-6.

441G, Ball and S. Bell, Environmental Law, 4th edn. (London: Blackstone Press, 1997),

p. 382.

Such an offence was recommended by the Human Genetics Commission in Inside

Information, 2002, at para. 3.60. Excepted purposes include, inter alia, the prevention

and detection of crime, medical diagnosis, or treatment; see Schedule 4, 2004 Act.

46 Section 45(5).

47 Dr Ladyman, House of Commons Hansard Debates, Standing Committee G, col. 58,
27 January 2004.
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regulatory framework? If so, it generates an ostensible anomaly in so far as
DNA is as much a ‘biosample’ as cellular tissue such as blood from which
DNA may be derived, and they may well be stored alongside each other in
a ‘genetic database’ or ‘gene/bio bank’ of some sort.*®* Or may be bio-
logical materials become increasingly less part of our humanness the more
molecularised they become?*’

Perhaps one explanation is that sub-cellular genetic material is princi-
pally conceived of as information rather than material from which informa-
tion may be obtained. It is instrumentally but not intrinsically significant,
and therefore something over which there need not be any direct right of
control. Unlike the sphere of transplantation, where it is the organ or
tissue per se which is of central importance in terms of use, in the field of
research and pharmaceutical product development it is the informational
potential of the human tissue, rather than the material form per se, which is
of crucial value to the user.’’ Barton remarks that ‘As biotechnologists are
increasingly likely to look to global genomic databases rather than to the
underlying organisms from which the information is derived ... genetic
resource issues may soon be outflanked by genomic information issues’.”’
Some commentators have even argued that biotechnology should simply
be seen as a new form of information technology. Palmer asserts that
‘Rather than thinking of blood, DNA, cell lines, etc., solely in terms of
their materiality — assets subject to control — I propose that these speci-
mens (whether derived from humans, animals, plants) be viewed as data
with the potential to become useful knowledge’.”* Different legislative
structures ordinarily apply to the material and informational domains,
though. Whether they should is another matter.

4

3

This would be especially problematic if isolated DNA might be removed directly from the
body for analysis.

See 1. Ellis, ‘Justice versus utility in the ethics of research on: “human genetic material’”’
(2001) 1(5) Genetics Law Monitor 1 at 2.

See G. Lewis, “Tissue collection and the pharmaceutical industry’, in R. Tutton and
O. Corrigan (eds.), Genetic Databases: Socio-Ethical Issues in the Collection and Use of DNA
(Oxford: Routledge, 2004) 181 at 184.

J. Barton, ‘The Biodiversity Convention and the flow of scientific information’, in
K. Hoagland and A. Rossman (eds.), Global Genetic Resources: Access, Ownership, and
Intellectual Property Rights (Washington, DC: Association of Systematics Research
Publishers, 1997), p. 55. It has been forcefully pointed out, however, that all human
tissue, not just ‘genetic material’, may provide a basis for genetic analysis; see S. Gevers
and E. Olsthoorn-Heim, ‘DNA sampling: Dutch and European approaches to the issues
of informed consent and confidentiality’, in B. Knoppers (ed.), Human DNA: Law and
Policy (Dordrecht: Kluwer Law International, 1997) 109 at 118.

L. Palmer, ‘Should liability play a role in social control of biobanks?’ (2005)(Spring)
FJournal of Law, Medicine and Ethics 70 at 70. Jones likewise asserts that if such samples are
anonymised they have the status of epidemiological data; see D. Jones, Speaking for the
Dead: Cadavers in Biology and Medicine (Aldershot: Ashgate, 2000), p. 77.

4
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Dematerialisation

An evolutionary process occurs from analysis to end-point in a great deal of
research upon human tissue; a gradual dematerialisation. Parry comments
that advanced biotechnologies have rendered genetic and biochemical
resources a variety of progressively less corporeal and more informational
forms, ‘as cryogenically stored tissue samples, as cell-lines, extracted DNA,
or even as gene sequences stored in databases’.”” The gradual deconstruc-
tion or disaggregation of human materials into lesser and lesser constituent
elements (‘biological derivatives’) has itself resulted in ‘autonomous com-
modities’,”* to which issues of control and ownership attach. However,
whilst a metamorphosis of sorts can be seen to accompany many of the
processes alluded to, there is an inevitable fuzziness connected to these
‘stages’. Parry remarks ‘However, ..., boundaries of many sorts — between
“natural” and “artificial,” “organism” and “machine,” between “humans”
and “animals,” “material” and “information” — are blurring, making it
difficult to discern where one ends and another begins’.””

The existence of biobanks housing an amalgam of tissue samples,
DNA, genetic data and other personal information generates challenges
for appropriate legal regulation. The Australian Law Reform Commission
explicitly recognised that human tissue samples can ‘yield’ genetic infor-
mation rather than being genetic information per se, but nonetheless
asserted that ‘A uniform approach to the regulation of samples and
information is preferable, to avoid complexity, inconsistency and further
fragmentation of such privacy laws’.’° It recommended regulating genetic
samples by way of an extension to privacy laws.”’ Indeed, Estonia has
sometimes been held up as a model in the sphere of genetic databases, for
having one piece of legislation governing both genetic tissue and data. The
Human Genes Research Act 2000 applies to ‘gene banks’ defined as
databases consisting of ‘tissue samples, descriptions of DNA, descriptions
of state of health, genealogies, genetic data and data enabling the identi-
fication of gene donors’.”® However, despite the allure of simplicity,”” it is

3 B. Parry, Trading the Genome: Investigating the Commodification of Bio-Information
(New York: Columbia University Press, 2004), p. 44 [Parry, Trading the Genome].

* Ibid., p.43. °° Ibid., p. 65.

%6 Australian Law Reform Commission, Essentially Yours: The Protection of Human Genetic

Information in Australia, ALRC Report 96, Sydney, 2003, at paras. 20.1 and 20.49.

See generally J. McHale, ‘Regulating genetic databases: Some legal and ethical issues’

(2004) 12(1) Medical Law Review 70.

Under the 2000 Act ownership of donated samples passes to the processor, although the

processor has no powers to transfer its rights of property over the samples.

There is no denying the current complex regulatory interaction in the UK, though. See

J. Kaye and S. McGibbons, ‘Mapping the regulatory space for genetic databases and

biobanks in England and Wales’ (2008) 9 Medical Law International 111.
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necessary to recognise the different interests at stake with regard to human
materials per se,’” which may not be effectively and adequately catered for
by way of privacy laws alone.®’ Where these are conflated, as arguably in a
2004 German National Ethics Council Opinion, notions of harm and
utility tend to override issues of individual designation and control.®” In
particular, notions of property rights are especially problematic as regards
information.®’

Whilst Gere and Parry deny that there is any sharp ontological distinc-
tion between bodily ‘material’ and (potential) medical ‘information’, they
nonetheless endorse its existence and note that privacy legislation and
protection has no relevance unless the resources concerned are ‘legible’,
i.e. can be understood in that form by another party.°* The contrast
between informational and spatial privacy arises here.’” Gere and Parry
remark, ‘In the wake of the Alder Hey scandal it might seem legislatively
pragmatic to define tissue blocks and slides as texts, thus draining them of
the emotional significance attached to physical samples. We hope to have
shown ... that is neither possible nor desirable.”®® We should not ignore
the connection between human materials and their ‘personal’ origins.

Exclusions

The requirement for consent is applicable to all ‘relevant material’ which,
as we have seen, is very widely defined.®” Nevertheless it excludes
embryos and gametes and hair and nails from a living person, the latter
seemingly on the basis of its discardability and tenuous link to personal
identity.®® Kant apparently distinguished organs of the body and parzs of
the body to justify the removal of human materials for certain purposes.
He implicitly suggested that some parts of the body are aspects of ‘selves’

%0 See S. Alpert, ‘Privacy and the analysis of stored tissues’, in Research Involving Human

Biological Materials: Ethical Issues and Policy Guidance, National Bioethics Advisory
Commission, Rockville, MD, 2000 at 15-16.

By virtue of the fact that data is information on identifiable persons, genetic samples per se
may initially fall outside data protection regimes.

German National Ethics Council Opinion, Biobanks for Research, Berlin, 2004 at 46.
Moreover, the application of property concepts to information is additionally problematic
in so far as information is not always ‘individual’ in character, especially genetic informa-
tion. See also G. Laurie, Genetic Privacy: A Challenge to Medico-Legal Norms (Cambridge
University Press, 2002), pp. 301-4 [Laurie, Genetic Privacy).

C. Gere and B. Parry, ‘“The flesh made word: Banking the body in the age of information’
(2006) 1 Biosocieties 41 [Gere and Parry, “The flesh made word’].

See Laurie, Genetic Privacy, pp. 250-1.  °® Gere and Parry, “The flesh made word’ at 46.
In Scotland, the analogous concept of authorisation is employed instead.

Section 53(2)(b). Some arbitrariness may nevertheless be apparent, in so far as waste
products such as faeces are within the statutory remit whereas hair and nails are not.
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whilst others are not.°” Indeed, as Cohen states ‘We do not ordinarily
consider that hair, spit, or fingernail parings carry human dignity and
worth, for these generally function as inessential human bits and pieces
unrelated to what it is that makes human beings of special value’.”” Not
only may this suggest that non-consensual use of some human materials is
legitimate, but such differences may even permit trading. Campbell states
(in the US context) ‘Indeed, the loss of hair, the spilling of blood, or the
emission of sperm seems a common enough experience in life that it does
not threaten the sense of identification of self with body. This may account
for why we allow for both sales and donation of such materials.””’
However, as Gillett notes, these are highly complex issues, ‘touching
upon some of the most basic features of our moral belief systems about
human beings as embodied individuals’.”*

Not only may there be legal nuances relating to types of tissues, but also
to their mode of acquisition. For instance, there are exceptions in the 2004
Act to the need for consent with respect to surplus material taken from
living persons for various (scheduled) purposes. Firstly, with regard to
‘non-identifying’ tissue used in ethically approved research.”” Secondly,
tissue to be used for various scheduled purposes, i.e. clinical audit, quality
assurance, education or training relating to human health, performance
assessment and public health monitoring.”* The exceptions derive parti-
ally from the fact that the tissue was originally removed as part, or a by-
product, of a legitimate clinical procedure, and will typically be ‘diseased’.
No substantial relaxations were made as regards tissue from deceased
persons, though, not even (although the position is different in Scotland,
see below) in respect of preserved tissue in blocks or slides residual to
post-mortem examination. There might be ethical differences between
tissues taken from deceased as opposed to living individuals, but the

%9 See M. Miyasaka, ‘Resourcifying human bodies — Kant and bioethics’ (2005) 8 Medicine,

Health Care and Philosophy 19 at 23.

C. Cohen, ‘Selling bits and pieces of humans to make babies: The Gift of the Magi
revisited’ (1999) 24(3) Fournal of Medicine and Philosophy 288 at 291 [Cohen, ‘Selling
bits and pieces’]. Hair already severed from the head was regarded as being of little
intrinsic significance in Yearworth v. North Bristol NHS Trust (12/3/08, Judge Griggs).

C. Campbell, ‘Body, self, and the property paradigm’ (1992) 22(5) Hastings Center Report
34 at 36. However, whilst buying and selling gametes is permitted in the US, it is broadly
regarded as impermissible across Europe. Policies relating to blood also differ
considerably.

G. Gillett, ‘Ethics and images in organ transplantation’, in P. Trzepacz and A. Dimatini
(eds.), The Transplant Patient: Biological, Psychiatric and Ethical Issues in Organ
Transplantarion (Cambridge University Press, 2000) 239 at 239.

Section 1(9). This was a concession eventually wrung out of the Government.

Schedule 1 Part 2. There are also exceptions for ‘existing holdings’; see sections 9 and 10.
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legislative disparities in the 2004 Act may be best explained by the sensi-
tivities and features of the recent organ and tissue retention scandals.

Tissue blocks and slides

Tissue blocks and slides are within the ambit of the 2004 Act but, for
limited purposes, outside the 2006 Act in Scotland. Tissue blocks are
generated from small pieces of tissue or tissue from organs and placed in
small plastic cassettes, > 80 per cent of the volume (water and fat) is
replaced by paraffin wax, prior to being cut into extremely thin sections.”®

The 2006 Act essentially adopts the recommendations of the Scottish
Independent Review Group.’’” The Report of the Group asserted that
the preparation of tissue blocks and slides is an important part of a
thorough post-mortem examination, and that in the absence of a specific
objection they should be seen as an integral part of the authorisation for
the post-mortem itself.”® The process has potential value for members of
the family now or in the future, as well as conceivably being of major
public health importance.”” The Group drew on the endorsement of
such a position in the Nuffield Council on Bioethics Working Party
Report, Human Tissue: Ethical and Legal Issues.®® The Act regards tissue
samples and tissue blocks and slides as forming part of the medical
record which may be used for research in the case of a non-forensic
post-mortem without further authorisation. The Review Group drew an
analogy between slides and X-rays.®' This accords with the traditional
perception of clinicians. In England and Wales, the Retained Organs
Commission (ROC) conducted a consultation exercise relating to the
status of tissue blocks and slides and ultimately issued a report and
recommendations to the Department of Health as part of its review of

7> Where blocks or slides are preserved there is ordinarily no need to also store organs or
major pieces of tissues over the long term.

In fact ten times thinner than a hair.

Final Report of the Independent Review Group on Retention of Organs at Post-Mortem,
2000 [Final Report].

Final Report, Summary of Recommendations, para. 33. It opined that it was unfortunate
the brain (the brain must be fixed in formalin for around two weeks) and heart typically
took longest to analyse, as they tended to have the most emotional significance to loved
ones.

Guidance has noted the role of the post-mortem in providing continuous NHS care even
beyond the death of the individual, e.g. retrospectively influencing assessment of the
cause of death; see ‘Human Tissue (Scotland) Act 2006: A Guide to its Implications for
NHSScotland’, para. 33.

Nuffield Council on Bioethics Working Party Report, Human Tissue: Ethical and Legal
Issues, 1995, para. 4.5.

Final Report, section 2, para. 70.
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the reforms of the law in this area.®” It observed, by contrast, that a
‘record’ is usually information about something or a copy of an item, not
the actual parts of the thing itself. It preferred the phrase ‘being related to
the medical record’.®?

A fundamental question posed by the Commission was whether there
is any fundamental difference between tissue blocks and slides and other
human organs and tissues. Has the process of replacing water and fat
with paraffin wax changed the intrinsic character of the material? The
Scottish Review Group had stated “We have chosen to deal with tissue
blocks and slides separately because we believe that they raise personal
and professional issues which may be quite distinct from those associ-
ated with organs and major tissues’,** and opined that ‘the tissue is
transformed so that it is well-nigh impossible to regard the material on
the slide as meaningful human tissue’.>” The Alder Hey Children’s
Hospital Inquiry Report also advocated ‘a more liberal attitude with
regard to the retention and use of tissue, particularly in the form of
wax blocks and slides’.®° ROC was much less sure, however, that tissue
blocks and slides should be treated as a ‘special case’ and ultimately the
Human Tissue Act 2004 drew no distinction between them and other
forms of human cellular (‘relevant’) material.®” This was principally on
account of the fact that some relatives reacted angrily and with substan-
tial grief to the knowledge that even minute amounts of material were
retained without their specific consent.®® Gere and Parry allude to the
fracture of perceptions here: ‘So it seems that, on the one hand, for many
of the parents whose children’s organs had been retained at Alder Hey,
tissue blocks and slides were unambiguously parts of the body, corporeal
entities endowed with all the spiritual and emotional significance carried
by the human remains of beloved family members. For most members of

82 Retained Organs Commission, Tissue Blocks and Slides: A Consultation Paper, November
2002 [ROC, Tissue Blocks and Slides). Retained Organs Commission, Tissue Blocks and Slides:
A Consultation Note, November 2002. Retained Organs Commission Recommendations on
the Legal Status of Tissue Blocks and Slides. Advice Paper, June 2003.

85 ROC, Tissue Blocks and Slides, para. 38.  %* Final Report, section 2, para. 63.

85 Ibid., para. 70.

86 Liverpool Children’s Inquiry; see rlcinquiry.org.uk/download/index.htm, chapter 11,

para. 3.3.

The fact that such blocks might contain very small babies or whole or substantial parts of

major organs was identified as a factor requiring attention. Moreover, it was felt that even

if consent was not explicitly necessary for such retention, that some mechanism to take

into account religious and cultural reservations might have to be put into place in any

event. ROC, Tissue Blocks and Slides, para. 49.

See Parry, “The new Human Tissue Bill’ at 75. Second and even third burials or

cremations of remaining tissues were conducted by families of young children. The

Cremation Regulations had to be amended to facilitate this.
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40 Human tissue in transplantation and research

the medical establishment, on the other hand, “blocks and slides con-
stitute a medical record”, something to be filed with case notes and
temperature charts.”®’

Property and commerce

By contrast with the previous Human Organ Transplants Act 1989, which
had only proscribed such activities in the context of organs, the 2004 Act
seeks to ban commercial dealings in all cellular material for transplant
(‘controlled material’), a policy essentially replicated in the Human
Tissue (Scotland) Act 2006.”° In some countries a wider prohibitory
ambit has been in effect for some while. We have seen already that the
federal offence relating to interstate commerce in NOTA in the US
defines ‘human organ’ very widely for this purpose. Some jurisdictions
nevertheless do still apparently have proscriptions pertaining only to solid
organs.”’

Materials which are the subject of property because of an application of
human skill are not however ‘controlled’ materials within the 2004 Act,
generating the notion that some human material is either no longer
human material or at least no longer human material per se (albeit having
been derived from human material), in the same way perhaps as cell lines,
which are exempted under the Act.”” Cell lines are regarded as different
from the cells which initially went into their development,’” and human
biological materials generally may therefore become some other material
entity distinct from their original form; ‘technological artefacts’ as Parry
dubs them.”*

Parliament is by inference conveying its view that human tissue is zot,
ordinarily, property. There are various issues raised by this, but suffice it
for the present to observe that where human cellular material has been
the subject of the application of human skill it may be traded freely, and
thus the notion of ‘property’ is being made to do some serious moral and
legal work. Human material may not be traded; property derived from
human material may be. However, as Parry opines, specifically in

89
9
9
9

Gere and Parry, “The flesh made word’ at 43.

Section 32(8)—(10). Regarding Scotland, see section 17, 2006 Act.

Such as Spain, see section 2, Law No. 30 of 27 October 1979.

Section 54(7). Cell lines are typically created by being infected with a virus, thereby
‘immortalising’ the cells.

93 The majority in Moore v. Regents of the University of California 51 Cal. 3d 120, 793 P 2d
479, 271 Cal. Rptr. 146 emphasised that the cell line developed from Moore’s cells was a
different item from those cells themselves.

Divested of their original organic form, they are, in Parry’s words, ‘bio-informational
proxies’; see Parry, Trading the Genome, p. 72.
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Human biological materials 41

the research context, “While this exemption is designed to place tech-
nologically produced human materials — such as cloned cells and cell
lines — beyond the jurisdictional reach of the Bill, it is not clear that there
will be widespread public support for exempting materials that are
derived from the human body (such as human cells) simply because
they are produced by a technological process. If the general public
consider it unacceptable to profit from a commercial use of a person’s
cells they are unlikely to agree that it is acceptable to profit from the use
of their cloned cells.”””

The present broad legal position is piecemeal and anomalous.
Generally only commercial dealings in the context of transplantation
and/or artificial reproduction are legally proscribed.”® The original
Human Tissue Bill would have extended to the research context as well,
but the Government was persuaded following substantial lobbying that
the pragmatic needs of researchers for brokers to source certain tissues
would be materially undermined by a broader prohibition. This exclusion
was made despite the sweeping proscriptive statement relating to financial
gain from body parts in Article 21 of the Council of Europe Biomedicine
Convention.”’

In the US, although paying blood donors was halted in the 1970s,
plasma donors continue to be paid, in addition to which egg donors are
often very lucratively rewarded.’® But not only are there arguably
potential balances and compromises necessary to secure an adequate
supply of human materials for some purposes,”” it is not obvious that all
such materials should be treated alike anyhow. There is, as previously
mentioned, considerably less antipathy to the sale of discarded material
such as hair than to, say, a kidney, suggesting a complex intuitive
conception of the body. As Cohen remarks ‘The reason we are reluc-
tant to exchange money for human kidneys is that this would deny
something distinctly valuable about human beings — their dignity and
human worth ... Our body has special value because it is the medium
through which we express ourselves. Thus, our special value as human

9% Ibid., p. 83.

96 See section 12, Human Fertilisation and Embryology Act 1990. In the US, the prohib-
itions in the UAGAs also apply only to transplantation.

Council of Europe Convention, Article 21.

Up to $8,000 per collection; see A. Friedman, ‘Payment for living organ donation should
be legalised’ (2006) 333 British Medical Fournal 746 at 747. In the UK, egg-sharing
schemes whereby clinic fees are wholly or partially waived in return for donation of
spare embryos to other infertile couples have been endorsed by the Human Fertilisation
and Embryology Authority.

In the UK, Parliament was persuaded that it was necessary to allow for-profit activities
linked to the procurement of certain difficult-to-source tissues for research.
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42 Human tissue in transplantation and research

beings extends to our bodies.”'’” Cherry argues that the more the
conceptual distance between persons and their body parts is increased,
the more body parts become like other objects in the world to be
possessed, given away, or sold.'’" This is suggestive of the (il)legiti-
macy of trading being linked to some notion of the closeness of various
body parts to identity and ‘self’. Ironically though, some of the parts of
our bodies which we would identify as most precious to our integrity
and selfhood are the most needed and scarcest, e.g. organs for
transplantation.

100 Gohen, “Selling bits and pieces’ at 291. Kant similarly based his view on the fact that it
was not conceivable to imagine a life not mediated by the body; see I. Kant, Lectures on
Ethics, trans. Louis Infield New York: Harper & Row, 1963), pp. 147-8.

101 M. Cherry, Kidney for Sale by Owner: Human Organs, Transplantation, and the Market
(Washington, DC: Georgetown University Press, 2005), p. 26.



2 Interests in the living body and corpse

This chapter critically considers the interests that living individuals
have in their bodies whilst they are still alive and once they are dead,
and those of the next of kin of deceased persons, and the relative weights
of such interests compared with the needs of those requiring body
materials for transplantation or of society in researching and developing
knowledge of human conditions and their effective treatments. Where
such interests exist then compelling reasons are required to override
the normal respect which they warrant. This is a subject at the very
heart of this work as it points to the proper system of donation which a
society should adopt, in terms of whether it is necessary to obtain con-
sent for donation, and from whom. Where an individual interest is
infringed this constitutes a legal/moral harm to that person.’ However,
whilst no harm will accrue to an individual who has consented to it, at
least not from a liberal or rights perspective, even consented-to acts
may constitute public wrongs, proscribed by the criminal law.

Whilst such issues are problematic with regard to the taking and use
of human material from the living, the issue of what interests exist with
respect to the dead human form is hugely more contentious and the
subject of considerably diverse opinion. This diversity manifests itself
in varying attitudes to conscription, presumed consent, mandated
choice, directed donation, required request and a host of other matters.
Inconsistency and confusion in this regard has been harmful to both
transplantation and research, and substantial deconstruction is essen-
tial. I entertain the interests of the living only, as the dead themselves
are not in possession of interests capable of being affected by the
actions of others. Nonetheless, prior to their deaths individuals have
interests which are capable of being affected by the actions of others
after their deaths, including with regard to decisions to donate or not

! The civil law of torts (delict in civil law jurisdictions) reflects the underlying interest in the
individual not being harmed.
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44 Human tissue in transplantation and research

to donate organs or tissues for therapy or research.” McGuinness and
Brazier maintain that ‘the living have interests in what happens to
their dead bodies’,” and declare that respecting the living means also
respecting the dead. It is therefore the ante-mortem rather than the
post-mortem person with whom we are concerned, and references to
the ‘deceased’ are henceforward intended to refer only to the former.
I propose for present purposes to gloss over the exact criteria that
should be employed to distinguish the living and the dead and will
simply accept that in this context the distinction is of crucial moral and
legal relevance, whilst recognising the fact that there is no universal
consensus on this matter.*

Conscription

‘Conscription’, by which is meant the (routine) removal and use of
organs and tissues for the requisite purpose(s) without the necessity for
consent, is sometimes advocated as a means of overcoming the substan-
tial shortage of organs for transplantation which exists in most jurisdic-
tions. It is justified on the basis that such materials are needed by the
living and that neither the living/deceased person, nor his/her surviving
relatives in the case of the dead, have any overriding rights which are
infringed by such routine removal and use.” Whilst such schemes are
generally proposed with respect to body parts after death, some com-
mentators similarly advocate it with regard to the living.® Such a policy
is less often advanced in connection with tissues, which would appear
to be largely a function of the general absence of shortage of tissues

The failure to inquire into a death occurring in certain circumstances may even constitute a
breach of the deceased person’s European Convention rights; see, e.g., Kennedy v. Lord
Advocate and Scottish Ministers; Black v. Lord Advocate and Scottish Ministers [2008] ScotCS
CSOH 21 (5 February 2008).

S. McGuinness and M. Brazier, ‘Respecting the living means respecting the dead too’
(2008) 28(2) Oxford Fournal of Legal Studies 297.

Commentators such as Truog, Youngner and Arnold have, however, questioned the
relevance of the dead donor rule and suggested that reliance upon the ethical principles
of autonomy and non-maleficence would serve us better. There are, however, difficulties
in applying concepts with specific meaning for living entities to those without the essential
qualities of living beings.

See generally W. Glannon, ‘The case against conscription of cadaveric organs for trans-
plantation’ (2008) 17 Cambridge Quarterly of Healthcare Ethics 330 and A. Spital and
J.S. Taylor, ‘In defense of routine recovery of cadaveric organs: A response to Walter
Glannon’ (2008) 17 Cambridge Quarterly of Healthcare Ethics 337.

See, e.g., J. Harris, Wonderwoman and Superman: The Ethics of Human Biotechnology
(Oxford University Press, 1992), pp. 100-3 [Harris, Wonderwoman].
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for transplantation.” It is even occasionally suggested that there is such
a duty in the context of research, although in this context it is wrapped
up in the general notion of a duty to be a research participant.® Such
proposals are radical and unlikely to curry much political favour in the
short to medium term. Notwithstanding, discussion usefully focuses
attention on the merits of the supportive and countervailing arguments.
We should consider the living and the deceased separately.

Living tissue banks

A duty to participate in medical research may appear less compelling
than with regard to transplantation. Whilst the risks and harms associ-
ated with the use of tissue for research are less significant than those
attaching to the removal of organs for transplant, at the same time the
potential benefits are less immediate and certain. Harris nonetheless
argues that we have a duty to put something back and to sustain social
practices that benefit us, as well as to provide potential rescue to sufferers
in the future, which might sometimes justify mandatory participation.’
However, arguments from ‘free riding’, moral debt and rescue are ethi-
cally problematic in themselves, imposing demands upon individuals
without the presence of clear moral obligations.'® Whilst such partic-
ipation is a moral good, the duty of rescue is an imperfect one, incorpo-
rating a discretion as to which means one wishes to pursue in order to
help others.'’ This is quite apart from the potential additional ‘costs’
involved in taking human tissue from the body for such ends, as com-
pared with participation in medical research in general.

In the context of transplantation, Harris advocated a survival lottery
for the living as long ago as 1975.'% This was similarly based on the
notion of moral obligation or responsibility, and beneficial consequen-
tialist considerations. Fabre analogously offers a rights-based theory of
justice which requires individuals to give up organs to those in need,

7 Although consent has not been universally required with respect to the further use of
surplus tissues, i.e. tissue originally removed for therapeutic ends; see chapter 6.

See, e.g., J. Harris, ‘Scientific research is a moral duty’ (2005) 31 Fournal of Medical
Ethics 242.

® Ibid.

We could, for instance, meet a potential duty to rescue those who are suffering by various
other means apart from involvement in research. See I. Brassington, ‘John Harris’ argu-
ment for a duty to rescue’ (2007) 21(3) Bioethics 160.

S. Shapshay and K. Pringle, ‘Participation in biomedical research is an imperfect moral
duty: A response to John Harris’ (2007) 33 Journal of Medical Ethics 414.

J. Harris, “The survival lottery’ (1975) 50 Philosophy 81. For a consideration of different types
of lottery, see G. Overland, ‘Survival lotteries reconsidered’ (2007) 21(7) Bioethics 355.
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46 Human tissue in transplantation and research

in the same way that we are obliged to pay taxes for such monies to be
distributed to those in financial and material need. The right to the
resources one needs in order to live a minimally flourishing life (the
principle of sufficiency) allegedly applies equally as against living as
deceased persons, although confiscation of body parts from living
persons would only be permissible to the extent that the person’s
autonomy (to pursue their conception of the good) was not unacceptably
compromised. She states ‘In so far as those who might need our body
parts and personal services sometimes have a right to them, our right
to personal integrity does not include a right to the exclusive use of
our person’.” But such an uncompromising egalitarian position and
analogies between body parts and one’s ‘external’ material resources
are unconvincing to many. Liberals, for instance, generally draw a
boundary around the human body so that it does not form part of social
resources at all.'*

Even where it is considered there is a moral duty to give human
material whilst alive to another needy, perhaps related, individual, the
law will typically refuse to compel such a donation. In McFall v. Shimp, a
Pennsylvania court refused to require a cousin to undergo bone
marrow testing even though the relative’s life was potentially at risk.'”
Although Flaherty J opined that the cousin’s refusal was morally repre-
hensible, he declined to order it to be done, commenting on the unac-
ceptable nature of a judicial order requiring an intrusion into a body
and the concern as to where this might subsequently lead. Picking
up on this, Judge LJ stated in his judgment in the English Court of
Appeal in St George’s Healthcare NHS Trustv. S, R v. Collins, ex parte S
that any such order would irremediably damage the principle of self-
determination.'®

With regard to the living, consent for removal ensures not only pro-
tection of autonomy interests but those relating to respect for bodily
integrity and physical welfare. It also indirectly protects the person’s
informational interests in so far as consent ensures that information
with the potential for psychological harm may not be obtained from

13 C. Fabre, Whose Body is it Anyway? (Oxford: Clarendon Press, 2006), p. 2 [Fabre, Whose
Body]. The corollary as she sees it is that such persons should have a right, under some
circumstances, to sell some of their body parts.

14 See, e.g., R. Dworkin, ‘Comment on Narveson: In defence of equality’ (1983) 1 Social
Philosophy and Policy 24 at 39.

15 McFall v. Shimp 10 Pa D & C (3d) 90 (1978).

16 o George’s Healthcare NHS Trustv. S, Rv. Collins, ex parte S [1998] 3 WLR 936 at 953D
(CA).
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collected human tissue without permission.'” Andrews and Nelkin
assert that ‘A person’s control over what is done to his or her body,
or its parts, is important to his or her psychological development and
well-being. It is a way of establishing personal identity and conveying

values to others’.'®

Human recycling

Supporters of conscription from deceased donors note that existing
schemes place a higher value on respecting individual and/or family
autonomy than on maximising the recovery of organs and relieving
suffering, whereas they would reverse this priority.'” Harris, for
instance, states ‘it seems clear that the benefits from cadaver transplants
are so great and the reasons for objecting so transparently selfish or
superstitious, that we should remove altogether the habit of seeking
the consent of either the deceased or relatives’.?’ He notes, as others
have done, that societies allow post-mortem examinations to be con-
ducted for forensic purposes without the need for any prior individual
consent. Advocates point to the additional advantages of conscription
in terms of cost, efficiency, avoidance of delays (which may compro-
mise organ quality),”’ and the obviation of stress on healthcare staff
who would otherwise have to request donation and on families who
currently have to make such decisions at a traumatic time, i.e. to the
promotion of effective and maximised organ recovery. It is undoubtedly
the only policy which, theoretically at least, could come close to achie-
ving a recovery rate of near 100 per cent.

Whilst some advocates argue that with respect to the dead there are
no interests at all in the deceased which are capable of being defeated,*?
they maintain that in any event whatever interests exist are outweighed
by the compelling and immediate interests of those requiring such

17 However, such information may be more directly protected by data protection and
confidentiality laws.

18 1.. Andrews and D. Nelkin, Body Bazaar: The Market for Human Tissue in the Biotechnology
Age (New York: Crown Publishers, 2001), p. 13.

19" A. Spital, ‘Conscription of cadaveric organs for transplantation: Neglected again’ (2003)
13(2) Kennedy Institute of Ethics Journal 169.

2% Harris, Wonderwoman, p. 102.

21 See A. Spital and J. S. Taylor, ‘Routine recovery: An ethical plan for greatly increasing the
supply of transplantable organs’ (2008) 13 Current Opinion in Organ Transplantation 202 at
203; A. Spital and J. S. Taylor, ‘Routine recovery of cadaveric organs for transplantation:
Consistent, fair, and life-saving’ (2007) 2 Chinical Journal of the American Sociery of
Nephrology 300 at 301 [Spital and Taylor, ‘Routine recovery’].

22 Spital, Taylor, Erin and Harris all maintain that the notion of posthumous harm to a
(pre) deceased person is a fallacy. See e.g. J. S. Taylor, “The myth of posthumous harm’
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materials for their welfare. Spital and Taylor, for instance, state ‘But
even if we are mistaken in our skeptical view of the concept of posthu-
mous harm, this would not change our belief that routine removal of
usable cadaveric organs is the way to go’.”” Harris apparently concedes
that ‘deceased’ persons do retain interests after death, but describes
them as ‘artificial’ and of little consequence, easily outweighed by the
needs of the sick. He states ‘She is dead and past being harmed, excepz in
the relatively rrivial sense in which people possess interests that persist
beyond their death and which can in some sense be harmed’ [my
emphasis].”* The denial of any (significant) persisting interests of the
deceased person might perhaps suggest that the family should be the
appropriate decision-makers, based on their own interests or rights. Not
only may the strong tendency in practice toward respecting the wishes of
surviving relatives reflect such an intuition, but the right to respect for
private and family life under Article 8 of the European Convention on
Human Rights may be deemed to generate some autonomous sphere of
decision-making here.?” Spital, Taylor and Erin all admit that surviving
relatives may have interests in avoiding distress and offence, but never-
theless claim that these are also overshadowed by the needs of the ill.
Whilst the key advocates of conscription typically prefer a mandatory
system without ‘exceptions’, they sometimes declare themselves pre-
pared to offer an ‘opt-out’ to those with ‘the strongest reasons’ for not
wishing to become sources of organs after their deaths; notably those
with ‘conscientious objections’.”® This reflects the utilitarian position
of many of these proponents and recognition of the existence of excep-
tional individual interests in some instances, e.g. profound objections
based on religious or other beliefs. Indeed, the right to respect for
private life and for religious beliefs protected by Articles 8 and 9 of
the European Convention on Human Rights, and by the First and

(2005) 42 American Philosophical Quarterly 311, A. Spital and C. Erin, ‘Conscription of
cadaveric organs for transplantation: Let’s at least talk about it’ (2002) 30 American
FJournal of Kidney Diseases 611.

23 Spital and Taylor, ‘Routine recovery’ at 302.

2% 1. Harris, ‘Organ procurement: Dead interests, living needs’ (2003) 29 Journal of Medical
Ethics 130 at 131.

25 See A. Garwood-Gowers, ‘Extraction and use of body materials for transplantation and
research purposes: The impact of the Human Rights Act 1998’ in A. Garwood-Gowers,
J. Tingle and T. Lewis (eds.), Healthcare Law: The Impact of the Human Rights Act 1998
(London: Cavendish, 2001) 295 at 308.

26 E.g. Harris, see C. Hamer and M. Rivlin, ‘A stronger policy of organ retrieval from
cadaveric donors: Some ethical considerations’ (2003) 29 Fournal of Medical Ethics 196
at 196 [Hamer and Rivlin, ‘A stronger policy’].
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Fourteenth Amendments to the United States Constitution, may sug-
gest the necessity for some latitude to be given.”’

The policy of routine taking from the dead is frequently tied to the
notion of easy rescue and individual responsibility, namely that one
has an obligation to surrender body parts for necessary purposes after
death on the basis that the benefits far exceed the normal burdens.”®
This rationale — if one accepts the premises and views contained within
it — might also very plausibly apply to the taking of organs and tissues
for medical research. This is, however, a conception of moral duties
which, as we have already noted, do not always translate easily or
straightforwardly into legal duties. Moreover, proponents may have
undervalued the interests at stake for the donor/family, albeit that the
tissue source is no longer alive, so that the rescue is not so ‘easy’
after all.>” Another philosophy supporting routine removal here is dis-
tributive justice. Whilst Erin and Spital allude to this argument, it
appears to be their secondary rather than primary rationale. Not so,
however, for Fabre, who describes the duty to rescue as a duty of
justice.’” ‘Routine removal’ is often bolstered by the view that corpses
are under the ownership or at least control of the state, to be used as
appropriate.”’

State ownership/control

Glannon states that “The idea that the sick have a right to cadaveric
organs is grounded partly in the belief that these organs are no longer
of any use to the dead. Viable and therefore useful body parts can
be treated as state property.”’” Calabresi has argued that the state
already exercises the right to possess the bodies of individuals by way

27 See, e.g., Kohn v. United States 680 F 2d 922 (2d Cir. 1982).

28 R. Howard, ‘We have an obligation to provide organs for transplantation after we die’

(2006) 6 American Fournal of Transplantation 1786.

Where there are strong religious beliefs, for instance.

See Fabre, Whose Body, p. 42. There may be little between these philosophical under-

pinnings. Fabre alludes to such duties generating rights in the sick to such body parts, see

Fabre, ibid., p. 100. However, she rejects a utilitarian focus.

Harris contends that cadavers should be considered to belong to the state; see Harris,

Wonderwoman, p. 102. Conscription need not necessarily be based on the notion of state

ownership, though; see G. den Hartogh, Farewell to Non-commitment: Decision Systems for

Organ Donation from an Ethical Viewpoint, Monitoring Report Ethics and Health, Centre

for Ethics and Health, The Hague, 2008 at 43-4 [Den Hartogh, Farewell to Non-

commitment].

32 W. Glannon, ‘Do the sick have a right to cadaveric organs?’ (2003) 29 Fournal of Medical
Ethics 153 at 153 [Glannon, ‘Do the sick have a right’].

29
30

31
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of, inter alia, the military draft.”” Whilst people seemingly regard organs
and tissues as personal property when the person is still alive, they often
regard them as societal resources after death.’* Various commentators
have alleged that our dead bodily remains are not our own to give and
thus we have no rights of disposition over them. It may be seen that the
body belongs to no one at all or that it belongs only to a supreme deity.
Alternatively, some insist that we move away from notions of private
ownership of the cadaver and argue that the current individual focus
has resulted in a neglect of the importance of communities and relation-
ships. Herring and Chau, for instance, argue that ‘our bodies are not
just ours’, and stress the interconnectedness, interdependency and
interaction of our bodies.”” Indeed, some commentators have argued
that the corpse should be seen as subject to some broader view of
cultural or moral ownership, as part of what is required in terms of
respect for living indigenous communities.”°

Some societies deny the existence of private property at all and regard
all property as vesting in the state (i.e. public ownership). State/collective
ownership amounts to ‘quasi-ownership’ only, though, and is constrained
by pre-determined uses, duties and limitations in the interest of the public
as a whole.”” Heller states that

State property, also called collective property, can be defined as a property
regime in which ‘in principle, material resources are answerable to the needs
and purposes of society as a whole, whatever they are and however they are
determined, rather than to the needs and purposes of particular individuals
considered on their own. No individual has such an intimate association with
any object that he can make decisions about its use without reference to the
interests of the collective.””®

These constraints in the context of human materials for transplantation
can be regarded as rooted in obligations owed to specific (sick) members

33 G. Calabresi, ‘Do we own our own bodies?’ (1991) 1 Health Matrix 5 at 7.

3% R. Truog, ‘Are organs personal property or a societal resource? (2005) 5(4) American
Fournal of Bioethics 14. The US Task Force on Organ Transplantation, Organ
Transplantation: Issues and Recommendations, Washington, DC: Department of Health,
Education, and Welfare, 1986, considered that after death donated organs belong to the
community.

35 1. Herring and P.-L. Chau, ‘My body, your body, our bodies’ (2007) 15(1) Medical Law
Review 34 at 35.

36 See K. McEvoy and H. Conway, ‘The dead, the law, and the politics of the past’ (2004) 31
(4) Fournal of Law and Society 539.

37 See J. W. Harris, ‘“What is non-private property?’, in J. W. Harris (ed.), Property Problems:
From Genes to Pension Funds (Dordrecht: Kluwer Law International, 1997) 175 at 180-3.

38 M. Heller, “The dynamic analytics of property law’ (2001) 2 Theoretical Inquiries in Lazo 79
at 85.
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of the community.”” Emson’s perception is of a process of natural
recycling of human body parts into future generations through decay,
decomposition and transference, and that the ‘right of control over the
cadaver should be vested in the state as representative of those who
may benefit from organ donation’.*” He rejects the idea that the person
has a right to govern disposal of their body after death, when separation
of body and soul is irrevocably complete.*’

By contrast, many egalitarian liberals and libertarians agree that we
have a right to control what happens to our bodies and that others
lack a right to any of our body parts, no matter how great their need,
even after death.”” Sperling remarks ‘More generally, it will be argued
that members of the human community have elementary interests
which must not be sacrificed or overridden for the sake of collective
welfare or other goals in society. One such interest is the interest in
having one’s body left alone unless proper authorization is given.”*> To
some observers societal ownership of organs conjures up impressions
of the totalitarian state. The British Organ Donor Society (BODY)
contends that ‘It would be wrong to say a body belongs to the nation
to do with whatever it likes. It would be completely alien to the culture
of the land’,** a remark equally apposite to many other nations and
societies.”” The idea of the “gift’ is an essential and intrinsic element of
donation and is incompatible with body parts belonging to another,
whether the state or a specific (sick) individual. The entitlement to give
(and to withhold) provides the basis for the notion of consent.

Interests of the living

There is generally no dispute that, with respect to the removal of organs
or tissues from adult individuals either for transplantation or research, it
is the interests and wishes of the individual living donor him/her self
that are exclusively determinative. This is reflected universally in official

3% As some have noted, individuals get (medically) sick, societies do not.

40 H. Emson, ‘Is it immoral to require consent for cadaver organ donation?’ (2003) 29
FJournal of Medical Ethics 125 at 125.

' Ibid., at 126.

Fabre, Whose Body, p. 2. It has been asserted that there is a ‘special tie’ between

individuals and their bodies; see Den Hartogh, Farewell to Non-commitment at 23.

D. Sperling, Posthumous Interests: Legal and Ethical Perspectives (Cambridge University

Press, 2008), p. 117 [Sperling, Posthumous Interests).

4% See http://news.bbc.co.uk/hi/english/health/newsid_281000/281404.stm.

See the remarks of the German National Ethics Council in its Opinion, Increasing the

Number of Organ Donations: A Pressing Issue for Transplant Medicine in Germany, Berlin,

2007 at 36.
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policies. In order to protect such interests, the donor’s consent in such
circumstances is invariably perceived to be a ‘given’, as a reflection of
respect for persons and their right to self-determination. The views of
relatives, family members and friends are of no formal relevance as
regards living adults with decision-making capacity (however defined
in the relevant legislation), although those with parental responsibility
may make donation decisions on behalf of their minor offspring, or at
least such minors lacking decision-making capacity.

This stance is principally driven by the potential invasion of physical
integrity involved in removal, rather than any broader conception of
autonomy. The further ‘use’ of the material following its removal becomes
somewhat subsumed by this imperative. Yet, with respect to medical
research in particular it is very often the subsequent use which is the crucial
moral and legal issue.*® It was this concern which arose in Moore v. Regents
of the University of California.*” Whilst the California Supreme Court
considered that John Moore should have been told about the intended
further (research/commercial) use of his cancerous spleen — as a function
of the fiduciary duty and duty of informed consent owed to him — it held
that he had no property interest in the tissue which had been surgically
removed, and thus no continuing interests in or control over it. The
interests protected were thus tied to the point of ‘removal’ as opposed to
the subsequent use and retention. The outcome was, however, heavily
influenced by policy considerations relating to the availability and utility
of tissues for medical research, and may therefore have been context-
specific and potentially inapplicable in the context of living donor
transplantation.*®

Some of the reasoning in Moore was endorsed by the Nuffield Council
on Bioethics Working Party Report in the United Kingdom in 1995,*
which based its preferred view with respect to surplus tissue upon the
concept of abandonment.”” This approach was rejected in the Human
Tissue Act 2004, which incorporates a general requirement for ‘appro-
priate consent’ by living persons to the storage and use of their biological

46 Analogous issues arise with respect to tissue originally removed for different research
purposes.

47 Moorev. Regents of the University of California 51 Cal. 3d 120, 793 P 2d 479, 271 Cal. Rptr.

146.

See B. Dickens, ‘Living tissue and organ donors and property law: More on Moore’ (1992)

8 FJournal of Contemporary Health Law and Problems 73.

Nuffield Council on Bioethics Working Party Report, Human Tissue: Ethical and Legal

Issues, 1995, Nuffield Council, London. It asserted that the Court had appeared to find

that the patient had abandoned his tissue in that case, see para. 9.12 [Nuffield Council,

Human Tissue].

%0 Ibid., at para. 9.14.
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material for either research or transplantation.”’ It was asserted by
Government spokespersons during the Parliamentary debates on the
Bill that the provisions were premised on the right to control the use of
such material, even surplus material.”> However, the Bill subsequently
came to include an exception with respect to the use of non-identifiable
surplus material from the living in research ethics committee-approved
research studies.”” This sizeable vacuum in the consent requirements
generates the perception that the interests being protected here are
those relating only to physical/psychological harm, and informational
privacy.”* However, as Gitter remarks

It is incorrect to assume that because the sources cannot be identified they
cannot be harmed or wronged ... Individuals have an interest in avoiding uses
of their tissues they regard as morally impermissible or objectionable. Thus, were
their materials to be used in research that they would consider objectionable,
it is possible that some individuals could be wronged, if not harmed.””

This is a matter to which I shall return in chapter 6.

Interests pertaining to deceased donation

We shall examine here the interests of the dead; but who or what is the
‘dead person’ for these purposes? Is this not a contradiction in terms?
Jonsen states ‘consent is ethically important because it manifests and
protects the moral autonomy of persons ... [and] it is a barrier to exploi-
tation and harm. These purposes are no longer relevant to the cadaver,
which has no autonomy and cannot be harmed.’”° On this view, to require
the consent of (now) dead people to protect their existing interests is

>l There are provisions catering for individuals lacking decision-making capacity to be

‘donors’ of organs or tissues for therapy or research; see section 6. In some instances,
such use would be in their own best interests. See Human Tissue Act 2004 (Persons who
Lack Capacity to Consent and Transplants) Regulations 2006 SI 2006 No. 1659.

See Dr Ladyman, House of Commons Hansard Debates, Standing Committee G,
col. 65, 29 January 2004.

>3 Section 1(9).

>* The German National Ethics Council also appears to have reduced the significant
individual interests in anonymised tissue down to those in informational privacy and
confidentiality; see German National Ethics Council Opinion, Biobanks for research,
Berlin, 2004 at 46.

D. Gitter, ‘Ownership of human tissue: A proposal for federal recognition of human
research participants’ property rights in their biological material’ (2004) 61 Washington
and Lee Law Review 257 at 287.

A. Jonsen, ‘Transplantation of fetal tissue: An ethicist’s viewpoint’ (1988) 36 Clinical
Research 215. Iserson also comments that ‘corpses no longer are individuals, and so they
cannot be the basis for either autonomy or informed consent. They are merely symbols’;
K. Iserson, ‘Life versus death: Exposing a misapplication of ethical reasoning’ (1994) 5
FJournal of Clinical Ethics 261 at 262.
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nonsensical. The Law Reform Commission of Canada (LRC) has, how-
ever, asserted:

[T]he utter disregard of one’s burial wishes, or the failure to honour one’s express
wishes on the post-mortem uses of one’s body, lend credence to the claim that
people have interests that survive their deaths and that they may be harmed when
the interests are violated. What remains refractory is providing a coherent philo-
sophical explanation of this intuition.””

I argue that this is not mere pre-theoretic intuition but a view grounded
in straightforward ethical principles. The sentiments expressed by the
LRC are seemingly reflected in widespread official policies and laws
relating to transplantation and research. Thus, when we speak of the
autonomy of dead people we are, instead, alluding to the autonomy of
the once living person who has now died. Sperling asserts “The act of
organ donation should be regarded as enhancing the autonomy and
self-expression of the donor and expanding — not abolishing — the
self’.”® The idea that one’s self and the desire for aspects of one’s person
to be emphasised after death are bound up with donation decisions
relating to body parts is both pervasive and persuasive. It is our last
personal legacy. Unlike experiential interests, ‘critical’ interests (to use
Ronald Dworkin’s terminology) can be defeated after death; and surviv-
ing interests after death can be an integral part of one’s life plan.”®
Wicclair urges that we should not regard death as signifying the total
annihilation of all ‘moral traces’ of the person who once was.’’ And as
the Retained Organs Commission (ROC) remarked

In a number of faiths, the treatment of the dead is as important as the treatment of
the living. The values by which the deceased lived deserve respect just as society
respects their wishes as to disposal of property by honouring last wills and
testaments.®’

7 Law Reform Commission of Canada, Procurement and Transfer of Human Tissues and
Organs, Working Paper 66, Law Reform Commission of Canada, 1992 at 45 [LRC of
Canada, Procurement and Transfer].

D. Sperling, ‘Me or mine? On property from personhood, symbolic existence and moti-
vation to donate’, in W. Weimar, M. Bos and J. Busschbach (eds.), Organ Transplantation:
Ethical, Legal, and Psychosocial Aspects (LLengerich: Pabst Publishing, 2008) 463 at 470.
See Glannon, ‘Do the sick have a right’ at 154.

60 R. Dworkin, Life’s Dominion (London: Harper Collins, 1993), pp. 199-217. Belliotti
notes that one may considerably orient one’s existence toward the legacy one will leave
for one’s loved ones, especially toward the end of one’s time; see R. Belliotti, ‘Do dead
human beings have rights?’ (1979) The Personalist 201 at 206 [Belliotti, ‘Do dead human
beings have rights’]. See also M. Wicclair, ‘Ethics and research with deceased patients’
(2008)17 Cambridge Quarterly of Healthcare Ethics 87 at 88 [Wicclair, ‘Ethics and research
with deceased patients’].

Retained Organs Commission, Remembering the Past, Looking to the Future, NHS, 2004,
para.1.21 [ROC, Remembering the Past].
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It has already been noted that even those who support organ conscription
frequently offer ‘concessions’ to those with profound religious views
militating against donation.

Some commentators nevertheless maintain that all that we are con-
cerned with here is the fact that prior to death such individuals (or
individuals in general) may be affected by the knowledge that their
bodies may (not) be dealt with in a particular way after death,®” that
even as regards the willing of property after death it is merely pre-
posthumous contentment and/or the proper and efficient ordering of
things that is reflected in official policies, i.e. prudence or utility, as
opposed to any moral entitlement. But whilst this may be a part of
why they should be respected, it is not the principal reason. I argue
that this not merely understates the significance and nature of the inter-
ests at stake,”” but also fails to appreciate their persisting character
beyond death.

There are, notwithstanding, some who maintain that the dead, whilsz
dead, possess interests.”* There are various constructions of this
view, based on existence in an alternative form (e.g. in an afterlife),
timeless existence or some other analogous construct. Hamer and
Rivlin contend that ‘Clearly the dead person cannot be harmed: all
that remains of him is his material body. To avoid this problem we
must think of the person not simply in terms of his present condition
but from an objective and timeless perspective.’®” But this is counter-
intuitive to the extent that the person is not perceived to be rooted in
any particular time or space. Other formulations also require beliefs
not universally shared. Sperling advances the notion of a ‘subject hold-
ing interests’ after death, which is a different conceprualisation of the
form in which one exists.°® He argues that even after death organ and
tissue donation represents a manifestation of the interest in the recognition
of one’s symbolic existence, in immaterial, second-order, terms. The
‘human subject’ maintains a link with the living person and ‘holds’ all
human interests belonging to the former person whose interests they
are. Sperling appears to be driven by a problem-solving imperative to

52 Belliotti rejects this notion that what happens to us posthumously affects only how we
think about things whilst we are still alive. He suggests this is a confusion of thinking one’s
interests will be fulfilled after one dies and such interests actually being then fulfilled; see
Belliotti, ‘Do dead human beings have rights?’ at 206.

%3 See M. Wicclair, ‘Informed consent and research involving the newly dead’ (2002) 12(4)
Kennedy Institute of Ethics Journal 351.

% See, e.g., F. Feldman, Confrontation With the Reaper — A Philosophical Study of the Nature
and Value of Death (Oxford University Press, 1992); H. Silverstein, ‘“The evil of death’
(1980) 77(7) Fournal of Philosophy 401.

%5 Hamer and Rivlin, ‘A stronger policy’ at 198. % Sperling, Posthumous Interests.
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overcome the inherent philosophical and jurisprudential difficulties
connected to the absence of an existing moral or legal ‘person’ after
death. But even for him, existence after death is essentially ‘symbolic’,
and it is unclear how the ‘human subject’ in such a form is capable of
‘holding’ the person’s interests, or what nexus must exist with that
(original) person. Whilst death fails to sever emotional, biological and
psychological links with surviving kin and loved ones, the dead can
only represent the previous person, not reflect the same or analogous
moral or legal status as the once living person. Whilst it is not possible
to formulate a definitive ontological status of those who are dead,
I maintain the orthodox view that the dead themselves have no interests.
They are not persons in their own right and are not themselves directly
part of the moral community.®”

The same procedures may, however, have different moral and legal
connotations depending upon whether they are performed upon a living
person or a corpse. Whilst we do still regard the integrity of the cadaver
as of importance, for various reasons, these are not connected to physical
or psychological harms or present well-being and therefore have differ-
ent implications. Wilkinson remarks “The interest in bodily integrity is
clearly changed by death, even if it does not disappear, as we can see
when we consider that while people cannot consent to being dismem-
bered while alive, they can consent to being dismembered after death’.®®

Posthumous harms

To many, the idea of posthumous harm is illusory. Its acceptance neces-
sarily forces confrontation with two central interrelated philosophical
problems: the ‘no-subject’ and ‘backward-causation’ objections.®” One
requires actual harm to a proper subject occurring at a specific point in
time. Firstly, it is argued that there is ‘no subject’ in whom interests
may vest, and thus anyone able to be harmed, after death. Partridge,
for instance, maintains that the notion of interests surviving death is

%7 Other have, however, disputed this; see, e.g., B. Brecher, ‘Our obligations to the dead’
(2002) 19(2) Journal of Applied Philosophy 109 at 113 [Brecher, ‘Our obligations’]. He
argues that as a ‘person’ is a moral construction dead ‘persons’ are capable of being
the locus of moral obligations and part of the moral community. See also A. Baier, “The
rights of past and future persons’, in E. Partridge (ed.), Responsibilities to Future Generations
(Buffalo, NY: Prometheus Books, 1980).

68 T. Wilkinson, ‘Last rights: The ethics of research on the dead’ (2002) 19(1) Journal of
Applied Philosophy 32 at 34 [Wilkinson, ‘Last rights’].

%% Martin Wilkinson convincingly asserts that these issues all relate to the question of who
the subject is (personal communication). However, I will consider them separately here
for (supposed) clarity.
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incoherent, as there is no ... one who can be harmed at the point that
any wrongful setback of interest occurs.’” Secondly, even if a person had
interests prior to death which might be set back by actions taking place
after death, no harm can occur retrospectively. Waluchow remarks

Similarly, when I do whatever it is that sets back the interest of the antemortem
person (perhaps I break the promise or violate the conditions of his will), I do not
make it true that his interests were set back. Rather, I make it true that the interests
he had are now set back. The setting back takes place now, not then. At most we
can say that back then it was true that the interests were going to be set back.”’

These perceived temporal and causal lacunae suggest that there are only
flimsy reasons for respecting the wishes of the pre-posthumous (living)
person. Yet, we do seemingly perceive harms as befalling individuals
themselves by way of various posthumous events, such as the unauthorised
organ retention practices of previous years. As Hamer and Rivlin have
remarked ‘The idea that posthumous events can institute harms has

. .. eq eqe 72
enormous intuitive plausibility’.

No subject

There are two connected matters here: the identity of the potentially
harmed subject and the nature of any potential ‘harm’ which might
accrue. It has already been denied that dead individuals may be harmed
by posthumous events, which necessitates a focus upon potential harm
to the once living person by events occurring after death. But can
individuals be harmed by having their interests thwarted or set back
when they lack the ability to contemporaneously ‘experience’ such
harm? And what interests may living persons have which survive their
deaths?

A satisfactory explanation of how even the wrongful causing of some-
one’s death may harm them has eluded very many commentators. Yet
most people undoubtedly perceive a harm to have occurred, possibly
the worst harm that can befall one. Indeed, a harm zo that person, not
merely to society in general. For both Feinberg and Li, if a person can
be harmed by their own death then necessarily they can be harmed
by certain posthumous events.”” Similar philosophical obstacles are

70 E. Partridge, ‘Posthumous interests and posthumous respect’ (1981) 91 Ethics 243.

71 \W. Waluchow, ‘Feinberg’s theory of “preposthumous” harm’ (1986) 25 Dialogue 727 at
731 [Waluchow, ‘Feinberg’s theory’].

72 Hamer and Rivlin, ‘A stronger policy’ at 198.

7> See]. Li, Can Death be a Harm to the Person who Dies? (Dordrecht: Kluwer, 2002), p. 7 [Li,
Can Death be a Harm).
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encountered here. The first challenge is from those who regard death as
not being a harm because it is not experienced. Epicurus stated
‘Death ... the most awful of evils, is nothing to us, seeing that, when
we are, death is not come, and, when death is come, we are not’.”* It is
then problematic to explain how an instantaneous and painless wrongful
killing can be a harm to the person who is rendered no more by that very
same action. However, mental state accounts of harm are unconvincing,
as many commentators have shown.’” One can, for instance, steal prop-
erty from, and harm, a person who is blissfully unaware that this has
occurred. In the Court of Appeal in Airedale NHS Trust v. Bland, Lord
Justice Hoffmann stated

I think the fallacy in this argument is that it assumes that we have no interests
except in those things of which we have conscious experience. But this does not
accord with most people’s intuitive feelings about their lives and their deaths. At
least part of the reason why we honour the wishes of the dead about the distribu-
tion of their property is that we think it would wrong them not to do so, despite the
fact that we believe that they will never know that their will has been ignored ... We
pay respect to their dead bodies and to their memory because we think it an offence
against the dead themselves if we do not.”®

Feinberg distinguishes want satisfaction and want fulfilment, arguing
that even if unaware whether a wish is fulfilled or not, a harm can
occur by virtue of its non-fulfilment per se.”” A non-experiential con-
ception is able to capture the essence of failures to respect the pre-
viously expressed autonomous wishes of living individuals (i.e. advance
decisions) who presently lack any awareness, such as those in a per-
manent vegetative state. It is the wishes of the once mentally compe-
tent person which have been defeated. Such rights ‘survive’ the
individual’s loss of capacity, sentience and awareness. However, whilst
the entitlement to have such wishes respected has transcended time,
the (legal) person is still in existence in such scenarios; albeit that
some regard the later non-competent individual to be frequently lack-
ing personhood, or to be morally a different ‘person’, or to have a
different personal identity; which would infer that it was the former

7 Epicurus (341-270 BC), Letter to Menoeceus, in G. Russell (trans.), Letters, Principal
Doctrines and Vatican Sayings (New York: Macmillan, 1964). J. Fischer (ed.), The
Metaphysics of Death (Stanford, CA: Stanford University Press, 1993) at 95.

75 See Sperling, Posthumous Interests, p. 11 and S. Kagan, Normative Ethics (Boulder, CO:
Westview Press, 1998), pp. 34-5 [Kagan, Normative Ethics).

76 Airedale NHS Trust v. Bland [1993] 1 All ER 821 at 829.

" 1. Feinberg, The Moral Limits of the Criminal Law, Vol. 1, Harm to Others (Oxford
University Press, 1984), p. 84 [Feinberg, Harm to Others].



Interests in the living body and corpse 59

person/self rather than the later person/self that was the subject of the
harm.”®

In so far as death is the first moment that the person ceases to exist,
there is then no person in existence at the requisite moment in time to be
harmed.”® Thus, itis argued that no one exists who dies, and death cannot
be a harm to a living individual. If we see harm or loss in causal physical
terms alone the difficulty is self-evident. We cannot ‘know’ our own loss.
The most convincing explanation of how death may harm a person lies
however in the deprivation thesis, i.e. that death deprives the living person
of all the goods that they might otherwise have achieved, including the
fulfilment of some of their previously formulated, future-oriented
desires.®” Feinberg states “To extinguish a person’s life is, at one stroke,
to defeat almost all of his self-regarding interests: to ensure that his on-
going projects and enterprises, his long-range goals, and his most earnest
hopes for his own achievement and personal enjoyment, must all be
dashed’.®’ Desires regarding the use of one’s cadaver after death are
future-oriented and capable of being, only being, thwarted after death,
i.e. when one has ceased to be. Steinbock states that “The fulfilment of
these wants is as much a part of their good as the fulfilment of wants while
they are alive’.®? Whilst generally subjective wishes and desires may not
always be sufficient to ground moral interests, where the non-fulfilled
desire is in our objective interests a harm may have arisen. But in the
(posthumous) context under consideration there is little or no daylight
between desires and objective interests, as our wishes are other-regarding
in any event and there are no contemporaneous issues of well-being
implicated. Li in any case argues that desires can in some circumstances
be the basis of harms in themselves, i.e. future-oriented dependent uncon-
ditional desires.®’

78 See A. Buchanan, ‘Advance directives and the personal identity problem’ (1988) 17(4)
Philosophy and Public Affairs 277; H. Kuhse, ‘Some reflections on the problem of advance
directives, personhood and personal identity’ (1999) 9(4) Kennedy Institute of Ethics
Fournal 347.

Levenbook attempts to navigate the problem by redefining harm in terms of ‘loss’ at the
moment of death, rather than interests; see B. Levenbook, ‘Harming someone after his
death’ (1984) 94 Ethics 407. However, Callahan describes this as mere ‘loose talk’,
remarking that if death is the first moment of non-existence then at that moment there
is also no longer a person; see J. Callahan, ‘On harming the dead’ (1987) 97 Ethics 341 at
343 [Callahan, ‘On harming the dead’]. See also ‘Death’ in Stanford Encyclopaedia of
Philosophy, at http://plato.stanford.edu/entries/death/ at 2.2 [Death].

See, e.g., T. Nagel, ‘Death’, in T. Nagel (ed.), Mortal Questions (Cambridge University
Press, 1979).

Feinberg, Harm to Others, p. 82.

82 B. Steinbock, Life Before Birth (Oxford University Press, 1992), p. 25.

83 1i, Can Death be a Harm, p. 69.
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Glannon, however, contends that ‘states of affairs that do not affect the
body or mind cannot harm the person whilst alive’.®* He contends that
harming involves comparison between earlier and later states of body and
mind, and alleges that interests which survive death are merely impersonal
and cannot result in harm. On this view, any ‘change’ which occurs in the
individual after death is at most what is known linguistically as a
‘Cambridge change’; one that does not cause any real change, i.e. one
which affects no intrinsic property of the person and thus is not ‘person
affecting’.®” I nevertheless believe that we can make sense of harming
someone after her death. The ante-mortem harm for our purposes is the
defeating of the right to exercise control over the disposition of one’s
cadaver. The so-called ‘wound model’ of harm is too limited.*°
Although commentators such as Glannon consider that a person cannot
be affected by events which have no ‘impact’ upon them, this would
appear to be founded upon a notion of well-being consisting of existing
mental or physical states. However, there are alternative conceptions of
well-being, wherein a person’s well-being can be measured as a function
of the achievement of desires or preferences.”’ These are immune to
criticisms relating to absence of contemporaneous effect on physical or
psychological well-being.*®

Backward causation

The counterintuitive concept of backward causation raises its head in this
connection. To many, it is concerns relating to retroactivity which are the
primary stumbling blocks to recognition of posthumous harms.®’
Feinberg and Pitcher, however, argue that one does not cause harm to
the ante-mortem person by thwarting a relevant interest after death.
Pitcher asserts, ‘On my view, the sense in which an ante-mortem person
is harmed by an unfortunate event after his death is this: the occurrence of

84 \W. Glannon, ‘Persons, lives, and posthumous harms’ (2001) 32(2) Journal of Social
Philosophy 127 at 128. He distinguishes between the goodness or badness of a person’s
life and things which affect persons.

85 See P. Geach, God and the Soul (South Bend, IN: St. Augustine’s Press, 1969), pp. 71-2.
See also D. Hillel-Ruben, Action and its Explanation (Oxford University Press, 2003).

86 See ‘Death’ at 3.1.

87 See Kagan, Normative Ethics, pp. 36-7. See also ‘Death’, ibid.

88 Belliotti observes that ‘A human being’s interests can be analyzed in two ways: to say X has

an interest in Y may mean (i) that Y, on balance, improves X’s well-being (or opportunity

from well-being) or (ii) that X desires, wants or seeks Y’; see Belliotti, ‘Do dead human

beings have rights” at 201.

Wilkinson states ‘We can make sense of harming someone after her death in the same way

that we can make sense of remembering someone after her death’; see Wilkinson, ‘Last

rights’ at 34. However, we typically regard harming as affecting /e individual.
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the event makes it true that during the time before the person’s death, he
was harmed — harmed in that the unfortunate event was going to hap-
pen’.”” It is nonetheless counterintuitive to see a person as ‘harmed all
along’.”’ Feinberg alludes to logical as contrasted with physical causation.
This would appear to be entirely apposite in so far as non-satisfaction of
one’s wishes would not, even in the normal course of things, necessarily
result in any physical loss or intrinsic change in the person. He states

All interests are the interests of some person or other and a person’s surviving
interests are simply the ones that we identify by naming Aim, the person whose
interests they were. He is of course at that moment dead but that does not prevent
us from referring now, in the present tense, to his interests. If they are still capable
of being blocked or fulfilled, just as we refer to his outstanding debts or claims, as if
they are still capable of being paid. The final tally book on a person’s life is not
closed until some time after his death.’”

He maintains that it is absurd to think that once a promisee has died, the
status of a broken promise made to him whilst alive suddenly ceases to be
that of a serious injustice to a victim, and becomes instead (only) a more
diffuse public harm.?” Brecher notes that there is nothing awry or counter-
intuitive, or even controversial, about such a view.’* We merely need to
take into account events occurring after death in determining whether the
person’s surviving interests were properly respected. This seems
compelling.

On the choice theory of rights, a failure to respect choices relating to the
subject-matter of one’s rights is in itself the basis for the wrong. Whilst one
cogent reason for denying certain choice-based rights after death is the
inability to waive or demand the performance of duties after death,’” the
ante-mortem person might be capable of doing so prior to death. Indeed,
Sperling, whilst preferring the interest view of rights, states ‘In principle,
there should be no conceptual difficulty for the choice theory to acknowl-
edge the exercise of such powers, thereby validating the holding of rights

90" G. Pitcher, “The misfortunes of the dead’ (1984) 21(2) American Philosophical Quarterly
183 at 187. He refers to the casting of a ‘shadow of misfortune backward over the
person’s life’.

Itimplies, for instance, that the fact that one’s football team loses at a weekend means that
even before the weekend it was true that that team would lose. See B. Magee, Confessions of
a Philosopher (London: Phoenix, 1997), pp. 5-6.

Feinberg, Harm to Others, p. 83.

Ibid., p. 95. Even Aristotle accepted that these failures to respect wishes expressed prior to
death are not mere ‘public wrongs’, although he considered the harm involved to be fairly
negligible; see Aristotle, Nicomachean Ethics, trans. J. Thomson (Baltimore, MD: Penguin
Books, 1953), 1.10 para. 1.

Brecher, ‘Our obligations’ at 111.

93 See C. Fabre, ‘The choice-based right to bequeath’ (2001) 61 Analysis 60 at 64.
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by the dead’.”® It would seem that the right to control the use of one’s
body, even after death, is quite sufficient to ground such a right, although
one must distinguish ‘mere choices’ from choice-protected rights. In
addition there is a rights-based argument from interests here, although
again, as Sperling asserts ‘A distinction needs to be made between having
an interest in the realization of a state of affairs and having a legal or moral
claim to the realization of that state of affairs’.”” Feinberg insists that the
thwarted desire which gives rise to harm be a desire in which the person
has an ‘investment’.”® Although individuals no longer have any surviving
welfare interests after death, our previously formulated desires regarding
the posthumous use of the corpse would appear to be intimately con-
nected to our essential ‘selves’ in the broadest sense. Indeed, in so far as
our corpses are our property after death for these purposes, as I shall later
maintain, our desires clearly link to our interests and our right to control
our bodies after death.

One central problem relates to the idea of interests persisting when the
holder of such interests no longer does. Whilst we are concerned with
rights, we can appropriately view such rights as triggering surviving duties
which persist beyond death, even though the holder of such rights has now
ceased to exist. Sperling suggests that it is internally inconsistent to
endorse persisting duties but not persisting rights.’” Wellmann, however,
alludes to ‘rights that impose future duties’, and argues that whilst indi-
vidual rights cannot survive the right-holder’s death, duties generated by
such rights can persist thereafter in order to impose on-going, future
obligations on others.'?’ He states ‘But this need not be to ascribe rights
to the dead; it can and should be to assert that the rights of the living
continue to impose duties even after the persons who possessed those
rights have ceased to exist’.'’" Perhaps this can be seen in the survival of
certain contractual duties following the death of the other contracting
party (promisee).'?

96 Sperling, Posthumous Interests, p. 69. He argues that this view is not plausible, however,

where decision-making on behalf of the deceased is objective, p. 71.

Ibid., p. 10. Penner contends that our interests, unlike our desires, are necessarily related

to a critical understanding of values; see ]J. Penner, The Idea of Properry (Oxford

University Press, 1997), p. 10. According to Raz, an interest generates rights when it is

sufficiently important enough to place another under a duty; see J. Raz, The Morality of

Freedom (Oxford: Clarendon Press, 1988), p. 166. See also Wilkinson, ‘Last rights’ at 32.

Feinberg, Harm to Others, p. 33.

Sperling, Posthumous Interests, p. 61. He suggests that posthumous duties imply post-

humous rights.

L1 C. Wellmann, Real Rights (Oxford University Press, 1995), p. 156 [Wellmann, Real Rights).
Ibid.

192 Apart from with respect to ‘personal’ contracts, contractual rights and liabilities are
automatically assigned to personal representatives on the death of a promisee.
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Waluchow rightly remarks that harmed conditions and harmful events
are usually temporally co-incident.'?” Li nevertheless notes that the ques-
tion of when the harm event occurred is a different and conceptually
separate one from the question ‘when was the person harmed by it?’.'%*
He notes that harm itself, as opposed to suffering, is an abstract idea not
located in either space or time.'?”> Moreover, assessments of causation
law are inherently flexible in order to accommodate intended policy.
Harms might be attributed retrospectively to once living persons as
opposed to being projected forward onto future persons at the moment
of their first existence, as analogously occurs in the context of liability for
pre-natal injuries at common law.'°® Alternatively, perhaps, laws might
justifiably adopt ‘fictions’ to reflect the same outcome, in the same way
that the civil law traditionally utilises them to ascribe harms to newborns
resulting from events occurring prior to birth and to confer respect for
testamentary wishes vis-a-vis unborn children.'®”

Crimes against the dead

As Veatch once remarked, “The dead body has unlimited use for the
imaginative living’.'°® The common, as well as the civil, law has never-
theless been extremely vague regarding the legality of acts or procedures
performed upon the dead, including those for societally useful purposes
such as research or therapy. So much so that it is invariably accepted as
necessary for legislation to be enacted setting out an explicit authorisation
for such procedures to be performed. Legislation authorising anatomical
examinations, post-mortem examinations, transplantation, research, etc.,
are legion around the world, dating back in the former case to the early
nineteenth century, e.g. Anatomy Act 1832. Such legislation was and is
permissive in character, clarifying the conditions for its legality, providing
confidence to professionals and society as a whole that procedures con-
ducted according to such conditions are legitimate. This explains the
decidedly piecemeal development of many laws affecting procedures
performed upon the cadaver. But whilst performing such procedures

103 \Waluchow, ‘Feinberg’s theory’ at 730.

104 14, Can Death be a Harm, p. 93. 105 Ibid., p- 89.

106 See, e.g., Bv. Islington Area Health Authoriry [1992] 3 All ER 832 (CA).

107 See I. Kennedy and A. Grubb, Medical Law, 3rd edn. (London: Butterworths, 2001),
p. 1503 and R. Paisley, “The succession rights of the unborn child’ (2006) 10(1)
Edinburgh Law Review 28.

R. Veatch, ‘“The newly dead: Mortal remains or organ bank?’, in R. Veatch (ed.),
Death, Dying and the Biological Revolution (New Haven, CT.: Yale University Press,
1989) 197 at 199.
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without satisfying the legislative pre-conditions (e.g. consent) typically
constitutes a specific offence, this does not serve to clarify what wrongs are
committed where they are not. How are the dead, or others, harmed
thereby? Why is any procedural (i.e. consent), or other substantive, justi-
fication required at all?'%’

It is often remarked that there is no wrong committed where actions are
directed towards a corpse. Whilst some jurisdictions have general offences
of mistreatment of the cadaver many, including the UK and various
jurisdictions in the US, do not."'” During the debates on the Human
Tissue Bill the Health Minister remarked that the new legitimating pro-
visions, allowing for cooling and preservation procedures to be carried out
on the corpse immediately after death where no consent could be solicited
at that time, were strictly unnecessary as no wrong would result in any
event.''! However, if so, this begs the question why there would be any
need for consent for removal and use for research, transplantation and
analogous uses themselves. Spencer highlights a major anomaly under
existing UK law. He notes that the Human Tissue Act 2004

will make punishable, with substantial prison terms, doctors, medical research-
workers and similar enemies of society who, without appropriate consent store or
use bodies or parts of them in the course of activities such as medical research,
medical treatment and training doctors ... they will leave unpunished, as before,
those who mutilate or desecrate human bodies for other and less savoury ends;
such as1 1b21ack magic, perverted sexual pleasure, malice, or a desire to shock or
offend.

In other words, whilst it is an offence to carry out extremely societally
useful activities using body parts without proper consent, it is not unlawful
at all to do many things to corpses without any social utility or even

109 Veatch argues that any intrusive procedure carried out on the corpse without consent is
prima facie morally wrongful. R. Veatch, ‘Consent for perfusion and other dilemmas with
organ procurement from non-heart-beating cadavers’, in R. Arnold, S. Youngner,
R. Shapiro and C. M. Spicer (eds.), Procuring Organs for Transplant: The Debate over
Non-Heart-Beating Cadaver Protocols (Baltimore, MD: Johns Hopkins University Press,
1995) 195 at 201.

110 The US Model Penal Code 1962, section 250.10, contains the offence of ‘abuse of a

corpse’, which has been enacted in some form in at least fourteen states; see T. Ochoa

and C. Jones, ‘Defiling the dead: Necrophilia and the law’ (1997) 18 Whattier Law Review

539 at 560 [Ochoa and Jones, ‘Defiling the dead’].

R. Winterton MP, House of Commons Hansard Debates, Standing Committee G, col.

238, 5 February 2004.

J. Spencer, ‘Criminal liability for desecration of a corpse’ [2004] 6 Archbold News 7 at 9.

Although the 2004 Act creates offences relating to improper storage or use of body parts,

there is no such crime committed if such body parts are maliciously destroyed; see

R. Nwabueze, ‘Donated organs, property rights and the remedial quagmire’ (2008)

16(2) Medical Law Review 201 at 207 n. 28.
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contrary to the public interest.''” Even some of the more egregious types
of conduct either remain legitimate or have only recently been declared
illegal. In the US, necrophilia is still not explicitly unlawful in most
jurisdictions and became an offence in England and Wales only with the
passing of the Sexual Offences Act 2003."'* Cannibalism seemingly still
remains lawful after death in many jurisdictions to this day. Only a few
jurisdictions have general offences relating to the mistreatment of the
dead. The incongruence of the current legal patchwork is both amazing
and indefensible. Herring has remarked that ‘there is no coherent
approach to the nature of the wrongs that are committed when the bodies
of the dead are maltreated’.''” There is certainly a widespread view that at
least certain forms of conduct involving corpses are not only immoral but
should be illegal. As Quay remarks ‘Something at the roots of our own
being demands that we treat the corpse with reverence’.'® Is the law
simply deficient and lacking in some jurisdictions, then, or is it that an
absence of such offences points to the typical absence of harm resulting
from most or all forms of conduct relating to the deceased?

Both the Nuffield Council on Bioethics Working Party Report, Human
Tissue: Ethical and Legal Issues,"'” and the Dutch Health Council Report,
Proper Use of Human Tissue," '® recognised that the central ethical principle
was respect for human lives and the human body and that the nature and
utility of the activity are factors which bear on its ethical acceptability. The
former stated that some uses of human tissue, such as cannibalism (except
in extremis) and use for the production of human leather or soap, were
ethically unacceptable per se, whether the person is dead or alive.''” Thus,
it is an a priori question whether the activity is ethically appropriate in the
first place. Only if it is do other potential conditions of legitimacy, such as
consent, arise.

The Nuffield Council Report stated that ‘Removal of tissue from a
corpse may constitute degradation unless it is either governed by a direct

113 It was reported, for instance, that a Muslim woman’s corpse was wrapped in bacon. See
‘Desecrated body family could sue’, 6 April 2004, BBC Newsonline, 2004.

114 See Section 70, Sexual Offences Act 2003 and Ochoa and Jones, ‘Defiling the dead’. Itis

expressly an offence in only thirteen states. In Canada, it would seem to fall within the

general offence of offering indignity to a dead body under section 182(b) of the Criminal

Code; see Rv. Ladue (1965) 4 CCC 264 [CA].

J. Herring, ‘Crimes against the dead’, in B. Brooks-Gordon, F. Ebtehaj, J. Herring,

M. Johnson and M. Richards (eds.), Death Rites and Rights (Oxford: Hart Publishing,

2007) 219 at 219.

16 p. Quay, ‘Utilizing the bodies of the dead’ (1984) 28 Saint Louis University Law Fournal

889 at 902 [Quay, ‘Utilizing the bodies of the dead’].

Nuffield Council, Human Tissue, chapter 6.

118 Health Council of the Netherlands Report, Proper Use of Human Tissue, 1994.

119 Nuffield Council, Human Tissue, para. 6.2.

115

117



66 Human tissue in transplantation and research

or indirect therapeutic intention or part of accepted funerary rites’.’*° But
what ‘wrong’ results when there is no therapeutic objective and the activity
is not related to accepted funerary rites? The LRC states that “The duty to
respect the dead body is a duty not to violate its intrinsic dignity and
humanity’.'?" The Nuffield Report similarly stated, with regard to inher-
ently unacceptable uses, that “The most widely accepted reasons, how-
ever, often stress that these sorts of action fail to respect others or to accord
them dignity, that they injure human beings by treating them as things, as
less than human, as objects for use’. 122 This equates with Kantian notions
of persons being inappropriately used as ‘mere means’ and translates into
a duty not to violate the corpse without good cause. Beyleveld and
Brownsword distinguish the notion of dignity as empowerment from that
of dignity as constraint, with the dignitarian position linked to the latter.*’
It is no answer to the view that such persons are being used only instru-
mentally that consent has been given, as the dignitarian duty-based per-
spective regards such actions as essentially instrumental. Jones has alluded
to the idea that ‘the human race is demeaned when one of their kind (even
though now dead) is treated in a less-than-human way’.'** Thus, whilst
societies do not penalise immoral conduct per se, they uphold a baseline
concept of respect. Addressing the objection that moralism is typically
regarded as an insufficient rationale for criminalisation, Beyleveld and
Brownsword state that ‘if we recast the terms of this debate, we can say
that Devlin’s position is that, even in secular societies, there will be a
collective understanding of human dignity; and that, where particular
forms of conduct seriously compromise human dignity as understood in
a particular society, then that society legitimately takes steps to regulate

the offending conduct’.'*

120 1pid., para. 6.29. Public revulsion, for instance, recently occurred in the US with the news

that a crematory in Georgia had dumped corpses in the grounds to decompose. See
generally Wicclair, ‘Ethics and research with deceased patients’ at 90. Religious beliefs
and tenets and other intra-societal factors may influence such matters. For instance,
whilst cremation is regarded as the appropriate form of disposal for Hindus, it is burial
that is the appropriate method for Muslims.

LRC of Canada, Procurement and Transfer at 182.

Nuffield Council, Human Tissue, para. 6.7. Some commentators, however, argue that the
independent concept of dignity is vacuous; see, e.g., R. Macklin, ‘Dignity is a useless
concept’ (2003) 327 British Medical Journal 1419.

D. Beyleveld and R. Brownsword, Dignity in Bioethics and Biolaw (Oxford University
Press, 2002) [Beyleveld and Brownsword, Dignitry].

124 D, Jones, Speaking for the Dead (Aldershot: Ashgate, 2000), p. 87. Chadwick states that
‘Our treatment of the corpse symbolises not only respect for the individual whose corpse
it is but also for human life in general’; R. Chadwick, ‘Corpses, recycling and therapeutic
purposes’, in R. Lee and D. Morgan, Death Rites (Oxford: Routledge, 1994) 54 at 62.
Beyleveld and Brownsword, Dignity, p. 35.
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Indeed, some jurisdictions have broad offences couched in terms of
either ‘indignity’ or ‘disrespect’, such as the offence in section 182(b) of
the Canadian Criminal Code of offering ‘any indignity to a dead human
body or human remains’.'*® With respect to the dead there is the percep-
tion that these offences are principally designed to protect the interests of
society in general. The LRC stated that ‘Concern over the moral integrity
of the community has been a traditional basis in definitions of criminal
mistreatment of the dead body or human remains’.'?” The US Model
Penal Code, however, sees the essence of the general offence of abuse of a
corpse as based upon the potential effects on families. It states that ‘Except
as authorized by law, a person who treats a corpse in a way that he knows
would outrage ordinary family sensibilities commits a misdemeanour’.'*®
It is suggested below, though, that the wrongs done to relatives are
derivative from the wrong done to the predeceased person whose corpse
it represents, although remedies may sometimes be properly available to

relatives based on the causing ‘profound offence’.'*’

Interests of relatives

In practice, family members and others close to an adult deceased person
are the central actors in the decision-making process. Similarly, parents of
minors. The organ and tissue retention scandals at British hospitals testify
to the ferocity with which relatives, especially parents (and spouses),
jealously protect their role(s) in this sphere. We should thus enquire
what moral and legal interests relatives possess in this context.

It may be argued that the body of the deceased person belongs to close
relatives. Giordano, for instance, refers to ‘shared others’ who can be seen
as ‘part’ of the surviving relatives.'’” Apart from the distinctly unsettling
prospect of individuals, albeit dead persons, being able to be utterly
owned by others, the uncertainty generated as a consequence should be
disquieting. Do relatives have ‘collective’ powers or does the corpse
belong only to certain close relatives, or a close relative alone? If the
former, decision-making could be cumbersome and unwieldy, and if the

126 The Canadian Criminal Code states in section 182(b) that ‘Everyone who ... improperly
or indecently interferes with or offers any indignity to a dead human body or remains,
whether buried or not, is guilty of an indictable offence’.

127 1 RC of Canada, Procurement and Transfer at 109.

128 Section 250.10 US Model Penal Code (1962).

129 7. Feinberg, Offense to Others (Oxford University Press, 1985), pp. 50-96 [Feinberg,
Offense].

130 5. Giordano, ‘Is the body a republic?’ (2005) 31 Journal of Medical Ethics 470. Hyde notes
that the implication of a ‘body’ is its separateness; see A. Hyde, Bodies of Law (Princeton,
NJ: Princeton University Press, 1997), p. 9.
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latter, questions would be raised as to who the particular individual’s
‘close relatives’ might be. One could draw up a legislative hierarchy, as
in the case of the Human Tissue Act 2004 and comparable Australian
legislation, but the potential open-endedness of such powers should give
pause for thought. Kamm is of the opinion that only ownership could yield
a moral and legal right to donate, yet she is properly dubious about any
rights of ownership vesting in relatives.'”’

A recent Dutch Report opined that the strongest justification for giving
relatives a power to decide is that they have the greatest interest in the
decision, but concluded that this would suggest that they should also be
able to overrule the deceased’s explicit consent, when this is not formally
permitted by legislation, including in the Netherlands.'”* The Report
ultimately asserted that the relatives’ power to decide where the deceased
has not made any decision cannot be justified under any of the moral
starting points considered, including that underpinning the Dutch legis-
lative policy, unless it has been explicitly delegated to them prior to death.
It remarks “The Organ Donation Act system is bankrupt: there is abso-
lutely no justification whatsoever for making delegation to the next of kin
the default, and this deficit is not even compensated by an adequate
yield’.'® Whilst relatives have interests linked to their special ties to the
deceased, it concludes that although the next of kin are entitled to have
their interests taken into consideration they cannot claim any authority to
decide on these grounds.'’* Kamm likewise argues ‘Neither caring most,
nor the fact that they will be comforted by keeping or giving an organ,
would seem to be a strong enough basis for a moral and legal right to
decide’.’” Indeed, she notes that such relatives may not in fact care
enough.

The decision to defer to relatives may perhaps be seen as a utilitarian
strategy to maximise the procurement of organs and tissues, i.e. a means
of ensuring minimally adequate levels of donation, bearing in mind that
deceased persons generally fail to make their own decision before their
demise and the absence of effective mechanisms available for directly
recording their wishes.'’® This is plausible to the extent that reliance

131 R, Kamm, Morality, Mortality. Volume 1 (Oxford University Press, 1993), p. 211

[Kamm, Moraliry, Mortality].

Den Hartogh, Farewell to Non-commitment at 14. 133 1bid., at 71.

Ibid., at 54. He argues that relatives have no entitlement to ‘gift’ parts of the deceased
after death which the individual himself declined to do prior to death; 7b:d., at 38.
Kamm, Moralivy, Mortality, p. 211.

Den Hartogh, Farewell to Non-commitment at 25. Kamm states ‘A policy that allows the
family to override an original owner’s desire to donate may seem to exhibit a willingness,
out of respect for family wishes, to tolerate loss of some organs. However, if it is known
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upon only the expressed wishes of deceased persons to donate in an
explicit consent system would undoubtedly result in a substantially
reduced volume of donated materials for both purposes. It is broadly
conceded that a greater percentage of individuals are willing to donate
their organs or tissues after death than have explicitly stated this wish prior
to their demise. Of course, such a rationale could cut both ways, though,
as deferring to family might perhaps result in a lower volume of donation
than would otherwise be the case. In any event, such a rationale fails to
embed such interests in any moral entitlement.

The broad decision-making role of relatives afforded in practice appears
to flow at least partially from their protective role towards the corpse in
ensuring its respectful treatment, and their duty — where this legally exists —
to dispose of the dead body.'*” Richardson notes that the protection of the
physical body is a pervasive feature of popular death customs, i.e. that the
corpse is treated with due care and reverence out of respect for the person
whom the corpse now represents.'’® A failure to permit this role to be
exercised was emphasised by some of the parents of affected children at
Alder Hey Children’s Hospital, with one parent stating that ‘I feel like I
failed to protect him even in death’.’”® This function is particularly
associated with parents but extends to relatives in general. Quay, however,
retorts that the only rights that relatives have with respect to the corpse ‘are
those that stem from common safety, common decency and interfamilial
solidarity — none of which creates any independent basis for giving or
donating the cadaver, still less for utilizing it or selling it’."*” The ‘right’ of
disposal is in any case strictly speaking a duty rather than a right. As
Sperling comments ‘However, a closer examination of this situation
reveals that what is at issue is not X’s rights, but rather X’s claims vis-a-
vis third parties such as the state, physicians or the coroner not to interfere
with the duty that X owes to Y’."*! It would therefore appear to be a non
sequitur to derive personal dispositional rights from obligations to handle
the corpse for a specific end, in the same way that we do not allocate such
powers to coroners despite their duty to conduct post-mortems in specific
instances. The perceived protective role of relatives cannot be analogised

that families are more likely to donate than original organ owners, giving the family power
is really, over all, a policy for increasing organs donated’; Kamm, Moraliry, Mortaliry,
p. 202. See also p. 223.

In jurisdictions such as the UK and Canada such a duty vests as regards adults in the
executors or, failing that, the administrators, but in some other jurisdictions, including
the US, relatives have primacy in this matter.

R. Richardson, Death, Dissection and the Destitute (University of Chicago Press, 2000).
139 See Daily Mail, 26 November 1999,

140" Quay, “Utilizing the bodies of the dead’ at 906.

141 Sperling, Posthumous Interests, p. 96.
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with the best interests function of those concerned with the interests of
living persons without decision-making capacity either, as the deceased
has no present welfare interests in need of protection. The role of relatives
is better seen as a limited stewardship function linked to the disposal of the
corpse.

Notwithstanding, where decision-making powers are conceded to rel-
atives, there is no doubting the difficulty and potential sensitivity of a
relative’s decision to permit donation. Such decisions not only come at a
time of profound grief but also when the bereavement process has already
begun. Relatives may find it difficult to accept the death,'** especially
where it is unexpected or sudden, which may make focusing on such an
issue hugely problematic.'*’ In addition, because death may seem incon-
gruous to many even where it has been confirmed by brain death testing —
on account of the pink and respiring character of the corpse'** — agreeing
to the removal of organs for transplantation in particular may seem itself to
confer a finality that is otherwise absent.'*> Based on their empirical work,
Sque, Payne and Clark observed that ‘Families appeared, at great emo-
tional cost to themselves, reluctant to “let go” and relinquish their guard-
ianship and ability to protect the body, even if it meant offering a lifeline to
recipients’.'*® They state that families of organ donors should be firstly
seen as bereaved families.'*” This highlights the fact that ordinarily this

142 Indeed, Callahan argues that we are only able to identify with pre-mortem states; see

Callahan, ‘On harming the dead’.

Research with families revealed that most often families make decisions collectively.
They want decisions to be shared and do not wish the onus to fall on any single
individual. See M. Sque, T. Long, S. Payne and D. Allardyce, Exploring the End of Life
Decision-making and Hospital Experiences of Families Who Did Not Donate Organs for
Transplant Operations. Final Research Report for UK Transplant. University of
Southampton, 2006 at 25 [Sque et al, Exploring the End of Life Decision-making].
Kellehear argues that medical and societal perspectives of the time of death are in
tension; see ‘Call to revamp death definition’ at news.bbc.co.uk/2/hi/health/6987079.
stm.

See M. Sque, ‘A dissonant loss: The bereavement of organ donor families’, in M. Sque
and S. Payne (eds.), Organ and Tissue Donation: An Evidence Base for Practice
(Maidenhead: Open University Press, 2007) 59 at 68.

M. Sque, S. Payne, and J. Clark, ‘Gift of life or sacrifice? Key discourses for under-
standing decision-making by families of organ donors’, in M. Sque and S. Payne (eds.),
Organ and Tissue Donation: An Evidence Base for Practice (Maidenhead: Open University
Press, 2007) 40 at 49 [Sque, Payne and Clark, ‘Gift of life or sacrifice?’]. Co-ordinators in
England and Wales report the need to protect the body of the deceased as the most
common reason for family members declining to agree to organ donation; see Mr Roy
Thomas (Kidney Wales Foundation) and Ms Jayne Fisher (Chair of the UK Transplant
Co-ordinators’ Association), giving oral evidence to the House of Lords European
Union Committee, see Increasing the Supply of Donor Organs within the European Union,
Volume II: Evidence (HL Paper 123-II) at 59 and 120.

147 Sque ez al, Exploring the End of Life Decision-making at xiii.
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decision is a very testing and emotional one. It has been suggested that it
more closely approximates to a ‘sacrifice’ than an ordinary ‘gift’.'*®

Whilst the most plausible basis for allowing relatives to decide is on the
basis of potential and serious distress, Wilkinson points out that if this
were a persuasive rationale across the board it should enable relatives ‘to
donate’ even despite the deceased’s own objection, where distress would
be caused to the relatives by nor donating.'*’ Yet, neither officially nor in
practice does such a view hold sway. It solely provides a ground for a veto.
Whilst it is illuminating to consider why relatives are not permitted to
override a deceased’s objections no matter how vigorously they may react to
such a decision, '’ realistically distress would be unlikely to result from a
failure to remove material for such purposes.'”’ Such a rationale is con-
sequently plausible in the context of a (weak) presumed consent scheme
where the deceased had not opted out (indeed the British Medical
Association would allow a relative to veto donation where severe distress
would otherwise result),'’* and might just possibly even justify a veto in an
explicit consent jurisdiction where the deceased had explicitly consented
to donate, although the latter is more contentious in view of the explicit
assertion of the right to self-determination here.'”” Hence any sweeping
decision-making power afforded to relatives would be too broad for the
protection of these (allegedly) legitimate interests, i.e. where it extends to
a power to positively donate material as well as to veto a removal. The
responsibility of professionals to facilitate families coming to terms with
the death of loved ones should not automatically subsume the right to
make the donation decision. Indeed, severing such a responsibility may
itself assist rather than hinder the grieving process.

Nonetheless, close relatives and family have interests in promoting the
autonomous wishes of the deceased. In a society where deceased persons

148 Sque, Payne and Clark, ‘Gift of life or sacrifice?’ at 40. See also A. Mongoven, ‘Sharing
our body and blood: Organ donation and feminist critiques of sacrifice’ (2003) 28
Fournal of Medicine and Philosophy 89.

T. M. Wilkinson, ‘Individual and family consent to organ and tissue donation: Is the
current position coherent?’ (2005) 31 Fournal of Medical Ethics 587 at 588 [Wilkinson,
‘Individual and family consent’].

After all, the same rationale for permitting refusal by relatives cannot apply to the
deceased. The deceased cannot suffer diszress as a consequence of donation being
permitted.

Wilkinson draws attention to the important distinction between positive and negative
rights in this context; see Wilkinson, ‘Individual and family consent’.

See www.bma.org.uk/health_promotion_ethics/organ_transplantation_donation/Organ
Donation1108.jsp.

Indeed, in Belgium the law provides that although organ donation is lawful where the
deceased had not opted out relatives are nonetheless entitled to veto donation, but that
where the deceased had explicitly opted in no such power of veto exists.
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are seen as having the primary ‘say’ in whether and how their organs and
tissues are used after death, relatives’ interests are potentially implicated
derivatively in relation to consent. Where relatives are afforded decision-
making powers in the donation context, these derive from the rights of the
deceased person. Kamm asserts

But we seem not to be justified in locating in the next of kin a fundamental right to
make donation decisions, other than those based on the principle of substituted
judgment, especially decisions that override an original owner’s dominant will to
donate.'”*

Assuming for the present that the wishes of the deceased person are the
crucial determinant of the legitimacy or otherwise of donation, relatives
may have a role as either zhe, or at least a, conduit for the transmission of
information regarding such wishes. Where there is an absence of a registry
or donor/non-donor card or other mechanism for formally recording
one’s wishes prior to death, the family will generally be ke mechanism
by which such wishes may be made known and potentially respected, and
even where one or both exist they may have an essential role as a supple-
mentary source of information. In such circumstances, if relatives are
permitted to decide as regards donation they should decide on the basis
of such known wishes. Indeed, as stated above, to permit donation in the
face of a refusal by the deceased person is universally unlawful. However,
in most jurisdictions relatives are allowed in practice to decide such
matters and to decide to refuse to donate on any basis whatever, whether
this accords with the wishes of the deceased or otherwise. There is no legal
obligation to reflect the deceased’s wishes. Relatives should, however, be
required to decide on the basis of the principle of substituted judgement,
as is the case in Germany, where there is a duty to decide this matter
according to the ‘presumed wishes’ of the deceased person.'””

Feinberg argues that, consistent with a rights-based liberal system, one
can accommodate criminal offences based on ‘offence’ as well as harm. He
states that ‘profound offence’ offends because the conduct that occasions it
is believed to be wrong, it is not believed to be wrong simply because it
offends someone. The offence is parasitic on the harm done to the now
deceased. Thus, we are not dealing with wounded feelings per se. Regarding
a scenario where a woman’s dead husband’s face was smashed to bits during
a scientific experiment conducted in the absence of consent, he comments

Her grievance is personal (voiced on her own behalf) not simply because her moral
sensibility is affronted (she has no personal right not to have her moral sensibility
affronted) and she cannot keep tkar out of her mind, but rather because it is Zer

154 Ramm, Morality, Mortality, p. 223.  '>> Law of 5 November 1997, section 4(1).
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husband, and not someone else. In this quite exceptional kind of case, the person-
ally related party is the only one whose rights are violated, though many others may
suffer profound offense at the bare knowledge.'°

The relationship is crucial and explains the deep wounds inflicted on
many relatives by some of the organ retention practices recently revealed.
As Campbell and Willis remark ‘For the lay person disrespectful treat-
ment of the body of a loved one represents a personal attack’.'”” Feinberg
maintains that profound offence warrants the intervention of the criminal
law even when ‘the moralistic case is severed from their argument’,"”® and
would also form the basis for the availability of a civil action for relatives
who have suffered as a consequence.’”® Relatives are themselves poten-
tially wronged by such conduct as a product of the illegitimacy of such
actions themselves or as a consequence of the denial of their decision-
making functions on behalf of the deceased, as well as where the decea-
sed’s own wishes are thwarted or rejected. No ‘wrongful offence’ can,
however, arise where the relative’s objection was at odds with the wishes of
the deceased. There is no right here that is overridden.

Children and parental rights

Where children are sufficiently mature to possess donation decision-
making capacity, they should be treated analogously to adults in this
context. In England and Wales, so-called ‘Gillick competent’ minors are
able to decide to donate or refuse to donate organs or tissues for trans-
plantation or research or various other purposes after their death as before
their death.'®® A person with parental responsibility may consent or

156 Feinberg, Offense, p. 69. It has been argued that such a notion may be incorporated
anyhow within the ‘harm’ principle, by virtue of the indirect psychological harm caused;
see A. Simester and A. von Hirsch, ‘Rethinking the offense principle’ (2002) 8 Legal
Theory 269 at 283.
A. Campbell and M. Willis, “They stole my baby’s soul: Narratives of embodiment and
loss’ (2005) 31 Medical Humanities 101 at 101. Medical training may explicitly seek to
inculcate a ‘convenient’ Cartesian psychology, to distance the individual from the
physical being, to allow practices such as anatomical dissection to be routinely carried
out. These authors, however, note that this conception contributed to the failures of
communication at Bristol and Alder Hey, etc.

158 Feinberg, Offense, p. 69.

159 However, such actions are difficult to successfully maintain across most jurisdictions,
often due to the difficulty in establishing the existence of psychiatric harm.

160 Gillick v. West Norfolk Health Authority [1986] AC 112 (HL). Minors are those under
eighteen. This is implicit rather than explicit in the Human Tissue Act 2004, however,
although such a position was frequently alluded to in the debates on the Bill; see, e.g.,
Lord Warner, House of Lords Hansard Debates, col. GC50 11 October 2004. See also
M. Brazier and S. Fovargue, ‘A brief guide to the Human Tissue Act 2004’ (2006) 1
Clinical Ethics 26 at 26.
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refuse to consent where the minor lacked decision-making capability.'®*
There are no age thresholds specified.'®® By contrast in Scotland, there
are provisions in the Human Tissue (Scotland) Act 2006 permitting
children over twelve years of age to give an ‘authorisation’ (as it is coined
there in preference to consent) for such ends, and for persons with
parental rights and responsibilities to be permitted to give an authorisation
in respect of children under twelve years of age and as regards children
over twelve years of age who had not previously made their own author-
isation.'®® In the US, the Uniform Anatomical Gift Act 2006 states that
adults aged eighteen years or over may make anatomical gifts, as can
minors who are either emancipated or entitled by virtue of their age to
apply for a driver’s licence under relevant state law.'°*

With regard to children, especially younger children, without capacity
to make their own decisions, the Report of the Scottish Independent
Review Group on Retention of Organs stated ‘It is absolutely clear to
us, as it was to the inquiries held in England, that parents must have
overriding authority in respect of consent to hospital post-mortem exami-
nations in respect of young children’, adding ‘It must be equally clear that
they have exactly the same authority in respect of the removal and reten-
tion of organs and major pieces of tissue’.'®” The Review Group consid-
ered that the right to consent could not be based upon the duty to protect
the best interests of their deceased children, as it regarded such a concept
as ‘inherently inappropriate’ and without clear application to deceased
individuals.'®® Its views about parental entitlement after death were
founded on ‘an analysis of the family unit and in particular to the obliga-
tions and powers which flow from the notion of parenting itself’.'®” It
concluded by stating ‘Recognising the intimate bond between parent and
child, and the privacy of the family unit, allows us to reinforce the priority
of parental decision-making for their young children even after death’.'®®

The Report alludes to both Page’s view of parental rights stemming
from the nature of parenthood as a special value, and independent simply
from the function of caring and protecting their children per se, and to
Schoeman’s ideas of ‘connectedness’: “We share ourselves with those with
whom we are intimate.’'®® Wilkinson is critical of both views. He rejects

161 Section 2, Human Tissue Act 2004.

162 Gee D. Price and A. Garwood-Gowers, “Transplantation using minors: Are children
other people’s medicine?’ (1995) 1(1) Contemporary Issues in Law 1.

163 Sections 9 and 10.  '®* Section 4, Uniform Anatomical Gift Act (UAGA) 2006.

165 See Final Report of the Scottish Independent Review Group on Retention of Organs,

2000, at section 1, para. 11 and section 53.

Ibid., section 1, at para. 12. 167 Ibid., section 1, at para. 15.

Ibid., section 1, at para. 16. 169 Ibid.
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the notion that such decision-making powers may rest on the ‘personal’
interests of the parents themselves or that such a role may be linked to the
protection of the interests of such children themselves, as they no longer
have any interests persisting after death, at least where the children are too
young during their lives to have any conception of death and posthumous
organ/tissue donation.'”’ He also dismisses the idea that parents have
property rights over the dead bodies of their children, and argues that it is
dubious to assert an interest in parenthood which extends to control over
dead bodies as there is no further role in shaping such children’s lives nor
any intimacy or connectedness with the dead.'”' He maintains that the
only direct reason for obtaining the consent of parents is to avoid distress-
ing them. But once more this merely grounds a power of veto rather than a
broader entitlement to consent/authorise.

Whilst it is indeed the case that many young children have no surviving
autonomy interests of their own, it would seem to be too dismissive to reject
the proxy decision-making role of parents surviving the deaths of their chil-
dren. The vigour with which the parents at Bristol and Alder Hey in particular
reacted to the neglect of their views, and to secrecy and to deceit, testifies to
their perceptions of their role — indeed, duties, — in this regard. It is their
relationship to the child which is societally viewed as conferring decision-
making powers, and which includes decisions relating to the use and proper
disposal of the child’s remains.' * They stand in the child’s ‘decision-making
shoes’ in almost all cultures and societies. Brazier has identified various,
overlapping, interests that parents may have in their dead child.'”” Arguably
such interests may found a prima facie human right to respect for one’s private
or family life under Article 8 of the European Convention on Human Rights.
This allows for the protection of the family unit through respect for the views
of parents as guardians of the family’s values, as well as protection for the
parents’ interests as parents. This would seem to provide for parents to make
donation decisions for their deceased children.

Concluding remarks

The autonomy of the tissue source has been systematically undervalued in
this context, including after death. Whilst an increased pervasiveness of

170 See also D. Knowles, ‘Parents’ consent to the post-mortem removal and retention of
organs’ (2001) 18(3) Fournal of Applied Philosophy 215.

171 T, Wilkinson, ‘Parental consent and the use of dead children’s bodies’ [2001] 11(4)
Kennedy Institute of Ethics Journal 337 at 344—6.

172 Tt would appear that parents have such a duty in virtually all Western jurisdictions.

17> M. Brazier, ‘Organ retention and return: Problems of consent’ (2003) 29 Journal of
Medical Ethics 30 at 31.
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consent requirements has partially rectified this in certain jurisdictions,
especially in the context of research upon the living, there remains an
inherent vagueness and ambiguity as to the interests which consent seeks
to protect and a tension between the decision-making powers of relatives
and their deceased kin. It is crucial that the source of authority for
donation is located in the tissue source and that the law protects the
interests of donors and their right of control of such material.



3 Eliciting wishes

As Healy states “The key question of consent in organ procurement is
essentially one about the source and degree of authority over the dead:
Who, in principle, controls the decision to procure?’’ In this chapter we
are primarily considering deceased donors, in so far as it is unambigu-
ously the entitlement of competent living patients rather than others to
generally determine the use of their body parts. I seek to address this
question of ‘whose wishes count’, to explore the relative weight to be
afforded to the wishes of the various actors, and how these should be
prioritised and balanced in the event of differences. This necessarily
reflects the interests identified in chapter 2, transplanted into a concrete,
practical context. Although very much of the material below emanates
from the transplantation sphere, it is equally generalisable to the
research context.

Who is the donor?

The ‘donor’ is typically equated to the ‘primary decisionmaker’. For
instance, Healy states ‘In practice, though, the decision to donate is
made by the deceased person’s family or next of kin. They are the real
donors’ (my empbhasis).” This last comment is grounded in the customary
practice in the US,’ which also finds reflection in the UK, Australasia
and most other parts of the world with explicit consent systems, and even
in some presumed consent jurisdictions. Nonetheless, an alternative
view is evolving. The 2006 version of the US Uniform Anatomical Gift

K. Healy, “The political economy of presumed consent’, 2005, at http://repositories.cdlib.
org/uclasoc/trcsa/31 at 12.

K. Healy, Last Best Gifts (University of Chicago Press, 2006), p. 37 [Healy, Last Best Gifts].
See also J. Childress, “The body as property: Some philosophical reflections’ (1992) 24(5)
Transplantation Proceedings 2143 at 2143.

See United States Task Force on Organ Transplantation, Organ Transplantation: Issues and
Recommendations (Washington, DC: Department of Health, Education, and Welfare,
1986) at 31.

N

[

77



78 Human tissue in transplantation and research

Act (UAGA), for instance, states that the donor ‘means an individual
whose body or part is the subject of an anatomical gift’.* The ‘gift’ is that
of the person from whose body such material is taken and used.’ This is
no mere semantic quibble. It goes to the very heart of the issues sur-
rounding organ and tissue donation for therapy and research. The
authority for donation should therefore derive from the deceased. This
perception is increasingly guiding practice. The Institute of Medicine
(IOM) Report asserted

These findings suggest that the United States may be in the midst of a paradigm
shift from relying on the next of kin to make donation decisions for deceased
individuals to using donor consent documentation, whenever available, as the
official mechanism of consent for organ donation.®

There is, at least at a policy level, a similar shift in emphasis in the UK,
reflected in the guidance (in particular the Codes of Practice) accompa-
nying the Human Tissue Act 2004 and the Human Tissue (Scotland) Act
2006. Such emphasis is especially strident in Scotland, where it is
intended to be reinforced through the use of the concept of ‘authorisa-
tion’. It can however also be noted elsewhere, e.g. in Germany, Australia,
etc.” Michielsen has gone so far as to say that compliance with the wishes
of the deceased is theoretically the basis of all transplant laws.® The
donation decision is, initially at least, the decision of the donor to make.
If the priority is to implement the wishes of deceased persons, the objec-
tive should be to increase the available and reliable evidence of such
wishes, preferably to the point where all such wishes are ‘known’.’
There is a trend toward the establishment of registries around the world
(quite a speedy process in the US states) which, by virtue of the fact that
the wishes of the deceased (to donate) are now specifically recorded,

4 Uniform Anatomical Gift Act 2006, section 1(7).

> Even as regards minors and adults who have never possessed decision-making capacity
such persons should be seen as ‘donors’ and not merely ‘sources’.

Institute of Medicine Report, Organ Donation: Opportunities for Action (Washington, DC:
National Academies Press, 2006) at 175 [Institute of Medicine, Organ Donation]. First-
person (donor) state registries are being swiftly established to facilitate this policy shift. See
state list at www.unos.org.

See, e.g., National Health and Medical Research Council, Organ and Tissue Donation After
Death, for Transplantation, Australian Government, 2007 at 5.

P. Michielsen, ‘Informed or presumed consent legislative models’, in J. Chapman,
M. Deierhoi and C. Wight (eds.), Organ and Tissue Donation for Transplantation
(London: Arnold, 1997) 344 at 345 [Michielsen, ‘Informed or presumed consent’].

See G. Pennings, ‘Ethics of organ retrieval’, in Y. Englert (ed.), Organ and Tissue
Transplantation in the European Union (Dordrecht: Martinus Nijhoff, 1995) 166 at 167
[Pennings, ‘Ethics’].
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directly raise the pivotal issue.'® Are they simply a background to relatives’
decision-making or do they ‘generate’ such a decision in their own right?

Despite the pervasive historical practice of deferring to relatives, there is
considerable evidence that people regard their decisions to donate as
being ones which should be unable to be overridden by relatives after
death.' A survey conducted in 1993 in the US revealed that only 14
per cent of respondents believed that the organ donation decision should
be left to relatives after a person’s death.'” Indeed, laws habitually stip-
ulate that donation may legitimately proceed upon the consent of the
deceased alone. This is the policy laid down in the Human Tissue Act
2004, in all the US states (which have implemented one or other versions
of the UAGAS), in the Human Tissue (Scotland) Act 2006 and in almost
all other laws. Notwithstanding, even in many explicit consent systems,
relatives are routinely permitted in practice to veto a decision by the
deceased to donate.

It is sometimes suggested that in a presumed consent system donation
is the ‘norm’, by virtue of the will of the deceased being inferred from
passivity, by contrast with explicit consent systems where it is not. Yet,
there is a contemporary policy aspiration to advance the perception that
organ donation is the usual consequence of the death of any potentially
suitable donor. The Organ Donation Taskforce (ODT) recently stated
that all parts of the NHS must embrace organ donation as a usual rather
than unusual event.'” The IOM Report noted that even under current
explicit consent laws it is possible to frame the communication with
families in terms of an expectation, or ‘norm’, of donation.'* Organ
Procurement Organisation (OPO) policies in the US have traditionally
varied significantly in the extent to which families are persuaded to accept
donation when this is the known wish of the deceased,'” although recent
policies adopt a more ‘positive’ style. This has been described as the

19 There are now sixteen registries in Europe, thirty-eight in the US, three in Canada and
one in Australia; see H. Gabel, ‘Organ donor registers’ (2006) 11(2) Current Opinion in
Organ Transplantation 187.

In one survey, 92 per cent; see A. Spital, ‘Mandated choice: The preferred solution to the
organ shortage?’ (1992) 152 Archives of Internal Medicine 2421 at 2423 [Spital, ‘Mandated
choice: The preferred solution’]; R. Harris, J. Jasper, B. Lee and K. Miller, ‘Consenting to
donate organs: Whose wishes carry the most weight?’ (1991) 21 Fouwrnal of Applied
Psychology 3; S. Corlett, ‘Public attitudes toward human organ donation’ (1985) 17
(suppl. 3) Transplantation Proceedings 103.

A. Spital, ‘Mandated choice: A plan to increase public commitment to organ donation’
(1995) 273(6) Fournal of the American Medical Association 504 at 505 [Spital, ‘Mandated
choice: A plan to increase public commitment’].

Organs for Transplants: A Report from the Organ Donation Taskforce, Department of Health,
2008, paras. 1.23-1.24.

Institute of Medicine Report, Organ Donation at 217. > Healy, Last Best Gifts, p. 63.
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‘presumptive approach’ and guides families through open-ended ques-
tions presenting organ donation as an expected outcome.'® Nonetheless,
itis recognised that undue pressure and coercion should be avoided. It has
been alleged that some recent strategies cross this line. Truog maintains
that organ procurement co-ordinators fail to convey their ‘dual role’ as
both grief counsellors and procurers, and use language which is often
misleading or even manipulative, thus undermining the notion of
informed consent to donation.'” Clearly there are crucial subtleties here
associated with the communication process. But as a general point it may
be questioned whether any kind of ‘presumption’ is appropriate at all
where there is no evidence that the deceased wished to donate.

Recording views

It has been invariably left to individuals in all jurisdictions to decide if, and
how, they would like to record their wishes either to donate materials for
transplantation or research; or not to do so, where this is an available
option.'® This has been described as the ‘voluntary system’. The invar-
iable consequence has been that the large majority of individuals have not
directly recorded their wishes regarding donation at the time of their
death. This is the case in both explicit and presumed consent systems.
In the UK, the NHS Organ Donation Register has been, in view of its
relative infancy, fairly successful in recording the wishes of 27 per cent of
the population to donate for transplantation. Notwithstanding, this rep-
resents only a modest percentage of the population as a whole. The most
successful nation is the Netherlands, where the percentage of Dutch
citizens of full age included in the register is about 45 per cent, although
in the US an even higher percentage of individuals have apparently
indicated their desire to donate via their driving licence or organ donor
card.'” In most nations some form of official donor card is also in circu-
lation, which may additionally convey the wishes of some citizens who
wish to donate but have not recorded such wishes on an available register.

16'S. Zink and S. Wertlieb, ‘A study of the presumptive approach to consent for organ
donation: A new solution to an old problem’ (2006) 26 Critical Care Nurse 129. See also
G. Siegel and R. Bonnie, ‘Closing the organ gap: A reciprocity-based social contract
approach’ (2006) 34(2) Fournal of Law, Medicine and Ethics 415.

7 R. Truog, ‘Consent for organ donation — balancing conflicting ethical obligations’ (2008)
358 New England Journal of Medicine 1209 at 1210.

18 Although for a short period in Texas and Virginia recording of wishes was required when
applying for driving licences.

9 According to the Gallup Organization poll of 2,000 citizens, 53 per cent; see 2005
National Survey of Organ and Tissue Donation Attitudes.
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Just as most explicit consent jurisdictions have registers catering only
for requests to donate, many presumed consent jurisdictions record
only objections to donation, not positive wishes to donate. It is desir-
able that all systems enable individuals to register both positive wishes
as well as objections, ideally for both therapy and research purposes.
A handful of jurisdictions have such a dual register.”’ Thus, whilst
Pennings states ‘In an opting-out policy, a person who is willing to
serve as a donor can take no positive action to confirm this wish. The
same is true for a non-donor in an opting-in policy’,”' this is not
universally true. Individuals in Belgium are able to record a positive
wish to donate despite it being a presumed consent system, and the
converse possibility exists in the Netherlands, an explicit consent sys-
tem.?? Nonetheless, the wishes of most individuals are still not directly
known in any system. Of course many individuals will have informed
their family as to their wishes whether they have ‘registered’ their wishes
as well, or not. But the evidence suggests that no more than half of
individuals, in Europe and North America at least, have raised this
subject with relatives prior to their death.?” The upshot is that the
wishes of ‘donors’ are not reliably known through any formal mecha-
nism in a very substantial percentage of cases, nor are they likely to be in
the foreseeable future. This has generated support for the notion of
mandated choice and enhanced respect for donor self-determination.
As Saunders asserts ‘Even if the number of organs retrieved were to be
the same, it offers the possibility of realizing the wishes of the donor —
who really would be a donor, one who gives, and not just the supplier of

organs’.”*

20
21

For instance, Belgium, the Netherlands, Portugal, Sweden, and Australia.

Pennings, ‘Ethics’ at 167. Although Pennings uses the terminology of ‘opting out’ in this
context, I choose the general expression ‘presumed consent’, see chapter 5.

Whilst no registers of objectors exist in the US, section 7 of the 2006 version of the
Uniform Anatomical Gift Act stipulates that an individual is entitled to refuse to make an
anatomical gift either signed in a record or in their will or in the presence of at least two
witnesses during the individual’s terminal illness or injury.

A European Commission survey revealed that across the Member States only 41 per cent
of individuals had raised the subject of donation with their relatives; see Special
Eurobarometer Report, Europeans and Organ Donation, European Commission, May
2007 44-5 [Special Eurobarometer Report]. Spital’s survey of adults in the US found
that only 38 per cent of respondents had discussed their wishes regarding organ donation
with an immediate family member; see Spital, ‘Mandated choice: A plan to increase
public commitment’ at 505.

Professor John Saunders, Written Evidence to the National Assembly for Wales, at www.
assemblywales.org/bus-home/bus-committees-third 1/bus-, para. 42.
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Mandated choice

Mandated choice is the most direct approach to donation decision-
making. Whilst one could wait for a sufficient critical mass of citizens to
record or directly communicate their wishes in accordance with current
practices, it appears that it may be some considerable while before official
voluntary recording will incorporate the wishes of even a majority of the
populace, let alone the large majority.”” As a consequence, measures to
require individuals to make advance decisions are increasingly being put
on the table. Although largely theoretical in the main, such policies have
been tried and abandoned in both Texas and Virginia, and are to be
implemented in 2013 in New Jersey. Whilst some individuals will not
record their wishes even if compelled to do so, and some will not be
‘reached’ even by official methods of recording (such as a Census) any-
how,° such a policy will nevertheless be likely to record the wishes of
deceased persons to a much greater extent than is presently the case.
Mandated choice is often criticised for forcing choices on individuals
who may not have even formed an opinion on the matter at that stage. To
what extent it is ethically appropriate to place pressure on individuals to
decide is unclear, whatever the cultural and societal hue of the jurisdiction
concerned. Katz has described it as a ‘negligible intrusion’ when weighed
against the potential benefits to society,”’ whereas others regard it as a
significant state incursion into the private sphere. Many argue that we are
entitled not to make choices (to decide not to choose) and that if the state were
to force one to commit on this issue it would be overreaching itself.
However, a mandated choice is not the same as a forced choice. The
absence of an explicit choice currently amounts to a positive decision of
some form by default in any event. To the extent that one is already making
a choice through one’s inertia, it is not forcing any new state of affairs upon
another person, nor is any particular choice being foisted upon individu-
als.”® Thus, the potency of this (coercion) argument will depend upon how
such a system is set up and what choices are offered. The structure of any
mandated choice is pivotal to its ethical acceptability and public palatability.

23 Although one would anticipate a gradual slowing of registration, in fact in the UK
registration rates have steadily and consistently risen, with nearly 1 million further donors
registering in the twelve months to 31 March 2008.

26 For example, the homeless and those with literacy and communication issues.

27 B. Katz, ‘Increasing the supply of human organs for transplantation: A proposal for a
system of mandated choice’ (1984) 18 (Summer) Beverley Hills Bar Journal 152 [Katz,
‘Increasing the supply’].

28 See also G. den Hartogh, Farewell to Non-commitment: Decision Systems for Organ Donation
from an Ethical Viewpoint, Monitoring Report Ethics and Health, Centre for Ethics and
Health, The Hague, 2008 at 32 [Den Hartogh, Farewell to Non-commitment].
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In presumed consent jurisdictions the default is presently a decision to
permit organ and tissue donation (subject perhaps to a relative’s veto)
whilst in explicit consent jurisdictions it is a decision to delegate the
decision to the family. As Herz states

Indeed, during every moment of legally competent adulthood, every American is
making the choice to posthumously (1) donate organs, or (2) not donate organs, or
(3) let family and physicians determine whether to donate his or her organs.*’

Thus, to provide a choice which includes the option of ‘not deciding at all’
is, whilst appealing, not one currently available. At the very least one is
deciding implicitly to delegate the decision after death. Such an option
would also be likely to result in only a relatively modest percentage of
individuals deciding positively either way (largely because of a reluctance
to consider one’s own demise),’” which would be unsatisfactory because we
would still be left not knowing what most people wanted. Thus, it is more
compelling to offer the above threefold menu, the latter being the status quo
in most explicit consent systems in any case, where no decision has been
made. In jurisdictions such as the UK, the Netherlands and Germany,
where individuals are entitled to nominate a specific individual for this
purpose, perhaps sidestepping the relative(s) otherwise prioritised under
the applicable legislative scheme, such an option should be additionally
available. Some have seen the need to accompany mandated choice with a
strong message about the desirability of organ donation, or even the need
to accompany any non-donation decision with cogent reasons, in order to
persuade donors to decide to donate.”’ This would, however, appear to
introduce a coercive element into the issue of what choice is made. It is the
quality not the slant of the information which is the most critical aspect.
What is especially intriguing is that mandated choice, whilst not uni-
versally popular (the British Medical Association rejected it summarily in
the UK), ” is not generally perceived as a radical option despite its margin-
alisation of relatives.””> A survey in the US in the 1990s revealed
90 per cent support for a programme of mandated choice,’* and the

S. Herz, “Two steps to three choices: A new approach to mandated choice’ (1999) 8
Cambridge Quarterly of Healthcare Ethics 340 at 343 [Herz, “Two steps’].

Where this option was offered in Virginia, 24 per cent declared themselves undecided.
P. Chouhan and H. Draper, ‘Modified mandated choice for organ procurement’ (2003)
29 Journal of Medical Ethics 157.

British Medical Association, Organ Donation in the 21st Century: Time for a
Consolidated Approach, BMA, 2000 at 10.

The Institute of Medicine Report, however, appreciated that evading families’ wishes
could be the most controversial aspect of such schemes. Institute of Medicine, Organ
Donation at 180.

Spital, ‘Mandated choice: The preferred solution’ at 2421.
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Council on Ethical and Judicial Affairs of the American Medical
Association (AMA) has expressed a preference for mandated choice over
presumed consent.’” The IOM Report commented ‘Under a fully imple-
mented mandated-choice model that is within the framework of UAGA,
individual decisions would be known and honored’.”® Indeed, proposers of
mandated choice often explicitly declare it to be designed to transfer control
back to the individual and away from the family.”” Notwithstanding the
intention, this would be the effect, a feature which would dramatically alter
the face of organ donation in almost every society. Pennings observes “This
policy would limit the involvement of the next-of-kin to those occasions in

which the potential donor is not considered competent, e.g. children and

mentally incompetent persons’.”®

Klassen and Klassen argue that families should have a decision-making
role even if the deceased individual’s wishes are explicitly known.?* They
allude to the comfort that relatives often receive from donation. But we are
not here dealing with individuals without the ability to make decisions for
themselves, only individuals with decision-making capacity.*’ Whilst one
could have a mandated choice scheme but nonetheless leave the decision
ultimately for the relatives to make, expressing a positive or negative wish
as regards donation appears to counteract the normal operating (ethical)
presumption that it is a decision properly left for the family to make.

33 Council on Ethical and Judicial Affairs, American Medical Association, ‘Strategies for
cadaveric organ procurement: Mandated choice and presumed consent’ (1994) 272
Fournal of the American Medical Association 809. It described the former as an ‘ethically
appropriate strategy’ and the latter as raising ‘serious ethical concerns’, at 812. This is
interesting to the extent that, by contrast with weak presumed consent systems, relatives
would have no say in the disposition of the deceased’s organs unless expressly given
delegated authority.

Institute of Medicine, Organ Donation at 177. It added ‘Decisions would be binding,
although opportunities to change the decision would be readily available’ at 178-9.

See, e.g., R. Veatch, ‘Routine inquiry about organ donation — an alternative to presumed
consent’ 325(17) New England Fournal of Medicine 1246 at 1248; Katz, ‘Increasing the
supply’; A. Spital, “The shortage of organs for transplantation: Where do we go from
here?’ (1991) 325 New England Journal of Medicine 1243; Den Hartogh, Farewell to Non-
commirment at 34.

Pennings, ‘Ethics’ at 169.

A. Klassen and D. Klassen, ‘Who are the donors in organ donation? The family’s
perspective in mandated choice’ (1996) 125 Annals of Internal Medicine 70 at 71
[Klassen and Klassen, “Who are the donors’]. Research conducted in the US in the
1990s found that only 43.2 per cent of families agreed with mandated choice; see
L. Siminoff and M. Mercer, ‘Public policy, public opinion, and consent for organ
donation’ (2001) 10 Cambridge Quarterly of Healthcare Ethics 377 at 380.

As I have advocated, Spital suggests granting individuals a choice giving their families a
power of veto. See Spital, ‘Mandated choice for organ donation: Time to give it a try’
(1996) 125 Annals of Internal Medicine 66 at 68 [Spital, ‘Mandated choice for organ
donation: Time to give it a try’].
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Where such wishes are reliably known there is no need for ‘proxy’ deci-
sions to be made. As has been asserted, ‘the compulsory choice system
appears attractive, primarily because it does full justice to the right to self-
determination’.*! Thus, mandated choice should serve to effect a choice
which clinicians are required to implement, logistical and clinical factors
aside, and not just provide an advisory view for relatives.

Many critics of mandated choice seem more exercised by what they see
as undue pressure to choose rather than the actual effect of the choice.
Such proposals have generally taken the form of an approach by way of
applications for drivers’ licences or income tax returns. The former model
was adopted in Texas and Virginia and is to be applied in New Jersey in
2013. To what degree sanctions should be imposed for failing to respond
to the question is debatable. Spital suggests that an individual should not
be entitled to a driver’s licence or acceptance of a tax return unless the
question is answered.”? To be too authoritarian and punitive, though,
could be interpreted by the public as being too heavy-handed and might
prove counterproductive.”” The process has an educational element as
well as serving to directly increase evidence regarding donor wishes. In
some societies, compulsion to participate in social ‘events’ or ‘decisions’ is
more common than in others — for example, the requirement to vote in
Australia.

Thus, whether individuals should /ave to make such a choice (possibly
accompanied by sanctions for refusal) or alternatively be offered regular
and easy opportunities to do so, is a contentious one. Mandated choice
could be diluted so as to merely mandate the need for citizens to be asked
about organ donation at some specific point or occasion in their lives, or at
regular intervals. This would merely work as a support for the existing
voluntary scheme. In the Netherlands registration forms are sent to all
citizens on their eighteenth birthday, setting out a choice of responses;
either ‘yes’, ‘no’, ‘leave decisions to the next-of-kin’ or ‘leave it to a
specified person’.** Initially 36 per cent of the population (4.5 million)
registered a choice,” rising now to 45 per cent. Whilst modestly
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Den Hartogh, Farewell to Non-commitment at 31.

Spital, ‘Mandated choice for organ donation: Time to give it a try’ at 68.

Den Hartogh has observed that the more coercive the sanction the more likelihood of a
backlash and induced resistance; see Den Hartogh, Farewell to Non-commitment at 73.
See Department of Health, Welfare and Sport, The Organ Donation Act, International
Publication Series No. 3, The Hague, 2000: 55 per cent said ‘yes’, 35 per cent ‘no’, 10
per cent left it to the next of kin in general and fewer than 1 per cent of individuals left it to
a specified person.

A. van Netten, ‘Donor registration campaign: Ministry of Public Health involves personal
request to 12.2 million Dutch citizens 18+ years’ (2000) 32 Transplantation Proceedings
123.
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successful, this highlights how much further there is to go in recording the
wishes of the large majority of the population.

A telephone survey of 1,002 US citizens in 1993 found that if a system
of mandated choice were established, 63 per cent would sign up to donate,
24 per cent would not and 13 per cent were unsure.’® Klassen and
Klassen, however, argue that eliminating a role for the family under
such a system has the potential to backfire in terms of donation rates.*’
Moreover, on account of the weak link between behavioural research and
actual behaviour, and because survey respondents are speculating in
relation to situations with which they have no experiential basis, such
figures cannot be relied upon. The two states that have previously adopted
mandated choice programmes reported relatively low numbers of pro-
donation registrants.*® However, it appears that in Texas individuals,
when they applied for their driving licences, were not only given the simple
choice of deciding to donate or not to donate, but those who did not
decide at all were defaulted to the ‘no’ category (resulting in 80 per cent of
individuals becoming non-donors). Nevertheless, there is a proper con-
cern that, forced to choose, especially in a situation where they have had
little or no prior notice or information of the decision, forced choices will
turn into negative choices with the family generally excluded from the
decision-making process. Dhar and Simonson have shown that the
options selected in a forced-choice task tend to be those that seem safer;
that are easier to justify; and that help alleviate decision conflict, discom-
fort and potential regret associated with being forced to make a choice,
despite the lack of a clear preference.*’

Like the AMA Committee Report before it, the IOM Report believed
that mandated choice could be implemented in an ethically appropriate
manner, although a broad-based and multi-dimensional educational
campaign was essential; something apparently lacking in Texas.”® The
IOM, however, recommended that mandated choice not be implemented
in the US at present, on account of the possibility of this leading to a
reduction in the number of organs becoming available, although consid-
eration should be given to setting up a pilot. As den Hartogh noted, the

Spital, ‘Mandated choice: A plan to increase public commitment’ at 504.

Klassen and Klassen, ‘Who are the donors’. It was observed that the 63 per cent who say
they would donate under such a scheme is only negligibly different from the approxi-
mately 50 per cent consent rates generally found under existing schemes.

Ibid., at 71. Only 31 per cent of individuals registered as donors in Virginia, whilst 45 per
cent registered as non-donors.

4% R. Dhar and I. Simonson, ‘The effect of forced choice on choice’ (2003) 11 Fournal of
Marketing Research 146.

Institute of Medicine, Organ Donation at 180.

u

0



Eliciting wishes 87

reason for non-implementation to date is simple, ‘the fear that the system

will have a counterproductive effect’.”’

Deceased’s wishes

In recent years we have witnessed increasing weight being given to the
wishes of deceased persons, even in explicit consent systems.
Nevertheless, official policy and practice still tend to part company with
regard to the respect afforded to the views of deceased persons and their
relatives.

Almost all legislation categorically states that organs and tissues may be
removed from a deceased person for transplantation and/or research
where the deceased person has consented to it (and this has not been
withdrawn) and that no organs/tissues may be removed where the
deceased objected to it. However, there is no legal symmetry between
consent and a refusal of consent. As Wilkinson notes there is an important
distinction here between negative and positive (claim) rights.’* Although
the consent of the deceased is sufficient justification for removal and use
(and any storage connected thereto), the removal and use of body parts is
not mandated as a function of the positive liberty to consent. In other
words, there is no positive right to donate even though there is a duty not
to act counter to the deceased’s objections; what is permitted is not
required.’” There may be many reasons, clinical or otherwise, why health
professionals might decide not to remove or use human material despite
the existence of such consent. The most compelling and probable non-
clinical one is the objection of a relative. Deference to such objections is
pervasive, even in nations practising strong presumed consent.’* Their
decisions have invariably remained pivotal even following the advent of
donor cards and local or national donor registries. Wilkinson has referred
to the ‘double veto’ that exists here; that refusals by either the deceased or
family are able to override the positive wish of the other to donate, but
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Den Hartogh, Farewell to Non-commitment at 32.

T. Wilkinson, ‘Individual and family consent to organ and tissue donation: Is the current
position coherent?’ (2005) 31 Fournal of Medical Ethics 587 [Wilkinson, ‘Individual and
family consent’]. This situation pertains in practice in the UK, New Zealand, the US and
very many other jurisdictions.

Ibid., at 589. This distinction is not necessarily to be found rooted in the right to bodily
integrity, however.

It is reported that in Poland the views of relatives are always respected; see W. Rowinski,
Z. Wlodarczyk and J. Walaszewski, ‘Legal and ethical aspects of organ transplantation in
Poland: Past, present, and future problems’ (2003) 35 Transplantation Proceedings 1189 at
1190. This is also frequently the situation in Austria.
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points out that arguments for giving one party a veto in fact tend to
undercut giving the other a similar veto.’”

The Potential Donor Audit (PDA) conducted in the UK revealed that
where the deceased had included his/her name on the Organ Donor
Register this was the most likely factor to influence relatives’ decisions
to agree to donate.’® There is nonetheless evidence that even in explicit
consent systems relatives do sometimes override the expressed wish of the
deceased to donate. Whilst this seemingly ‘unfortunate’ scenario has been
routinely dismissed as being so rare as to be able to ignored, more recent
data suggests that it is considerably less uncommon than had previously
been thought.”’ Although objections from the deceased are invariably
respected (the PDA showed that the fact that the patient had stated a
wish not to become a donor was the main reason for relatives refusing to
give consent; 16 per cent of all refusals), it should be noted that in many
explicit consent jurisdictions there are no mechanisms for directly record-
ing objections and the family are the virtually exclusive vehicle for convey-
ing them.

The reasons for the deference accorded to relatives appear to reside in
concerns regarding potential distress and the possible public relations
backlash from failing to implement their wishes, despite compliance
with the law, with the result that still fewer organs are subsequently
donated. The aftershocks of events at Alder Hey, Bristol, etc., may per-
haps be still felt in the UK. Donation rates apparently declined in France
in the immediate aftermath of an incident in 1992 involving corneas taken
from a nineteen-year-old killed in a road accident. Whilst the ‘consent’ of
the parents did not extend to the deceased’s eyes, the applicable law did
not in fact require the consent of relatives at all.”®

>3 Wilkinson, ‘Individual and family consent’ at 588.

¢ K. Barber, S. Falvey, C. Hamilton, D. Collett and C. Rudge, ‘Potential for organ
donation in the United Kingdom: Audit of intensive care records’ (2006) 332 British
Medical Journal 1124 [Barber ez al., ‘Potential for organ donation’].

An English study of twenty-six families who declined to allow organ donation from a
deceased relative found that twelve families were positive about donation and in nine
instances knew that the deceased person wished to be a donor; see M. Sque, T. Long,
S. Payne and D. Allardyce, “Why relatives do not donate organs for transplants:
“Sacrifice” or “gift of life”?’ (2008) 61(2) Journal of Advanced Nursing 134 at 139. It was
also noted in Parliament that eleven donors on the Organ Donor Register had not become
donors; see Dr Harris, House of Commons Standing Committee G Debates, col. 95, 29
January 2004.

G. Nowenstein, ‘Organ procurement rates: Does presumed consent legislation really
make a difference?” [2004] 1 Law, Social Fustice and Global Development Fournal, at
http://elj.warwick.ac.uk/global/04—1/nowenstein.html. Rates recovered in the latter part
of the 1990s.

5

3

58



Eliciting wishes 89
Life policies

I shall now examine the official policies themselves. We are here
considering only cases where the deceased had consented/gifted/
authorised the removal of the requisite body parts for the relevant
purposes. It has already been noted that neither in policy nor in
practice are organs or tissues removed where there is evidence that
the deceased objected.

To emphasise that the ‘gift’ made by the deceased (donor) was sufficient
in itself to permit organ and tissue donation, the 1987 version of the
UAGA in the US included a specific provision which stated that ‘An
anatomical gift that is not revoked by the donor before death is irrevocable
and does not require the consent or concurrence of any person after the
donor’s death’.’” Despite the language of ‘irrevocability’ it remained the
practice of some OPOs to respect the objections of relatives. The 2006
UAGA revision now asserts even more forcibly that a donor’s autono-
mous decision is to be honoured and implemented, and states that others
are ‘barred’ from making, amending, or revoking an anatomical gift made
by the donor. It would henceforward be unlawful for an OPO to act upon
an attempted revocation of a gift by surviving family members.°” In
Kluge’s terminology, the deceased’s decision to donate has been con-
verted from a ‘full’ consent to a ‘binding’ consent, i.e. not merely suffi-
cient but irrebuttable.®’ This last provision in particular underpins the
assertion in the IOM that the US is undergoing a ‘paradigm shift’ in favour
of using donor consent documentation, whenever available, as the official
mechanism of consent for organ donation.®” The 2001 amendments in
Denmark similarly require that the stated wish of the deceased person to
donate must be accepted by the next-of-kin, and the necessity for relatives
to respect the deceased’s consent to donate was also affirmed in the
Netherlands in 2006.%*

3% Section 2(h).

60 Section 8(a), Uniform Anatomical Gift Act 2006. See also S. Kurtz, C. Strong and
D. Gerasimow, ‘The 2006 revised Uniform Anatomical Gift Act — A law to save lives’
[2007] Health Law Analysis 44 at 45. The commentary states that the provision is designed
to take away from families the power to amend or nullify such a gift.

E.-H. Kluge, ‘Organ donation and retrieval: Whose body is it anyway?’, in H. Kuhse and
P. Singer (eds.), Bioethics: An Anthology (London: Blackwell, 2006) 483 at 485. However,
this nevertheless authorises but does not mandate organ removal and use.

Institute of Medicine, Organ Donation at 175.

See H. Gabel, ‘Donor registries throughout Europe and their influence on organ dona-
tion’ (2003) 35 Transplantation Proceedings 997 at 997. In Denmark, Law No. 432 of 29
May 2001 amends Law No. 402 of 13 June 1990. In the Netherlands, see Law of 23 June
2006. See also Den Hartogh, Farewell to Non-commitment at 65.
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The language in the UAGA is generally stronger in affirming this
position than contemporary explicit consent legislation elsewhere.®*
Nonetheless, the same essential policy is enshrined in the Human
Tissue Act 2004, the Human Tissue (Scotland) Act 2006, the 1997 Law
in Germany and in many other laws — to afford primacy to the decisions of
the deceased person. This is generally reinforced in supporting guidance
such as the Human Tissue Authority (HTA) Codes of Practice relating to
the 2004 Act.®” The Notes on the Human Tissue Act issued by the HTA
state that “The new Human Tissue Act makes the wishes of the deceased
paramount ... This new permission in the HT Act gives added weight to
the wishes of the 13.4 m people on the NHS Organ Donor Register, donor
card carriers and others who have agreed to donate.’°® The wording of the
previous 1961 Act is slightly strengthened in the 2004 Act, which states
that where the deceased has made a decision to either consent or refuse to
consent to organ/tissue donation, it is the deceased’s decision (alone)
which, de jure, governs. However, despite this, there is nothing in the
Act which disenfranchises relatives from vetoing any such decision de
facto, even though it is perfectly lawful to remove such material for trans-
plantation or research in such circumstances.

The Scottish legislation was heavily influenced by the Report of the
Independent Review Group on Retention of Organs at Post-Mortem,
which stated that as regards the retention and use of organs and tissues
for research ‘Where a competent adult has left written instructions on this
matter, these wishes should be respected, irrespective of the views of
surviving relatives’.®” Whilst the 2006 Act on its face does not preclude
relatives from ‘overriding’ a decision (an authorisation) to donate made by
the deceased person, the Scottish Executive has clearly stated that the new
concept of authorisation for organ donation is ‘an expression which is
intended to convey that people have the right to express, during their

6% Although the Estonian Law of 30 January 2002 states that relatives may not veto a

deceased person’s explicit will to donate; section 11. Whilst it is a presumed consent
law, the Law of 13 June 1986 in Belgium also states that where an explicit consent is given
by a (pre)deceased person this cannot be overruled by a relative’s veto.

Para. 39 of the Code of Practice on the Donation of Organs, Tissues and Cells for
Transplantation, states that if the deceased had not recorded his or her wish then
approaches should be made to relatives to ascertain what the wishes of the deceased
would have been; Human Tissue Authority, Department of Health, July 2006. See also
Code of Practice on Consent, Human Tissue Authority, Department of Health, July 2006.
Human Tissue Authority Briefing Notes on the Human Tissue Act 2004, 30 August
2006.

Report of the Independent Review Group on Retention of Organs at Post-Mortem, 2000,
Summary of Recommendations, para. 27, and section 2, paras. 42 and 58. It stressed this
position, even stating that this was the intended policy under the previous Human Tissue
Act 1961, although that latter statute was regarded as poorly phrased.
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lifetime, their wishes about what should happen to their bodies after
death, in the expectation that those wishes will be respected’.®®

In Germany, the donor’s fundamental rights are an emanation from the
State’s Basic Law (the German Federal Constitution) which creates an
obligation to respect the dignity of each individual. Such rights of self-
determination do not terminate with the death of the individual but
extend beyond death to the treatment of the corpse.®” This means that it
is the deceased’s wishes that are determinative as regards the removal and
use of parts of the individual’s cadaver.

Generally, under all such statutes operating in explicit consent systems,
where the deceased made no decision prior to death a relative or relatives
is/are permitted to consent to such activity instead. However, under the
2004 Act this is not permissible with respect to use for either public display
or anatomical examination.’® The question arises why relatives have no
discretion in relation (only) to these latter uses, which seemingly must be
answered on the basis of the degree of intrusion, destruction and (prima
facie) loss of dignity involved. The greater the degree of invasion and
destruction the greater the imperative for there to be a personal decision
of the deceased to such ends. Research conducted in Sweden by Sanner
comparing attitudes to organ donation, post-mortem examination
(autopsy) and anatomical examination showed that the latter was indeed
perceived as the most extreme procedure and that rates of acceptance
reflected this. She states that “This means that if a more extreme proce-
dure is accepted, all of the less extreme procedures are also accepted’.”” It
appears that this holds as regards attitudes to the use of one’s own cadaver
as well as that of a relative. Nonetheless, one would argue that it is the right
to remove and use per se which necessitates the authority of the tissue
source, not the degree of intrusion upon the lifeless remains.

8 Scottish Executive, Human Tissue (Scotland) Act 2006: A Guide to its Implications

for NHSScotland. HDL (2006) 46, Edinburgh: Scottish Executive, para. 8; see www.
sehd.scot.nhs.uk/mels/HDIL.2006_46.pdf. See also www.hta.gov.uk/_db/_documents/
Information_about_HT_(Scotland)_Act.pdf. See J. Payne, Organ Donation, SPICe
briefing, 29 February 2008, Scottish Parliament at 5 [Payne, SPICe briefing].

In addition, Article 4(1) and (2) of the Basic Law grants the individual the right to adduce
his own faith or Weltanschauung in deciding what is to be done with his body after death.
See German National Ethics Council Report, Increasing the Number of Organ Donations: A
Pressing Issue for Transplant Medicine in Germany, Opinion, Berlin, 2007 at 38.

Section 3(3)—(4).

M. Sanner, ‘A comparison of public attitudes toward autopsy, organ donation, and
anatomical dissection: A Swedish survey’ (1994) 271 Fournal of the American Medical
Association 284. Almost everyone who accepted anatomical dissection also accepted organ
donation and autopsy, and everyone who accepted organ donation also accepted autopsy.
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Nominated representatives

In a smattering of jurisdictions, individuals are enabled, during their
lifetime, to nominate a person or persons to make decisions relating to
donation after their death. This is generally limited to adults. Under the
Human Tissue Act 2004 these are termed ‘nominated representatives’.
These are true ‘proxies’. Similar provisions exist under the laws in
the Netherlands and Germany.’” In Scotland, there is no such provision
with respect to transplants, although a person may nominate a person
(a ‘nominee’) to decide whether to authorise the removal, retention and
use of organs at post-mortem to be used for audit, education, training, or
research.”” It has been suggested that such a concept may act as a mech-
anism allowing one to circumvent decision-making after death by a rela-
tive whom one does not wish to entrust with it.”* This is a little crude,
though. Just because one knows a relative one does not trust with the
decision does not necessarily mean that one knows another who one does!

Relatives

Relatives have a variety of distinct roles in the context of organ and tissue
donation, which may vary according to whether there is an explicit or
presumed consent scheme in effect; assuming of course that the legal
scheme is implemented in practice.”” Strictly speaking in presumed con-
sent systems they have no role as individuals entitled to consent to organ
donation, as there is ‘direct’ evidence of the deceased’s own wish to
donate based on the failure to object, which is sufficient authorisation in
and of itself. In weak presumed consent systems, relatives may, however,
express objections on behalf of the deceased (based on their own knowledge
of the deceased’s views), or on their own behalf, or both.

In rare instances in explicit consent jurisdictions, the law mandates that
the decision made by the family should be the decision which it is antici-
pated that the deceased would have made.”® Whether of course any
eventual decision did truly reflect the known or expected wishes of the
deceased is an unknown quantity. In Scotland, whilst this is not made
patent on the face of the legislation, the same policy was clearly intended.

72 German Law of 5 November 1997; Dutch Law of 24 May 1996.

73 Sections 29 and 30, Human Tissue (Scotland) Act 2006.

See, e.g., R. Winterton MP, House of Commons Hansard Debates, Standing Committee
G, col. 206, 5 February 2004.

See generally C. Naylor, “The role of the family in cadaveric organ procurement’ (1989)
65 Indiana Law Fournal 167.

E.g. in Germany, see Law of 5 November 1997, section 4(1).
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A Briefing Paper produced by the Scottish Parliament explicitly affirmed
this, stating ‘In giving their authorisation, the Act stipulates that the
relative should be doing so on the basis of what they believe the deceased’s
wishes would have been’.”” This is also the policy stance of the Council of
Europe.”® Pennings notes that the (proxy) power of consent of relatives is
generally founded on their greater ability to infer what the deceased would
have wanted to occur, and rooted in the principle of substituted judge-
ment. It is not meant to respect the autonomy of the proxy him/her self.”’
As asserted in chapter 2, the interests of the relatives themselves do not
provide the foundation for general dispositional powers over the corpse.
Veatch alludes to the original policy underpinning the uniform laws in the
US as contrasted with the practice in the 1980s and early 1990s

Familial consent, as originally incorporated into the Uniform Anatomical Gift Act,
was clearly meant to be a backup in those cases where the autonomous expressed
will of the individual could not be determined. Although the language was not
available, families were presumably being expected to make a substituted judg-
ment as a second best alternative to individual self-determination ... Now, how-
ever, post-mortem familial request is becoming the centerpiece of procurement
policy. What was clearly a second-best, decision-making mechanism has become
the dominant one.*°

The aim of the statutory hierarchy of relatives is ostensibly to identify the
closest person to the deceased in life, as he/she is the most likely to be
knowledgeable as regards the deceased’s wishes.®’ Thus the goal of
determining the wishes of the deceased provides a proper basis for the
hierarchical ranking of relatives according to their usual closeness of
relationship to the deceased person. Preferably, this would be flexible
enough to cater for specific atypical circumstances.®” In fact, under the
German Law a person is qualified to be a ‘next of kin’ for these purposes
only if he/she has had personal contact with the deceased during the two
years preceding the death.®” There is the potential for problems to arise
where a higher-ranked relative refuses to consent but a lower-ranked

" Payne, SPICe briefing at 6.

78 Explanatory Report to the Council of Europe’s Additional Protocol to the Convention on
Human Rights and Biomedicine Concerning Transplantation of Organs and Tissues of
Human Origin, para. 102.

7 Pennings, ‘Ethics’ at 169.

80 R. Veatch, “The newly dead: Mortal remains or organ bank?’, in R. Veatch (ed.), Death,

Dying and the Biological Revolution (New Haven, CT: Yale University Press, 1989) 197

at 215.

Payne, SPICe briefing at 6.

82 K. Liddell and A. Hall, ‘Beyond Bristol and Alder Hey: The future regulation of human
tissue’ (2005) 13 Medical Law Review 170 at 192.

83 Section 4, Law of 5 November 1997.
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relative is allegedly aware of the positive wish of the deceased to donate.
Nothwithstanding such knowledge, removal is not formally permissible in
such circumstances, at least within the terms of the Human Tissue Act 2004
and the Human Tissue (Scotland) Act 2006. It would be necessary to
persuade the higher-ranked relative to withhold or withdraw the refusal and
instead consent, or allow another relative to consent in his/her stead. In some
nations it is in any case a decision of the majority of the relatives rather than
any particular relative or class of relative, or a hybrid model, e.g. in Chile.**

Indeed, the most influential factor in relatives’ decisions appears to be
knowledge of the wishes of the deceased.®” In reviewing the empirical data
in the UK and the US, Sque, Payne and Clark state that

Primarily the most deep-seated and pervasive reason for agreeing or declining
donation was knowledge of the deceased’s wishes, particularly if their wishes had
been discussed with the family, or the family believed they would have agreed or
declined donation. Families also shared a number of concerns which included not
understanding death certified by neurological criteria, not wanting surgery to the
body, fearing that the body would be disfigured, and feeling the deceased had
suffered enough.®°

These observations reflect the findings of the PDA in the UK, which also
found that other reasons for relatives refusing to give consent included
relatives being divided over the decision, relatives thinking that the patient
had suffered enough and relatives not wanting surgery on the body.*’
Sanner notes the general difficulties attendant upon the illusion of linger-
ing life. She states ‘Still, people seem generally not able to imagine a
difference between the living and the dead body’.*® This results in

5% See Section 10 Law No. 19451 of 29 March 1996.

85 A poll in the US in the 1990s found that 93 per cent of respondents stated they would
honour the wishes of the deceased person if such wishes were known; see Gallup
Organization, Highlights of Public Attitudes toward Organ Donation (Princeton, NJ:
Gallup, 1993). See also J. Martinez ez al., ‘Organ donation and family decision-making
within the Spanish donation system’ (2001) 53 Social Science and Medicine 405.

M. Sque, S. Payne and J. Clark, ‘Gift of life or sacrifice? Key discourses for understanding
decision-making by families of organ donors’, in M. Sque and S. Payne (eds.), Organ and
Tissue Donation: An Evidence Base for Practice (Maidenhead: Open University Press, 2007)
40 at 41 [Sque er al., ‘Gift of Life’]. See also T. Long, ‘Supporting families’ decision-
making about organ donation’, ibid., 82 at 95. Other reasons that families themselves
express for refusing donation include dissatisfaction with the care provided to the
deceased and/or the family; religious, personal and cultural beliefs; lack of trust in the
health care services; and beliefs that health professionals will not strive to save a person’s
life if they are aware that they have agreed to be an organ donor at 95-6.

Barber ez al., ‘Potential for organ donation’. See also a study carried out by the UK Transplant
Co-ordinators in 1995; see UK Transplant Co-ordinators Association, Report of a two-year
study into the reasons for relatives’ refusal of organ donation, London, 1995.

M. Sanner, ‘People’s attitudes and reactions to organ donation’ (2006) 11(2) Mortality
133 at 140.
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procedures on a corpse being perceived as analogous to those conducted
on a living body. These conceptual difficulties enhance the enormity of
the decision/sacrifice and generate tension for relatives in particular.
Whilst surveys reveal that relatives are unaware of the deceased’s wishes
in the majority of instances across most jurisdictions,® they are never-
theless invariably afforded the pivotal role as the conduit for the wishes of
the deceased.

The gift of life?

In this section I wish to consider the nature of organ and tissue donation.
As Ben-David notes, the idea of organ donation amounting to gift-giving
analogous to the giving of a present ‘has become part of the accepted
sociological explanation for the phenomenon of organ transplantation’.”’
Whilst the gift concept may have become accepted wisdom, it is contin-
ually subject to attack from those who perceive it to be either a smoke-
screen for oppression and coercion or a hindrance to higher rates of
transplantation, or both. Siminoff and Chillag allege that the donor is
often the ‘gift object’ as opposed to the ‘gift giver’, and that the concept is
‘used’ by healthcare professionals to manipulate patient behaviour; a form
of social control.”’ They observe that whilst the metaphor may have
increased public awareness it has not translated into adequate donation
rates, despite the hope and expectation.’” Gerrand has suggested that the
rationale behind the adoption of the metaphor of ‘gift-giving’ was the
desire to frame organ and tissue donation as an act motivated by the will
to help the needy, i.e. a voluntary act motivated by altruism.’” However,
gifting should not be conflated with altruism. Gifts are accompanied by a
whole array of different motivations but are no less ‘gifts’ for that.”* We do

89 Special Eurobarometer Report, Europeans and Organ Donation, European Commission,
May 2007.

O. Ben-David, Organ Donation and Transplantation: Body Organs as an Exchangeable Socio-
Cultural Resource (Westport, CT: Praeger, 2005), p. 49 [Ben-David, Organ Donation and
Transplantation].

1 L. Siminoff and K. Chillag, “The fallacy of the “gift of life”” (1999) 29(6) Hastings Center
Report 34 at 35. The notion of the tyranny of the gift in this context was first raised by Fox
and Swazey, who stated that it was so extraordinary that it is inherently unreciprocal, and
argued that it diverts attention from other ethical issues such as selection criteria, re-
transplantation and quality of life after transplant. See R. Fox and J. Swazey, The Courage
to Fail (University of Chicago Press, 1974) [Fox and Swazey, The Courage to Fail].

Ibid., at 35. They allege that the recipient is burdened by the overwhelming debt owed to
the donor, the donor’s family and healthcare professionals at 37.

93 N. Gerrand, ‘“The notion of gift-giving and organ donation’ (1994) 8(2) Bioethics 127. She
suggests that the notion of charity is more apt here.

Den Hartogh, Farewell to Non-commitment at 36.
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not typically reject gifts made non-altruistically even though we would
prefer that they were given for ‘better’ reasons.’” However, the connection
to altruism is often simply intended to indicate an absence of any expect-
ation of reward, i.e. commercial dealing.

It has already been noted that there is a growing weight of research
suggesting that for families the nature of the donation decision with
respect to their deceased relative is more akin to a ‘sacrifice’ rather than
a true ‘gift’.96 However, whilst there is no necessary tension between the
notion of the ‘gift’ and of ‘sacrifice’, either conceptually or pragmatically —
indeed Gillett uses the language of ‘sacrificial gifting’’” — the extent to
which a relarive may ‘gift’ the organs or tissues of a loved one who had not
donated such materials him/her self during life is dubious in the absence of
an explicit delegation of such a matter.’® The real ‘sacrifice’ here is that of
the donor. To the extent that families make decisions they do so on behalf
of that other. Kamm comments

If the relative’s body does not belong to his family, taking his organ is not, strictly,
taking something from them. This, therefore, cannot be their sacrifice. If they
suffer, it is as a side effect of our taking what is not theirs in order to help others ...
To repeat, the concern of relatives does not give them a right to control the bodily
remains of their relative; so, in using his body, we do not make them sacrifice by
taking w£13t is theirs, and their suffering is not a sacrifice we impose for the sake of
another.”

None of this is of course to minimise the actual suffering experienced by
families of recently deceased loved ones or the frequent trauma and
onerousness of such decision-making.

Much of the conceptualisation of the meaning of ‘gifts’ can be traced to
the work of the anthropologist Marcel Mauss.'’’ He maintained that gifts
inherently create both a debt and an expectation of reciprocity. It has been
said that there is an obligation to give, an obligation to receive and an
obligation to repay.'’’ Fox and Swazey have remarked that

3 In so far as ethics typically focuses upon actions rather than persons, it is not normally

necessary that morally permissible actions meet motivational constraints.

M. Sque, S. Payne and A. Clark, ‘Gift of life or sacrifice? Key discourses for under-
standing decision-making by families of organ donors’ (2006) 11(2) Morzaliry 117.

G. Gillett, ‘Ethics and images in organ transplantation’, in P. Trzepacz and A. Dimatini
(eds.), The Transplant Patient: Biological, Psychiatric and Ethical Issues in Organ
Transplantation (Cambridge University Press, 2000) 239 at 252.

Den Hartogh, Farewell to Non-commitment at 38.

9 F. Kamm, Morality, Mortality. Volume 1 (Oxford University Press, 1993), p. 217.

100" See M. Mauss, The Gift: Forms and Functions of Exchange in Archaic Societies (Glencoe, IL:
Free Press, 1954).

C. Vernale and S. Packard, ‘Organ donation as gift exchange’ (1990) 22(4) Image Fournal
of Nursing Scholarship 239 at 240.
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As Marcel Mauss could have foretold, what recipients believe they owe to donors
and the sense of obligation they feel about repaying ‘their’ donors weigh heavily on
them. These views reflect the notion of gift as ‘exchange’. This psychological and
moral burden is especially onerous because the gift the recipient has received from
the donor is so extraordinary that it is inherently unreciprocal. It has no physical or
symbolic equivalent. The inalienability — uniqueness — of the item is in itself a
hallmark of gift. A donated organ bearing the identity of the donor is paradigmati-
cally unique. As a consequence, the giver, the receiver, and their families may find
themselves locked into a creditor—debtor vice that binds them to one another in a
mutually fettering way.'*?

Thus, the debt should be both acknowledged and be capable of being
repaid. Ben-David, speaking of deceased donation, observes ‘in this par-
ticular case, there is none of that reciprocity that appears to be a condition
of gift giving ... Hence, the suggestion that organ donation fits the theo-
retical framework of gift giving is problematic.’’””> Gerrand, Martin and
Meslin'?* and others all agree that this, formalised, conception of the gift
is not apt to the contemporary (deceased) donation context, generates
confusion and may be counterproductive. Titmuss likewise found that the
voluntary blood donation system based on giving to strangers was free of
any obligations to reciprocate.'’”

Thus, whilst the sociological/anthropological notion of gifts has some
resonance in the context of living donation and related recipients (see
chapter 7), it seemingly bears limited relevance to the typical deceased
donation scenario, where there is no continuing relationship between the
donor of the organ and the recipient. Donation would appear to be ‘to
society’ in general terms, driven by an analogous notion of social solidarity
advocated by Titmuss with respect to blood.'°® Martin and Meslin never-
theless maintain that the lack of potential reciprocity generates dissonance
in relation to organs and constrains levels of donation, in so far as one
cannot expect a person to make a ‘gift’ of such magnitude in an entirely
detached and impersonal context.'’” But this is a non-proven empirical

102

105 Fox and Swazey, The Courage to Fail, p. 40.

Ben-David, Organ Donation and Transplantation, p. 56. See also Sque ez al., ‘Gift of life’
at 44.

D. Martin and E. Meslin, “The give and take of organ procurement’ (1994) 19 Journal of
Medicine and Philosophy 61 [Martin and Meslin, “The give and take’].

105 R. Titmuss, The Gift Relationship: From Human Blood to Social Policy (New York: New
Press, 1997) [Titmuss, The Gift Relationship). It has been suggested that this renders his
view of gift-giving as being tokenistic, a view I reject.

In so far as the gift implies a relationship between individuals, deceased donation is based
more on community-oriented sentiments than individualistic ones; see Den Hartogh,
Farewell to Non-commitment at 62. Perhaps akin to blood donation, see Titmuss, 7%e Gift
Relationship.

197 Martin and Meslin, “The give and take’ at 71.
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assertion and ignores the ‘relational’ aspect of formalised gifting which is
almost entirely lacking here. Even with respect to donor families, ano-
nymity and confidentiality are generally preserved and the recipient will
usually remain unaware of the provenance of the body part(s). Therefore
any notion of reciprocation is largely meaningless, and such enforced
‘distance’ may even serve to lessen any necessity for reciprocity in the
first place. Whilst families of deceased persons and their recipients some-
times seek further contact after the event, this appears to be a highly
individual and non-pervasive matter.'®

108 Nevertheless, even where distance is maintained between recipients and donor families
(a policy more evident in Europe than in the US), there is evidence that many donor
families wish to receive information regarding the recipient and that recipients wish to
have on-going contact with donor families and to express their thanks. This suggests that
‘the gift’ does continue to exercise a ‘pull’, although it is not apparently significantly
burdensome to either families or recipients. See M. Sque, ‘Bereavement, decision-
making and the family in organ donation’, in A.-M. Farrell, M. Quigley and D. Price
(eds.), Organ Shortage: Ethics, Law and Pragmatism (Cambridge University Press, forth-
coming 2010), and Healy, Last Best Gifts, pp. 33—4. See also S. Holtkamp, Wrapped in
Mourning: The Gift of Life and the Organ Donor Family Trauma (New York:
Brunner—Routledge, 2002).



4 Consent to donation

Consent is generally seen as the central ethical and legal justification for
the removal and use of tissues and organs for the purposes considered
here. (Appropriate) consent was variously described as the ‘cornerstone’
and the ‘golden thread’ of the Human Tissue Act 2004," intended to
reflect the change wrought by that Act contrasted with the previous
law which alluded to a ‘lack of objection’. The same may be said of the
legislation passed in Scotland in 2006, albeit that that statute uses the term
‘authorisation’ as opposed to consent. Other jurisdictions have analogous
provisions with respect to both transplantation and research. With respect
to deceased persons, the US Uniform Anatomical Gift Acts (UAGASs)
seek to encapsulate the same concept (of explicit permission) in the notion
of an ‘anatomical gift’. However, not only are there exceptions, or ‘holes’,
in the existing consent requirements, but historically consent has been
anything but the norm for the retention and use of surplus tissue from
living persons or, following post-mortem examination, for research.” There
are, moreover, major challenges in determining what consent means, or
should mean, and what conditions need to be fulfilled for a consent to be
valid in these contexts. It conceals a plethora of linguistic, philosophical
and juristic complexities and difficulties.” Its function and role is itself
often misunderstood or opaque.® ‘Consent’ nevertheless serves to high-
light that body materials are not generally available either to society as a
whole or to specific individuals to use, even for accepted purposes, and

Dr Ladyman, Under-Secretary of State for Health, House of Commons Standing
Committee G, col. 66, 27 January 2004. It has also been described as the fundamental
principle of the Human Tissue Act 2008 recently enacted in New Zealand.

Tissue removed in excess of what is required for such a clinical purpose will not, however,
be ‘surplus’.

See M. Brazier, ‘Organ retention and return: Problems of consent’ (2003) 29 Fournal of
Medical Ethics 30. See also P. Westen, The Logic of Consent (Aldershot: Ashgate, 2004), p.vii
[Westen, The Logic of Consent].

Beyleveld and Brownsword observe that ‘there is a great deal to understand about the idea
of consent’. See D. Beyleveld and R. Brownsword, Consent in the Law (Oxford: Hart
Publishing, 2008), p. 333 [Beyleveld and Brownsword, Consent in the Law).
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100 Human tissue in transplantation and research

that permission is required to this end. They may not just be ‘taken’.
Consent signals that individuals have a ‘right to control’ their bodily
materials in these contexts.

Consent has a potentially transformative effect upon the legal and moral
rights and duties, and relationship, between the relevant parties. Hurd
states ‘when we give consent, we create rights for others’.” In the current
context it will render legitimate acts which would otherwise be wrongs and
potentially subject to remedies and sanctions. This draws attention to the
necessary conditions of its validity. We should consider how consent is
properly tokened or signalled, how informed the choice to agree to the
activity concerned needs to be, and what the scope of a consent is. We
shall entertain the first matter here and reserve consideration of the
remaining two matters for a later chapter.® There are common matters
here affecting both transplantation and research, although the latter two
issues impact peculiarly upon research.

Fallacies

From a standard liberal perspective no ‘wrong’ can be done to a person
who possesses decision-making capacity and who consents to the use of
their body or body parts for a particular end. On a rights-based philoso-
phy, the principal function of consent is to signal some concession in
relation to the benefit covered by the right, the giving of consent being the
procedural justification for what would otherwise be a violation of the
right in question.” This is potentially compatible with both interest-based
and will-based rights perspectives.® Whilst the action may constitute a
‘harm’, at worst it amounts to a non-wrongful harm, as a consequence of
which no censure can attach. The (private) wrongfulness of action there-
fore turns upon the failure to respect the decision-making autonomy of the
tissue source. It chimes with a view of respect for the dignity of persons,
where dignity is viewed in terms of empowerment.” Beyleveld and
Brownsword state that ‘If a regime systematically rejects the relevance of
consent where a private wrong is alleged, it cannot be founded on respect

> H. Hurd, “The moral magic of consent’ (1996) 2 Legal Theory 121 at 121 [Hurd, “The
moral magic’]. Strictly speaking it would seem that consent serves to create an immunity
rather than any claim right.

6 See chapter 6, Informed consent.

7 Beyleveld and Brownsword, Consent in the Law, p. 238.

8. Feinberg, The Moral Limits of the Criminal Law, Vol. 1, Harm to Others (Oxford University
Press, 1984). Feinberg promotes an interest-based perspective.

° D. Beyleveld and R. Brownsword, Dignity in Bioethics and Biolaw (Oxford University Press,
2002), chapter 1.
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for human rights and the autonomy of agents’.'” Ultilitarian rationales, by
contrast, do not accord priority to rights per se; they ascribe only instru-
mental significance to both rights and consent.

Foot observes that harms to others require justification over and above
mere consent to their doing.’’ Consent is not an entire legal explanation
for the legitimacy of harms inflicted by third parties on willing individu-
als.'” Beyleveld and Brownsword allude to the fallacy of sufficiency in this
context —i.e. that there is no wrong where consent is given to the act which
constitutes the prima facie wrong.'” Whilst there is no privaze wrong as
between these parties — at least under a rights-based scheme — there may
still be a public wrong committed; thus compelling reasons may be
required even where consent has been given.'* Thus, whilst exclusively
liberal thinking may seemingly part company with public policy expressed
in laws,"” such perspectives are reconcilable on the basis that where a
person consents to a harm no wrong can be done zo ker by its infliction, but
that there remains the possibility that there are private harms caused to
others, or overriding harms to society.'® There are differences between
the civil and the criminal law with respect to the function and sufficiency
of consent.!” Thus, looked at in the round, consent cannot validate
general practices or policies in their own right. Laws everywhere appear to
reflect an amalgam of liberal and dignitarian perspectives; an expansive
view of respect for persons.'®

The Nuffield Council on Bioethics Working Party Report, Human
Tissue: Ethical and Legal Issues, asserted that the central ethical principle

Beyleveld and Brownsword, Consent in the Law, p. 235. They proceed on the basis of a
Gewirthian view that rights are necessary for humans to function as moral agents,
demonstrating autonomy in the application of choice.

1P, Foot, ‘Euthanasia’ (1977) 6 Philosophy and Public Affairs 85.

For instance, in many jurisdictions, including the UK, whilst attempted suicide has been
decriminalised, assisting suicide remains a crime; see Suicide Act 1961.

Indeed, as Smith states ‘In other words, consenting to an action does not make it right per
se; it means that the authorising agent has allowed the particular action’; see S. Smith,
(2008) 16(1) Medical Law Review 160 at 161, book review.

There may also be private wrongs to non-consenting third parties, e.g. xenotransplanta-
tion, where third parties may be placed at risk through potential disease transmission.
See L. Katz, ‘Choice, consent, and cycling: The hidden limitations of consent’ (2006) 104
Michigan Law Review 1.

Such jurisprudential reasoning can be seen, for instance, in R (on the application of Pretty)
v. DPP[2002] 1 All ER 1 (HL) and Washington v. Glucksberg 117 S Ct. 2258 (1997) in the
context of assisted suicide and R v. Brown [1994] AC 212 vis-a-vis offences against the
person.

Beyleveld and Brownsword, Consent in the Law, chapters 8 and 9.

Kant viewed acts of self-mutilation as wrongs, based on the breach of a duty to self.
However, the notion of duties to self has always been controversial; see S. Kagan,
Normative Ethics (Boulder, CO: Westview Press, 1998), pp. 145-52.



102 Human tissue in transplantation and research

with regard to human lives and the human body is respect. It interpreted
this to mean that some uses of human tissue are indubitably illegitimate,
and that avoidance and limitation of injury is the basic requirement for any
type of ethically acceptable use.'” What amounts to a public wrong can
therefore be gleaned from, amongst other things, the purpose for which
the acts were performed and the degree of harm involved, with there being
a correlation between them.’ It may, for instance, be acceptable for a
living person to donate a part of a liver for transplantation, but not for
research. Whilst it might appear that it is consent that is of overriding
importance in determining the legitimacy of varying medical uses of the
human body, one must appreciate that the legislation in this context is
inherently permissive. Statutes such as the Human Tissue Act 2004 and
analogous provisions elsewhere only enable consent to be given to certain
specific, stipulated and pre-ordained purposes.”’ In effect, the legislation
has already ‘screened out’ potentially acceptable forms of activity which
would be justified by the, additional, provision of consent.**

Removal and use may sometimes be justified even in the absence of
consent. It is a misperception that the only justification which may be
advanced to a prima facie wrong is consent. Whilst consent may provide a
potential procedural justification so as to negate any potential wrong
between the parties, there may be other alternative substantive justifica-
tions available in some instances based on overriding rights, e.g. self-
defence.”” Such a substantive public interest rationale may be seen to
apply in relation to specific forms of research. There is a provision in the
2004 Act allowing material from living or deceased persons to be excep-
tionally used for research in the public interest by the High Court in
circumstances set out by the Secretary of State in regulations. This limited
‘concession’ was enacted to cater for extreme circumstances where the
safety of society as a whole was threatened by a novel, unknown and/or
extremely serious sudden outbreak of disease, a virus, or bioterrorism,

19 Nuffield Council on Bioethics Working Party Report, Human Tissue: Ethical and Legal
Issues, 1995, Nuffield Council, London, 1995, at paras. 6.4—6.16 [Nuffield Council,
Human Tissue].

For instance, whilst maim has traditionally been regarded as a crime in Anglo-American
jurisprudence, being a serious harm inflicted without good cause, extremely serious
‘injury’ may be legitimately inflicted in a surgical context in pursuit of the clinical interests
of a patient.

The 2004 and 2006 Acts create criminal offences for, inter alia, non-consented to/
unauthorised activities, but no civil remedies are explicitly generated.

See D. Price, ‘Property, harm and the corpse’, in B. Brooks-Gordon, F. Ebtehaj,
J. Herring, M. Johnson and M. Richards (eds.), Death Rites and Rights (Oxford: Hart
Publishing, 2007) 199 at 200-10.

23 See Beyleveld and Brownsword, Consent in the Law.
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where it might not be possible to obtain the consent of the living/deceased
person or any surviving relative.”* Whilst the High Court ‘deems’ consent
in these situations, the justification is to be found in the collective interest,
as opposed to any notion of ‘consent’. Likewise, the Act states that con-
sent is not required for the use of surplus material from the living for audit,
quality assurance, public health monitoring, or education and training,
purposes.”” It was stated during the Parliamentary debates that use of
tissue for public health monitoring and health-related training and edu-
cation are considered to be necessary for the ‘public weal’.”° In some
contexts, consent is illegitimately relied upon as the underpinning justifi-
catory rationale when in reality the justification is properly to be found
elsewhere. An example can be found in both the 2004 and 2006 Acts
allowing preservation measures to be applied to corpses to temporarily
preserve organs (e.g. by cooling) for potential transplantation, whilst
efforts are made to secure consent. It has often been suggested that this
provision is based on the presumed consent of the now deceased person,
but this is not convincing apart from in a presumed consent system where
the deceased had not objected.?” This is a matter regarding which most
individuals have no knowledge at all prior to their deaths. It is clearly
justified on the basis of the public interest in generating an opportunity for
consent to be given to an activity deemed to be advantageous to society,
not consent.

Although consent is not the only justificatory feature of ethically accept-
able action using human tissue, it is generally a necessary element of it, at
least as regards individuals with decision-making capacity.”® Certain com-
mentators have, however, warned against a growing fixation with consent, the
detaching or uncoupling of consent from its moorings. Brownsword, for
instance, remarks

According to the standard version of modern history, we have learned the hard way
that informed consent matters. This being so, it would be unfortunate indeed if, as
a result of a fixation with consent, we became unclear as to why it matters — and it

2% Section 7(4). Such a case was described by the Minister as ‘truly exceptional’ and ‘rare
and unusual’ during the Parliamentary debates. The example was given of the Ebola virus.
No such regulations have yet been made.

Section 1(9) and Schedule 1, Part 2, Human Tissue Act 2004. There are also provisions
in both Acts enabling research to be carried out with existing holdings, i.e. previously
archived tissue.

See Dr Ladyman, House of Commons Hansard Debates, Standing Committee G, col.
73, 27 January 2004.

Compare M. Sangster, ‘“Cooling corpses™: section 43 of the Human Tissue Act 2004 and
organ donation’ (2007) 2 Chinical Ethics 23 and D. Bell, ‘Emergency medicine, organ
donation and the Human Tissue Act’ (2006) 23 Emergency Medicine Fournal 824.

This was the Nuffield Council’s view; see Nuffield Council, Human Tissue, at para. 6.17.
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would be nothing short of tragic if we reverted to thinking that human rights on
which consent is parasitic scarcely matter at all.*’

There is a tendency toward perceiving consent as a ‘free-standing ethic or
justificatory standard’, the view that there is a wrong merely on account of
an absence of consent per se. Morally speaking, consent may make things
right but its absence does not in and of itself make things wrong. We have
already noted that consent in this connection is linked to a right of control
and is not merely one aspect of a utilitarian balancing act. Beyleveld and
Brownsword note that, from a rights-centred perspective, it is to commit
the fallacy of necessity to suppose that any kind of justification is called for
in the absence of a prima facie violation of an agent’s rights.”” The question
therefore is what wrong is committed if consent is not obtained prior to the
carrying out of the activity concerned. This is necessarily linked to what
interests the requirement is intended to serve and protect. If there were no
interests demanding protection there would be no need to require consent
to safeguard them, and even the routine taking of human material would
be permissible, without more. These interests were analysed in chapter 2.
They are the interests of the tissue source.

Types of consent

It is typically maintained that consent may either be explicit, implicit, or tacit.
Explicit consent is an expressed consent, consisting of some overt commu-
nication of agreement. In much medical practice, however, consent is fre-
quently implicit, conveyed by other actions, e.g. where when one rolls up
one’s sleeve to enable a blood sample to be taken. Arguably implicit consent
is the basis for the absence of a requirement for consent in relation to surplus
tissue from the living for clinical audit, quality assurance and performance
assessment in the 2004 Act. Speaking for the Government during the passage
of the Human Tissue Bill through Parliament with respect to the exception to
the need for consent for clinical audit, quality control and on-the-job train-
ing, Rosie Winterton MP stated “Where tissue is taken from living patients,
some purposes are so bound up with general diagnostic and clinical care that
the consent the patient gives to the procedure itself can be regarded as
consent to those other purposes’.31 In some, limited, circumstances, consent

2% R. Brownsword, “The cult of consent: Fixation and fallacy’ (2004) 15(2) King’s College
Law Journal 223 at 251.

30 Beyleveld and Brownsword, Consent in the Law, p. 239.

31 R. Winterton MP, House of Commons Hansard Debates, col. 990, 15 January 2004. See
also Australian Law Reform Commission, Essentially Yours: The Protection of Human
Genetic Information in Australia, ALRC Report 96, Sydney, 2003, at para. 19.23. In the
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may instead be tacit. Childress has described tacit consent as a ‘consent that
is expressed silently or passively by omissions or by failures to indicate or
signify dissent’.”” Finally, legal consent may be émputed, although to some
this rests on a fiction and cannot be considered a true ‘consent’. Beauchamp
and Childress are sceptical regarding the latter, stating ‘Consent should refer
to an individual’s actual choices, not to presumptions about the choices the
individual would or should make’.””

The Human Tissue Act 2004 states that ‘appropriate consent’ must be
obtained for storage and use of tissue for either research or transplanta-
tion.”* In respect of tissue from deceased persons such consent also
legitimates the removal of tissue from the corpse itself (as regards living
persons, the removal of tissue is governed by the common law). It has
typically been claimed or assumed that the 2004 Act is an explicit consent
system, and the same applies to the system of authorisation under the
Human Tissue (Scotland) Act 2006. However, the 2004 statute does not
define what ‘appropriate consent’ is, only whose consent this is in any
particular instance; although, of course, such legislation operates against
the backdrop of the general law. As McHale states ‘One issue which
remains to be determined following the Human Tissue Act coming into
force is what, precisely, is meant by consent’.”” The Act merely alludes to
the person having made a ‘decision’ to consent to the activity or not to
consent to the activity.’® This would not be problematic if consent had a
clear core agreed meaning. But it does not. Exceptionally, section 3 of the
2004 Act creates requirements as regards an activity involving storage for
use, or use, for the purpose of either public display or anatomical exami-
nation, where a signed and attested signature to a consent expressed in
written form by the deceased is required.’” In so far as no form of consent
is stipulated in any other scenario it might perhaps be perceived that,
contrariwise, consent need nor necessarily otherwise be explicit.”®

same way, the retention of tissue blocks and slides is viewed by the Human Tissue

(Scotland) Act 2006 as a vital aspect of the performance of the autopsy itself.

Performance assessment may include evaluations of in-vitro diagnostic devices.

J. Childress, Practical Reasoning in Bioethics (Bloomington, IN: Indiana University Press,

1977), p. 277.

33 T. Beauchamp and J. Childress, Principles of Biomedical Ethics, 6th edn. (Oxford

University Press, 2008), p. 107.

The provisions are contained in section 2 as regards children and section 3 as regards adults.

J. McHale, “Appropriate consent” and the use of human material for research purposes:

The competent adult’ (2006) 1 Clinical Ethics 195 at 196.

Section 3(6)(a). Consent may therefore be given orally in England, Wales and Northern

Ireland without any particular formalities, so that relatives would ordinarily be the ones to

communicate such a decision.

37 Section 3(3)—(5).

38 There frequently are form requirements attached to a legally valid consent in this sphere,
though. Section 6(2), Human Tissue (Scotland) Act 2006 stipulates that an authorisation

32

34
35

36



106 Human tissue in transplantation and research

However, the debates on the passage of the Human Tissue Bill, coupled
with the recommendations of the inquiry reports which led to the legis-
lation itself, all envisaged consent as being explicit in all instances for the
purpose of the statute.’” Indeed, the Human Tissue Authority (HTA)
Code of Practice on Consent states that “The giving of consent is a positive
act’, implying a definite communicative gesture.” Indeed, whether even
the concept of a ‘decision’ could be conceptually disengaged from the
positive communication of a choice or wish is unclear. It is frequently
alleged that presumed consent is no consent because there is no evidence
of any ‘decision’ having actually been made at all.

The ontology of consent

Legal consent generally encompasses a factual consent of some kind,
either internal (subjective) or external (objective). Factual consent refers
either to a mental state of acquiescence or to the expression of such a mental
state, i.e. a psychological phenomenon or something one does.”*' There
may be a fracture between these two notions, in so far as a mental state of
acquiescence may exist despite not having been expressed at all, or an
expression of agreement may not in fact reflect the individual’s underlying
(non-consensual) mental state. Indeed, many parents involved in the
organ retention episodes supposedly ‘consented’ expressly to their child’s
‘tissues’ being used for research, when their expectation was that ‘tissue’
was considerably more limited in scope than it was ultimately taken by the
professionals to be, i.e. their understanding and expectations differed
from what was expressed on the face of things.

It is sometimes asserted that there is a distinction between consent itself
and evidence of such consent, whether by way of a consent form or other-
wise. The Department of Health Reference Guide to Consent states “The
validity of consent does not depend on the form in which it is given. Written
consent merely serves as evidence of consent: if the elements of

made by a person prior to their death must either be in writing or be made orally. The
2006 Uniform Anatomical Gift Act similarly states that an anatomical gift made by a
donor must be made either in writing, in a will, or by authorising a statement or symbol on
a driving licence or identification card, or in any form of communication (addressed to at
least two adult witnesses) during a terminal illness or injury; see section 5(a)(3).

The Government stated that it anticipated ‘Explicit consent to be the fundamental
principle underpinning the lawful removal, storage and use of bodies, body parts, organs
and tissue’; see ‘Proposals for new legislation on human organs and tissue’, Department
of Health, 2003 at 2.

Human Tissue Authority Code of Practice, Consent, July 2006, HTA, para. 17

Westen enquires what it is that negates criminal responsibility: ‘Is it a subjective experience
on S’s part of choosing conduct for herself? Or is it an objective act on S’s part of
communicating her choice? Or both? Or neither?’ See Westen, The Logic of Consent, p. 139.
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voluntariness, appropriate information and capacity have not been satisfied,
a signature on a form will not make the consent valid’.** In the House of
Lords in Sidaway v. Governors of the Royal Bethlem Hospital, Lord Diplock
stated ‘Consent to battery is a state of mind personal to the victim of the
battery’.*” Grubb has similarly observed that ‘A valid legal consent is given
even where the patient does not demonstrate his agreement providing that
the state of mind was, in fact, that he agreed. In other words, an unexpressed
actual consent in law is a valid consent.”** This would tend toward the view
that consent is a mental state of acquiescence rather than an expression of
such a state, despite the more pervasive ‘lay’ view that consent is something
that a person ‘does’.*> However, as we have seen, a move towards consent
as being expressive can be witnessed in the 2004 and 2006 Acts in the UK.

Displaying an attitude

Whether consent should be seen as either subjective or objective is a matter
of policy rather than philosophical enquiry.*® It depends upon the policy
objectives which the law seeks to achieve in the particular context. There
are a variety of legislative approaches to consent around the globe in other
contexts, with some jurisdictions defining consent as a subjective mental
state (“attitudinal’) and others as an objective expression of an acquiescing
state of mind (‘expressive’).

From a moral perspective, Hurd and Alexander assert that consent is a
mental state and an ‘exercise of the will’.*” There should be some definite
mental acquiescence in altering the rights and status of the other party.
Wertheimer, however, regards consent as expressive. He states ‘It is of the
utmost moral relevance to the evaluation of A’s behaviour whether A has
reason to think that B wants him to proceed’.*® He adds

*2 Department of Health, Reference Guide to Consent for Examination or Treatment,
2001, Department of Health, at para. 11. Moreover, the Code of Practice on Consent
states ‘However, giving consent should not be seen as a single act — the signing of a consent
form. Rather, it should be seen as part of a continuing process’, Human Tissue Authority
Code of Practice, Consent, HTA, July 2006, para. 68.

43 Sidaway v. Governors of the Royal Bethlem Hospital [1985] 1 All ER 643 at 658.

4% A. Grubb, ‘Consent to treatment: The competent patient’, in I. Kennedy and A. Grubb

(eds.), Principles of Medical Law (Oxford University Press, 1998) 109 at 125 [Kennedy and

Grubb, Principles of Medical Law].

Health professionals frequently speak of ‘consenting the patient’ and patients of ‘giving

consent’.

Westen, The Logic of Consent, pp. 140-1.

See Hurd, “The moral magic’ at 121 and L. Alexander, “The moral magic of consent II’

(1996) 1 Legal Theory 165.

A. Wertheimer, Consent to Sexual Relations (Cambridge University Press, 2003), p. 147

[Wertheimer, Consent to Sexual Relations).
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B’s consent is morally transformative because it changes A’s reasons for action. If
we ask what could change A’s reasons for action, the answer must be that B
performs some token of consent. It is hard to see how B’s mental state — by itself —
can do the job.*

Feinberg likewise supports the expressive view of consent. He states

Acts of consent are especially important when our attention centers on the criminal
liability of the actor (A) in two-party cases, and the exculpatory effect of his reasons
for action. He does not have any direct insight into B’s mental states, so the
question of his responsibility must be settled by reference to the presence or
absence of explicit authorization by B, not what B’s secret desires or hopes
might have been.””

Feinberg argues that mere psychological willingness or passive acquies-
cence is not sufficient authorisation to transfer responsibilizy for actions.”
Whilst Beyleveld and Brownsword allege that acting within the scope of
the actor’s will is the paramount concern, they state that ‘Such a one-sided
model, however, fails to protect the interests of agent B who, in good faith,
believes that he or she is the recipient of a consent signalled by agent A’.”*
Their view is that, where consent is ostensibly signalled but does not
reflect the individual’s true subjective will, the actions of the recipient
should nevertheless be protected on the basis of the principle of reason-
able expectation.’” They therefore imply that where a person signals their
consent, this objectively constitutes their consent. There is a tension
between protecting the rights of ‘consentors’ on the one hand and those
persons who act on the basis of such (supposed) consent on the other. If
the law leans too heavily in one direction it will tend to overprotect one
party and underprotect the other.”*

Even Hurd accepts that there may be good prudential reasons in law to
require some overt behaviour manifesting such consent before permitting
alegal defence, i.e. an unexpressed acquiescence may not be normative or

49 Ibid., p. 146.

>0 See J. Feinberg, Harm to Self (Oxford University Press, 1986), p. 173 [Feinberg, Harm
o Self].

Archard advances a similar opinion. He states ‘Consent is an act rather than a state of
mind. Consent is something I do rather than I think or feel ... The view of consent as
something that is done rather than as a state of mind is normally expressed by the
statement that consent should be understood in “performative” and not “psychological”
terms’. See D. Archard, Sexual Consent (Boulder, CO: Westview Press, 1998), p. 4.
Beyleveld and Brownsword, Consent in the Law, p. 189.  >> Ibid., p. 348.

Beyleveld and Brownsword state that “When we discussed the signalling requirement ...,
we suggested that legal regimes should be guided by a principle of fidelity (to the
consenting agent’s will) and by a principle of reasonable transactional expectation (to
protect the interests of the recipient). If we ignore the former, we under-protect the
consenting agent, but if we ignore the latter, we over-protect the same agent’; ibid., p. 343.
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prescriptive.”” Thus, it does not follow that if consent was regarded in
essence as a matter of subjective acquiescence the law would regard
there as being no justification for acting where there was a lack of con-
sensus in fact. Grubb states

[Wlhere the patient conducts himself such that it is reasonable to #mply that he
consented to the treatment or procedure, the law merely prohibits the patient because
of his conduct from denying that he consented even though, in fact, he did not.”®

He maintains that this is better understood as a species of estoppel than as
a form of ‘consent’.’’ Consequently, whether such expression constitutes
the consent or is an additional requirement attaching to a valid consent
may lack practical significance and amount to a mere matter of semantics
in most situations. The law is principally concerned with the adequacy of
consent in any particular context, as opposed to the meaning of consent.
What is required either way is something which entitles a person to
assume that the legal relationship between them has changed and justifies
their action, i.e. is transformative. Westen, however, observes that where
consent is based on objective expression, punishment is being predicated
upon the harms that the actor believes or ought to assume he is inflicting
upon the other party, whereas where it is based on a subjective
mental state it is predicated on whether that other party actually suffers
the harm(s) the offence was designed to prevent.’® He states

Jurisdictions that define prescriptive consent as an objective expression on S’s part
are choosing to predicate an actor’s punishment for offenses of non-consent solely
upon the harms that he believes or ought to assume he is inflicting upon S, and not
upon whether he succeeds in actually inflicting them. In turn, jurisdictions that
define prescriptive consent as a subjective mental state on S’s part are choosing to
predicate an actor’s punishment for offenses of non-consent in part on whether S
actually suffers the harms that the offenses are designed to prevent.”’

To conflate ‘consent’ and an ‘expression of consent’ per se is not merely of
symbolic significance, though,’’ it raises other challenges. Hurd, who

%5 Hurd, ‘Moral magic’ at 122.

6 A. Grubb, ‘Consent to treatment’, in Kennedy and Grubb, Principles of Medical Law at 125.
57 If this were nonetheless to be conceived as a ‘consent’, it would be a fictionalised
(imputed) consent.

Westen, The Logic of Consent, p. 73. Dressler emphasises that the absence of consent is an
element of the actus reus of rape; see J. Dressler, ‘Some cautionary reflections on rape law
reform’ (1998) 46 Cleveland State Law Review 409 at 424.This would not, however,
preclude the use of the law of attempts in the criminal law in certain situations.

Ibid., p. 141. He observes that if a ‘victim’ chooses an act of sexual intercourse, she does
not suffer the primary harm of rape.

Herring maintains that because the deceased might not even have objected to the non-
consensual removal of material, and thus not be harmed, the offence in section 5 of the
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subscribes to the view of consent as an act of will, states that ‘One consents
to an act subject to certain beliefs about it. False beliefs that cause one
to misdescribe another’s act may thus vitiate one’s consent to that act.
Put differently, in cases in which false beliefs result in such a misdescrip-
tion, there may be consent to an act, but there may be no consent to zhe
act.’®' The salutary lessons of Alder Hey highlight the critical need for
proper and adequate accompanying information preceding and under-
pinning every ‘consensual’ act to ensure that such decisions truly effect the
individual’s will.

An appropriate consent?

The Human Tissue Act 2004 generates offences relating to the absence of
‘appropriate’ consent, ostensibly premised on consent as an expression of
agreement.’” Where the person did subjectively agree to the actions of the
third party, even though this was not accurately communicated by him,
conviction of the third party would punish him even in the absence of any
harm caused. However, the third party would have no proper reason to
assume he was entitled to act in the first place. Where consent was
expressed but did not accurately convey the wishes and expectations of
the ‘consentor’, no offence would be committed despite the fact that no
subjective consensus existed. Harm may be caused but no blame attaches
to the actor. Thus, the notion that consent is expressive provides protec-
tion for the actor to the extent that no liability can ensue where the actions
are consistent with the overt communications of the ‘consentor’.

It may seem as though consent is being regarded as a matter of form
rather than substance. But the need for expression can be seen as provid-
ing reliable evidence that a ‘decision’ was in fact made and that agreement
really exists, i.e. cogent evidence of the agent’s will.°” As Simons observes,
“The very act of communicating, which requires some self-consciousness

2004 Act cannot be directed solely to the interests of the deceased at all; see J. Herring,
‘Crimes against the dead’, in B. Brooks-Gordon, F. Ebtehaj, J. Herring, M. Johnson and
M. Richards (eds.), Death Rites and Rights (Oxford: Hart Publishing, 2007) 219 at 236.
Hurd, “The moral magic’ at 127.

Sections 5(1) and 8(2), 2004 Act also state that no liability arises where the professional
concerned ‘reasonably believed’ that appropriate consent had been given, even though it
had not. The 2006 Act has an analogous provision. On the surface, this might appear to
reflect a view of consent as a mental state; that where consent was seemingly expressed but
in fact did not exist, a defence of reasonable (factual) mistake was available. However, this
defence was apparently intended principally to cater for situations where a researcher is
wrongly informed by another that consent had been obtained for the activity.

S. McLean, ‘Consent and the Law: Review of the current provisions in the Human
Fertilisation and Embryology Act 1990 for UK Health Ministers’, Consultation
Document, 1997 at 2.5. See also Beyleveld and Brownsword, Consent in the Law, p. 187.
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and some effort to articulate feelings, at least renders it more likely that the
underlying state of mind communicated is more stable’.°* If no expression
was required, only ambiguous evidence exists that any decision was ever
reached, even in terms of a subjective state of mind. Wertheimer similarly
states that ‘In opting for a performative account of consent, I readily grant
that tokens of consent are morally significant precisely because they are

reliable indications of desires, intentions, choices, and the like’.’

The sounds of silence

In this section I will consider what moral and legal effect is, and should be,
drawn from the silence or passivity of the deceased person.

Explicit consent

An explicit consent system is one where only such a consent will suffice to
permit removal and use of organs and tissues for transplantation or
research after death. This might nevertheless be the consent of the
deceased, the consent of relatives (or a prioritised relative), or of a nom-
inated representative (proxy).

Interestingly, in explicit consent systems the absence of an expressed
wish to donate during life is not taken as presumed evidence of a wish nozt
to donate. To that extent, straightforward analogies with living persons
break down. Thus, whilst Gill states that under an explicit consent regime
‘if there is no evidence that an individual either wanted or did not want to
donate her organs after her death, she is currently treated as though she
did not want to donate’,°° this is not strictly correct. Silence does not carry
such an inference or otherwise there would be evidence of an objection,
which would preclude a relative from giving consent instead in almost all
jurisdictions. Silence seemingly amounts to no more than a mere failure to
consent.®” However, the typical explicit consent system has been best
described as a ‘no-objection-to-delegation’ system.’® This would appear

54 K. Simons, ‘The conceptual structure of consent in criminal law’ (2006) 9 Buffalo
Criminal Law Review 577 at 599.

65 Wertheimer, Consent to Sexual Relations, p. 147.

56 M. Gill, ‘Presumed consent, autonomy, and organ donation’ (2004) 29(1) Fournal of
Medicine and Philosophy 37 at 37.

57 Mehlman states ‘Currently in the United States, a person is presumed to be unwilling to
donate his or her organs at death unless the person, or the family gives permission. In
other words, ours is a system of “presumed nonconsent”’; see M. Mehlman, ‘Presumed
consent to organ donation: A reevaluation’ (1991) 1 Health Matrix 31 at 31.

%8 G. den Hartogh, Farewell to Non-commitment: Decision Systems for Organ Donation from an
Ethical Viewpoint, Monitoring Report Ethics and Health, Centre for Ethics and Health,
The Hague, 2008 at 11.
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to be the appropriate presumption as this is the default position in the
absence of any decision being made by the deceased. One can therefore
assert that the official stance in such instances is that there is an operative
presumption that relatives are entitled to make a decision to donate unless
the deceased had pre-emptively taken the matter out of their jurisdiction
by making an explicit decision regarding donation before death.

Statutes themselves generally contain no specific statement of what
inference should be drawn from the silence of the deceased in such
contexts. Interestingly though, the Human Tissue (Scotland) Act 2006
does make certain assertions in this regard. It states that whilst a nearest
relative may not give an authorisation for transplantation where he or she
has ‘actual knowledge’ that the deceased was unwilling that his body be so
used, the mere fact that no authorisation was given is not to be regarded as
such unwillingness.®” ‘Actual knowledge’ implies direct oral communi-
cation with a relative or the family generally, or some form of written
direction.

With respect to nearest-relative authorisation, the 2006 Act further
states that where the deceased issued an authorisation for the use of tissue
for the purpose of transplantation alone, this does not preclude the nearest
relative from giving an authorisation after death for the use of such tissue
for research, education or training, or audit, unless the relative has actual
knowledge that the adult was unwilling for any part of the body, or the part
in question, to be used for such a purpose.’’ Where the deceased has given
an authorisation for a certain body part to be used for transplantation, the
relative may also give an authorisation for the use of otker body parts for a
different purpose, such as research, unless he/she has actual knowledge
that the deceased person was unwilling for the other parts in question to be
used for rransplantation.”" However, there are some intriguing ‘improper
inferences’ referred to. Not only does the relevant sub-section state that
where the deceased’s authorisation extends only to the use of certain parts
for transplantation this is not to be considered as an unwillingness that
such parts be used for other (e.g. research) purposes, but neither should
this give rise to an inference of actual knowledge that the deceased did not
wish other parts to be used for transplantation; which would preclude a
relative giving an authorisation for the use of other parts for purposes such
as research.”” The first of these inferences seems entirely understandable
in so far as there is no reason why the thought or decision-making process
involved should necessarily have extended beyond the transplant sphere,
e.g. entering one’s name on the NHS Organ Donor Register. However,

% Section 7(4)(a) and (5)(a). "° Section 7(2) and 7(4)(b).
"1 Section 7(4)(c). "? Section 7(5)(b) and (c).
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with regard to the latter inference, this would seem to be open to the
objection that it zs usually reasonable to assume from a declared wish that a
certain part or parts be used for transplantation that there is an unwill-
ingness that other parts be used for that purpose. This is a presumption
which is merited in the circumstances from the failure to authorise per se. It
is well known that a minority of individuals are perfectly happy for their
organs and tissues to be used for transplantation in general, but to have
reservations as regards the donation of certain tissues, e.g. corneas.’”

The Scottish legislation apparently shares such a stance with the latest
(2006) version of the UAGA. Section 8(e) states that, in the absence of an
express, contrary indication by the donor or other person authorised to
make an anatomical gift, an anatomical gift of a part is neither a refusal to
give another part nor a limitation on the making of an anatomical gift of
another part at a later time by the donor or another person. The difficulty
resides in the reference to a ‘contrary indication’. However, the provision
apparently has its origins in local issues relating to the wording of donor
cards issued by specific organisations, which ostensibly limited donation
to only one organ.”* Much depends upon the wording of such forms, but a
specific donation of certain parts would normally tend to infer at least a
reluctance to donate other body parts. The same issue would perhaps
apply where, assuming this was permissible, a deceased person had
donated organs to a specific person or class of persons. If the relatives
could then donate organs or tissues to persons other than those specified,
this would seem to run entirely counter to the wishes of the deceased,
which would surely be inappropriate.

As has been noted, all laws state that relatives are not permitted to
decide to donate organs where the deceased did not wish such donation
to take place. The question then arises as to what evidence suffices to
establish such an objection? In terms of mechanisms for communicating
objections, where there is a register upon which such objections may be
recorded, this is the key medium. But many jurisdictions with explicit
consent regimes still do not have an opt out register, e.g. the UK, and in
the US and Canada. We should turn to the wording of the relevant
statutes first, though. Starting with the Human Tissue Act 2004, the
statute states that the ‘appropriate consent’ is only that of a (qualifying)
relative where there was no decision of the deceased’s to consent to the
activity, or a decision of his not to consent to the activity in question, in

73 See B. Kent and R. Owens, ‘Conflicting attitudes to corneal and organ donation: A
study of nurses’ attitudes to organ donation’ (1995) 32(5) International Fournal of
Nursing Studies 484.

7 See section 2j of the 1987 Uniform Anatomical Gift Act and associated Commentary.
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force immediately before he died.”” No guidance is, however, provided as
to what constitutes a ‘decision’ for these purposes. Clearly if the deceased
included his name on the organ donor register or had signed a donor card,
this would constitute a ‘decision’, as would inclusion on an opt out
register where one existed. The deceased may sign a written document
attesting to the wish not to donate, as is formally recognised in certain US
state laws based on the UAGA,’° but such statements are seemingly rarely
used there or elsewhere. Thus, as regards objections in particular the
normal mode of communication is via relatives. These would invariably
have been communicated verbally.

But what constitutes an (oral) ‘decision’ made in the company of
relatives? Obviously a definite expressed wish would suffice, but what
about reservations expressed casually and informally, e.g. during a TV
programme? These would surely be some of the most likely scenarios. The
2004 Act is unclear here. The intention may instead have been to allow
relatives to make the decision in such circumstances, but ‘informed by’
the remarks of the deceased, rather than disenfranchising them from
doing more than communicating the deceased’s remarks/views. But if
such views were clearly expressed perhaps these would suffice to consti-
tute a ‘decision’ in themselves. Indeed, in Scotland the 2006 Act refers
alternatively to ‘actual knowledge of the deceased’s unwillingness’.
This appears to be a looser standard and perhaps more reflective of the
typical situation. It would, however, disempower relatives from personal
‘decision-making’ in a significantly greater percentage of instances.

Tacit consent

Although Garwood-Gowers states that “There is no such thing as “pre-
sumed consent” in philosophical or legal terms; consent is either implicit
or explicit or it doesn’t exist at all’,”” the notion of tacit consent does have
moral and legal validity in some contexts. The Data Protection Act 1998,
for instance, allows for different types of information provision and con-
sent regimes for ‘sensitive’ and ‘non-sensitive’ personal data, and seem-
ingly provides for lack of objection rather than a positive expression of

7> Section 3(6). This does not apply to public display or anatomical examination, see
section 3(4).

76 See, e.g., section 7, 2006 Uniform Anatomical Gift Act.

"7 A. Garwood-Gowers, ‘Extraction and use of body materials for transplantation and
research purposes: The impact of the Human Rights Act 1998’, in A. Garwood-
Gowers, J. Tingle and T. Lewis (eds.), Healthcare Law: The Impact of the Human Rights
Act 1998 (London: Cavendish Publishing, 2001) 295 at 310.
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assent with regard to the latter.”® The distinction between ‘explicit’ and
‘implicit’ (by which is ostensibly meant ‘tacit’ consent) was also adopted
in a proposal for an instrument on the use of archived human biological
materials in biomedical research drawn up by the Council of Europe in
2002, where ‘Implicit consent’ was defined as ‘consent that is assumed in
the absence of objection after provision of information’,”” i.e. from
silence.®”

Prima facie, therefore, silence/passivity might conceivably be capable of
amounting to a tacit consent in law for the removal and use of tissue for
transplantation or research. However, we have already seen that a lack of
any overt positive decision may generate substantial ambiguity as to the
individual’s state of mind. Beyleveld and Brownsword argue

In the case of signalling, this invites an orientation towards the agent’s subjective
state of mind; it underlines the need for a personal, distinct and unequivocal
indication of consent on the part of the authorising agent; and it suggests that
the standard vehicle for signalling consent should be by way of ‘opting in’ rather
than ‘opting out’.®!

However, whilst many laws in this sphere tend toward an explicit consent
model, silence might perhaps be seen as an expressive factual consent, i.e. a
form of expression. Simmons argues that calling consent tacit merely points
to the special mode of its expression and states ‘But tacit consent is
nonetheless given or expressed’.®” He supports the performative, expres-
sive notion of consent and concurs with Westen that all expressions are
socially constructed and are to be interpreted according to the persons’
interpretive community.®’

78 Schedules 2 and 3, Data Protection Act 1998. It would also seem to be envisaged by the

EU Directive upon which it is based; see Directive 95/46/EC on the Protection of
Individuals with Regard to the Processing of Personal Data and on the Free Movement
of such Data.

Council of Europe, Draft Instrument on the Use of Archived Human Biological Materials in
Biomedical Research, Council of Europe, 2002, articles 2 and 16.

Indeed, even the orthodoxy that silence is no acceptance of an offer in the law of contract is
less certain than generally assumed. Furmston states ‘It may be going too far, however, to
say that silence can never be unequivocal evidence of consent’; see M. Furmston,
Cheshire, Fifoor and Furmston’s Law of Contract, Fifteenth edn., (Oxford University
Press, 2007), p. 62. The United States Restatement on Contracts specifically provides
for certain circumstances or pre-conditions for such agreements; see American
Restatement on Contracts, 2nd edn., 1981, section 69.

Beyleveld and Brownsword, Consent in the Law, p. 188.

A. John Simmons, Moral Principles and Political Obligations (Princeton, NJ: Princeton
University Press, 1979), p. 80 [Simmons, Moral Principles] and A. John Simmons, “Tacit
consent and political obligation’ (1976) 5(3) Philosophy and Public Affairs 274.

Westen, The Logic of Consent, p. 68.
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But silence could only constitute an expression of agreement under
certain societal conditions. Consent should not be inferred from silence
unless there is good reason to believe that this was reflective of actual
acquiescence. Simmons lays down various general pre-conditions to a
legitimate and effective tacit consent.®* These are convincing require-
ments, albeit that some are more pertinent to the present context than
others. If individuals were directly approached and a proper public infor-
mation programme were in place, a failure to object might arguably be
adequate evidence that the person consented to it.

Whilst we are not investigating consent as an ontological concept per se,
the typical perception of a normative legal consent has a factual basis. The
very idea that consent is ‘presumed’ suggests to many that it is simply
concocted, to serve the interests of others. Nonetheless, even wmputed
consent, an alternative legal construction, may potentially have credibility
and is considered in chapter 5. Imputed consent is far from anathema to
legal systems around the world. Indeed, there is arguably a form of
imputed consent to be seen in the concept of substituted judgement
which applies to medical treatment in various jurisdictions, rooted in the
assumed wishes and values of individuals without decision-making
capacity. Feinberg asserts that whilst evidence of the person’s wishes
does not amount to consent, it may in some circumstances be the best
guide as to whether the person would have consented, and will have the
same effect as consent. It can be a ‘consent surrogate’.®” Such imputed
consent is ‘implied in law’.

Consent from relatives

The formal policy trend toward explicit consent in the UK is highly
significant insofar as such ‘explicit consent’ will typically be that of rela-
tives, rather than the deceased adult; albeit that this has historically been
the practice in the context of transplantation in any case. Practices have
been more variable in the context of medical research. Evidence relates
that many parents or relatives were not previously made aware of the
normal post-mortem process or practice of removal and retention at all
in many instances.

Whether we consider a relative’s consent as a zrue consent depends
upon the role of the relatives in this connection. If such relatives are simply
communicating the deceased’s decision on his or her behalf, then relatives

8% Simmons, Moral Principles, pp. 80-1.
85 Feinberg, Harm to Self, p. 187. Westen describes this as ‘hypothetical consent’; see The
Logic of Consent, p. 284.
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are merely acting as agents of the deceased person in this regard. Of
course, relatives might even have been explicitly appointed by deceased
persons as proxies acting for them following their decease. But not only is
the appointment of nominated representatives a comparative rarity at the
present point in time, but only a few laws formally cater for such a
possibility, e.g. UK, the Netherlands, Germany.*°

In explicit consent systems, laws give relatives the power to consent
even where the deceased had not made any donation decision, and their
discretion is not typically constrained in any way. Apparently only in
Germany must decisions be formally based as a matter of law on what
the deceased would apparently have wanted.®” In general, then, decisions
may be based on the supposed wishes of the deceased, those of other
relatives, or on their own wishes and beliefs. This suggests that a personal
decision is being made and that relatives’ (own) consent is an appropriate
use of terminology here. But it has already been seen (see chapter 2) that
the powers of relatives are entirely derivative from the deceased person
him/herself. The Explanatory Report to the Council of Europe’s
Additional (Transplantation) Protocol states ‘Unless national law other-
wise provides, such authorisation should not depend on the preferences of
the close relatives themselves for or against organ and tissue donation.
Close relatives should be asked only about the deceased person’s
expressed or presumed wishes. It is the expressed views of the potential
donor which are paramount in deciding whether organs and tissues may
be retrieved.’®®

But if the relatives are intended to be a conduit for the deceased’s views,
this is dubious as a form of consent where evidence as to the wishes of the
deceased person is either unreliable or entirely lacking. Whilst a substituted
Judgement made on behalf of the deceased is a best guesstimate of their
wishes it is not a ‘factual consent’ — whatever the language of the statute
concerned — without reliable evidence that this reflects the will of the
deceased person. Beyleveld and Brownsword are scathing about the mis-
leading and improper use of the concept and terminology of consent in the
law and assert that substituted judgement requires as a minimum that

86 See section 4, 2004 Act. The 2006 Act in Scotland only creates such a possibility in the
context of post-mortem examination and the removal and subsequent retention and
use of organs; see sections 29 and 30. See also Netherlands Law of 24 May 1996, section
11(4); German Law of 5 November 1997, section 4.

87 German Law of 5 November 1997, section 4(1), although the Law of 30 January 2002 in
Estonia may also be read in this way.

88 Council of Europe, Explanatory Report to the Additional Protocol to the Convention on
Human Rights and Biomedicine Concerning Transplantation of Organs and Tissues of
Human Origin, para. 102.
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there is evidence that it is more than likely that the other person would
have consented to it.?” At best in other circumstances it is an impuzed —
fictionalised — consent.

Laws frequently prescribe a ranking order as regards relatives who may
consent to donation.”® For instance, under the Human Tissue Act 2004 a
hierarchical list of persons in a ‘qualifying relationship’ is provided,”’
under the US UAGAs classes of persons are listed in the statute,’”
under the Human Tissue (Scotland) Act 2006 the ‘nearest relative’ is
established according to a ranking list, and under various statutes in the
states and territories of Australia the (‘senior available’) next of kin is
typically determined in accordance with a prescribed hierarchy.’” A listing
also appears in the German Transplant Law of 1997.”* There are less
frequently ranking orders for relatives under presumed consent schemes.
However, in some of the Australian states and territories the (same)
‘senior available next of kin’ ranking also applies in respect of ‘objections’
from relatives, where the deceased had not objected to donation.””

There are subtle nuances between legislative schemes, although all
stipulate that a person in a lower ranking may not consent to donation
where someone higher on the list is available at the time to make the
decision.’® In the UK, both the 2004 and 2006 Acts state that consent
may be given by one member of the same class of relatives, even though
another member or other members of that same class have objections
thereto;”” although this is not to mandate that such a consent must be
acted upon. By contrast, in the US the 2006 version of the UAGA states

89 Beyleveld and Brownsword, Consent in the Law, pp. 117 and 124.

© In particular, such rankings may not reflect the reality of typical decision-making or

authority within families from different ethnic and cultural backgrounds.
o1 Listed in section 27(4).
92 See section 3, 1968 and 1987 Acts and section 6, 2006 Act.
93 This is typically, in respect of adults, spouses followed by offspring, parents and siblings;
see, e.g., section 4, Transplantation and Anatomy Act 1979 (Queensland); section 3,
Human Tissue and Transplant Act 1982 (Western Australia). These provisions apply as
regards transplantation, or the use of tissue for medical or scientific purposes.
See section 4(1), German Law of 5 November 1997.
See, e.g., sections 4 and 18, Human Tissue Transplant Act 1979 (Northern Territory);
section 5, Transplantation and Anatomy Act 1983 (South Australia). But where the
deceased is not lying in a hospital, senior next of kin, in the prescribed order, are permitted
to authorise (consent) removal and use for such purposes. See also Lithuania Law No.
VIII-1484 of 21 December 1999 as amended by Law No. VIII-1985 of 10 October 2000.
By contrast, in the UK up until 2006 under the Human Tissue Act 1961, any relative
could object.
Generally relatives may be ignored where they cannot be contacted within the requisite
time or if they do not wish to make, or cannot make, a decision. See, e.g., section 27(8),
Human Tissue Act 2004 and section 50(6) Human Tissue (Scotland) Act 2006.
Section 27(7) Human Tissue Act 2004; section 50(5), Human Tissue (Scotland) Act
2006.
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that one member of a class may make a valid gift, but that if another
member of the same class objects, a gift may only be made by a majoriry of
the members of that class who are reasonably available.”® This position
was canvassed in the consultation leading up to the Human Tissue Act
2004, but was not ultimately adopted.

Moreover, in some explicit consent jurisdictions it is not merely rela-
tives who can consent or make an anatomical gift where the deceased did
not decide for him/herself in this regard. The 2006 UAGA, for instance,
adds at the end of the list ‘any other person having the authority to dispose
of the decedent’s body’.”” The latter envisages a coroner or medical
examiner, or even a hospital administrator or government official.'*® It
obviates the need for an explicit consent to donation from either the
deceased or a surviving relative, and would permit donation even where
there are no surviving relatives. However, the commentary on the provi-
sion notes that this would rarely if ever apply to organ donation in view of
the probable time lapse involved, although it might perhaps relate to the
decedent’s eyes or other tissues. The (ethical) source of such a power is
unclear and would drive a wedge between organ and tissue donations.

Authorisation

The language of consent has come to dominate the contemporary trans-
plant and research policy scenes. The Human Tissue Act 2004 elevates it
to its centrepiece and the notion was the central concept emphasised
within the organ and tissue retention inquiry reports. However, in
Scotland the notion of authorisation has been preferred, driven by the
recommendations of the Scottish Review Group on Retention of Organs
at Post-Mortem.'?" Whilst wanting to maintain a consistent approach
across the UK, the Scottish Parliament, to whom matters are devolved,
adopted the terminology of authorisation in the Human Tissue (Scotland)
Act 2006. This was applied across the board to decisions made with
respect to deceased adults as well as children.

8 Uniform Anatomical Gift Act 2006, section 9(b). See also S. Kurtz, C. Strong and

D. Gerasimow, “The 2006 revised Uniform Anatomical Gift Act — a law to save lives’
[2007] Health Law Analysis 44 at 46 [Kurtz et al., “The 2006 revised’]. Under the
Uniform Anatomical Gift Act 1987, it was stated that a gift could not be made where it
was known that another member of the person’s same class had an objection, section 3(3).
See also Section 10 of the Chilean Law No. 19451 of 29 March 1996.

Section 9(a). Adult grandchildren are also included for the first time. The 2004 Act
includes long-standing friends on the list of ‘qualifying relatives’.

100 Rurtz et al., “The 2006 revised’ at 44.

101 Scottish Review Group on Retention of Organs at Post-Mortem: Final Report, 2000.
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The views of the Scottish Review Group were themselves partially a
function of the general context in which the retention controversies arose,
the retention and use of tissue from children after post-mortem examina-
tion. It was observed that the notion of consent is somewhat incongruous
in the context of children who are now deceased, as the authority granted
to parents to consent is delimited by the concept of ‘the best interests of
the child’ which has no clear application to deceased individuals. It was
described as ‘inherently inappropriate’.’°? It took the view that the term
‘authorisation’ strengthened the role of the parents in decision-making as
regards how their children should be dealt with and clarifies the scope of
their legally valid decision-making powers. The Report additionally con-
sidered that the notion of authorisation was most appropriate to meet the
needs of those parents who do not wish to receive information about post-
mortem examination and/or the subsequent removal and retention of
organs and tissues, but who do not object to them. It stated “Whereas,
in law, a valid consent is generally expected to follow the provision of
information, authorisation is not constrained by this requirement’.'*?

However, more broadly, the notion of authorisation was regarded as
stressing the pre-eminence of the wishes of deceased adults in relation to
donation. It was considered that this was one of the failings of the 1961
Act. As regards the practice of asking relatives to agree to the use of the
dead body, rather than simply asking about the wishes of the deceased
person, it remarked that this was ‘understandable’ but ‘fails spectacularly
to respect the competently expressed wishes of the person now
deceased’.'”* The Report stated ‘We reiterate our view that it is for the
deceased during his or her lifetime to direct, if they so wish, what is to be
done with their body after death’.'”” To what extent the language of
‘authorisation’ emphasises this as compared with ‘consent’ may be a
matter of semantic inference, though, rather than any formal difference
in the terminology employed. It was certainly anticipated that the adop-
tion of the terminology of authorisation would render the Scottish legal
position distinctive. However, neither in practice nor in theory have
parental powers been constrained by any notion of ‘best interests’ —
whatever that might mean in this context — as regards donation of organs
or tissues from deceased offspring. This is to apply the concept out of its
intended context, where risk and harm are situation-specific. Thus, the
effect of this change as regards children is likely to be more symbolic than
real. As regards adults, such an alternative conception per se will also
probably be insubstantial. In reality, clinicians are likely to continue to

102 1p4d., section 1, para. 12. 103 1pid., section 1, para. 17.
10% 1bid., section 1, para. 40. % Ibid., section 2, para. 58.
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frequently if not invariably defer to the negative wishes of relatives on
both sides of the border, whatever the wording of the law, in the absence
of an accompanying cultural shift. In any event, the guidance issued as
regards the remainder of the UK by the HTA itself stresses the primacy
of the wishes of the deceased. Of course, there is room for practice to
diverge in Scotland, but that is essentially a matter of will rather than by
dint of the differing language used. To achieve radical change a consid-
erably more mandatory form of wording is probably necessary, such as
that in the 2006 UAGA.



5 Presumed consent

Presumed consent is a central and perennial topic of transplantation
debates in particular, and is viewed by many as a panacea for an insuffi-
cient supply of organs and tissues.' Yet there are few topics in this sphere
as divisive and productive of so much controversy and confusion. Indeed,
its very character as a donation policy is something of an enigma. For my
purposes here, I take ‘presumed consent’ to refer broadly to consent to be
found in the failure to communicate an objection.” As a matter of law,
such regimes may be either hard (strong) or soft (weak). In the former,
removal and use is permissible unless the deceased objected during his/
her lifetime. For instance, in Austria, organs may be removed from a
deceased person unless the physician is possessed of information that
the individual refused consent to donation prior to death.” Poland has a
similar law.” In weak systems, a relative (or relatives) reasonably contact-
able after death must also be offered an opportunity to veto donation by
way of an objection. These form the majority.

In the UK presumed consent has very recently moved — surprisingly in
view of its rejection in the debates leading to the Human Tissue Act
2004 — to the top of the political agenda, with the Government-established
Organ Donation Taskforce (ODT) being requested to take it on board.’ It
was also a major topic included in the US Institute of Medicine I0OM)

The alternative terms ‘contracting out’ and ‘opting out’ are sometimes used. However, I
reserve them for separate use here.

Some commentators exclude tacit consent from this definition. However, I take a broad
approach so as to avoid fine distinctions and wrap up a wide range of usages.

Austrian Federal Law of 1 June 1982, section 62a. See also section 9, Costa Rican Law No.
7409 of 12 May 1994.

4 Law of 1 July 2005.

> See The Times, 20 September 2007. The initial catalyst was the explicit endorsement of
presumed consent in the Annual Report of the Chief Medical Officer 2006: Organ
Transplants: The Waiting Game 27-33. The Kidney Transplant Bill (HL Bill 11) intro-
duced by Baroness Finlay which would have allowed one kidney to be removed in the
absence of evidence of a decision to refuse to donate, received a Second Reading in

[
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Report, Organ Donation: Opportunities for Action, in 2006.° The ODT and
the IOM both considered that presumed consent should not be introduced
in their respective jurisdictions at the present time.” By contrast, the
German National Ethics Council recently recommended that presumed
consent be introduced in Germany,® and the Indian Government is plan-
ning to introduce a presumed consent law (initially for corneas only).’
Policies have been much influenced by geographical location and social,
juridical and cultural background and milieu, with the majority of European
nations adopting presumed consent but relatively few others.'” However,
even where a presumed consent is embedded in law, this is no guarantee
that it is rigorously practised by all or even most professionals on the ground.

Whilst presumed consent has achieved most publicity and notoriety in
the context of transplantation it is also applicable to the use of tissue for
research, and even more generally. The formal legal position contained in
the previous Human Tissue Act 1961, which was at the epicentre of the
organ retention controversies in the UK,'' was presumed consent for
research as well as transplantation, and certain US states have specifically
enacted laws supposedly applying presumed consent to medical
research.'” Whilst presumed consent in this context generally refers to
donation by deceased persons, in the context of research it also has
potential practical application to the living. This dimension is considered
in chapter 6.

the House of Lords but lapsed at the end of the 2007-8 Parliamentary session. Ironically,
the Human Tissue Act 1961, which was at the heart of the organ and tissue research/
retention scandals in the UK, was on its face a presumed consent law.

Institute of Medicine Report, Organ Donation: Opportunities for Action (Washington, DC:
National Academies Press, 2006) [Institute of Medicine, Organ Donation].

Organ Donation Taskforce, The Potential Impact of an Opt Out System for Organ Donation
in the UK, Department of Health, 2008 at 34 [ODT, The Potential Impact]. It recommen-
ded a review in five years’ time. A Committee of Welsh Assembly Ministers also rejected
presumed consent in 2008; see http://news.bbc.co.uk/1/hi/wales/7531859.stm.

German National Ethics Council Opinion, Increasing the Number of Organ Donations: A
Pressing Issue for Transplant Medicine in Germany (Berlin: German National Ethics
Council, 2007) [German National Ethics Council].

‘Organ transplant law may soon make way for presumed consent’, MSN News 2008, at
http://news.in.msn.com/national/article.aspx?cp-documentid=1282316.

Singapore being a notable exception especially within Asia, see Human Organ Transplant
Acts 1987 and 2004. In South America, there is a legal patchwork, with countries such as
Argentina having a presumed consent law, and others such as Venezuela, Peru and Chile
having explicit consent laws. Some nations have moved between presumed and explicit
consent systems, most notably Denmark, Sweden and Brazil.

See D. Price, ‘From Cosmos and Damien to van Velzen: The human tissue saga con-
tinues’ (2003) 11 Medical Law Review 1.

E.g. a Minnesota law provided that hospitals were permitted to remove the brains of
deceased persons who suffered from Alzheimer’s disease in order to discover a cure unless
the coroner was aware of any objections; see Minn. Stat. Ann. Section 145.131 (West,
1989).
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This chapter seeks to examine the philosophical and jurisprudential
essence of ‘presumed consent’, the pre-conditions to its ethical and legal
acceptability, and factors bearing on its suitability for adoption as public
policy in any specific region. In so doing, it is necessary to compare
explicit and presumed consent models. It must be recognised that neither
system currently operates ideally, and thus we are effectively searching for
the preferable system of the two; or perhaps the least of the two evils. There
is an inherent tendency in many regions to view explicit consent as the
optimal scheme subject only to its capability to deliver adequate rates of
donation to meet demand, and to gloss over the implicit flaws in its
operation and premises inherent in its design.'” Explicit consent generally
seeks to accommodate the interests of all affected parties on the donation
side, often in the process fudging the proper entitlements and responsi-
bilities of each.

At the heart of the debate is whether a ‘presumed’ consent is any sort of
real consent at all, or merely a misnomer. Saunders remarks that
‘Presumed consent is no consent’ and is an affront to the moral principle
that is the foundation of consent itself.’* On this view, such a policy can
only be justified by reference to the supposedly greater volume of resulting
organs and tissues, resting upon a beneficence or communitarian rather
than autonomy rationale. For instance, McClachlan states

To say that it can reasonably be presumed that we consent to donate our organs if
we do not specifically say that we do not consent is absurd. It is a deceitful piece of
sophistry. There might be a good utilitarian case for having an opt-out rather than
an opt-in system of organ donation. However, this would mean that there is a case
for using our organs even in the absence of our consent. If consent matters in this
area, then only the explicit consent of the people concerned can justify the using of
their organs after their deaths. If consent does not matter and the use of their
organs can be justified without it, then consent does not matter. We should not
appeal to the bogus notion of presumed consent. '’

If presumed consent is properly to be seen as a form of ‘real’, factual,
consent then it would need to be a zacit consent.'® Alternatively, consent

13 See P. Fevrier and S. Gay, ‘Informed consent versus presumed consent: the role of the
family in organ donations’ (2004), at http://ssrn.com/abstract=572241.

14 Professor John Saunders, Written Evidence to the National Assembly for Wales, at www.
assemblywales.org/bus-home/bus-committees-third1/bus-, paras. 13-14 [Saunders,
Written Evidence].

15 H. McLachlan, ‘Presumed consent is no consent at all’, at www.bmj.com/cgi/eltters/336/
7638/230#189028.

16 By ‘real’ here is meant a consent which incorporates elements of either factual attitudinal
or expressive consent, in Westen’s parlance; see P. Westen, The Logic of Consent
(Aldershot: Ashgate, 2004), Introduction [Westen, The Logic of Consent]. See further
chapter 4 in this volume.
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would need to be impured based on convincing reasons for assuming that
elements of a factual consent existed in the circumstances. The latter,
‘legally constructed’, consent smacks to many of no more than nventing
consent. For instance, Ruth Richardson has opined

In the present day, from time to time, suggestions are raised ..., that we should
extend the law covering organ transplantation in line with a policy referred to as
presumed consent. This is one of the many misnomers with which the language of
transplantation is peppered. Here, lip service is paid to the need for consent, but in
practice its existence is irrelevant, because it is assumed to exist. Presumed consent
is public-relations-speak for the denial of a need even to seek consent."”

This view, in its turn, generates the perception that organs or tissues are
not donated, but are instead ‘taken’ by the State for the benefit of others,
potentially jeopardising public trust. Goodwin opines that ‘Indeed, pre-
sumed consent undermines the very “gift of life” concept. Ultimately, the
extractions in these instances are not “gifts”, but rather “takings” that
would otherwise require due process from the state.”’®

Rationale(s) for presumed consent

The central arguments for, and alleged advantages of, presumed consent

are that it will:

1. Give greater effect to the wishes of now deceased persons

2. Remove a considerable burden from the shoulders of bereaved rela-
tives (other than the parents of young children)

3. Result in a higher volume of organs and tissues being obtained.

As regards the first rationale, we should distinguish between actual for-

mulated decisions and the known or anticipated wishes of the individual.

Whilst the former may be regarded as an orthodox, tacit, consent, the

latter could only give rise to an imputed, non-factual, consent.

The second item can only be justified if it is ethically appropriaze to lift
this alleged ‘burden’ from relatives, which has already been the subject of
analysis in chapters 2 and 3. Cohen avers ‘We ask the wrong persons, at
the worst possible times, questions they should never have been asked’.'”
However, if the decision s properly one for relatives to make, they should
be assisted in making such a difficult decision rather than being sidelined

7 R. Richardson, Death, Dissection and the Destitute, 2nd edn. (London: Phoenix Press,
2001), p. 421.

18 M. Goodwin, Black Markets: The Supply and Demand of Body Parts (Cambridge University
Press, 2006), p. 123 [Goodwin, Black Markets).

9 C. Cohen, “The case for presumed consent to transplant human organs after death’
(1992) 24(5) Transplantation Proceedings 2168 at 2169.
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or constrained in their powers. This cannot truly be a ‘rationale’ for such a
system in any event. Itis merely an (alleged) incidental advantage of giving
effect to the first-mentioned rationale.”’

The IOM Report asserted “The primary argument in favour of pre-
sumed consent is that it would increase the availability of transplantable
organs and that such an increase could save lives and enhance the quality
of the lives of transplant recipients. If a presumed-consent policy did not
have a strong prospect of increasing the number of available organs, there
would be no reason to adopt it.”*! But whilst this may reflect the primary
(political) impetus and catalyst for change, it ought not necessarily to be
viewed as the exclusive rationale for its adoption. It might be right to
introduce presumed consent in some situations even where donation
rates would 7nor necessarily rise. Chris Rudge, the UK ‘Transplant Tsar’,
remarked ‘And the question to ask is not whether presumed consent is a
better way of getting organs for transplant, but whether it is a better way of
getting consent’.** In any event, whilst presumed consent might generally
tend to enhance donation rates, this end-product is the consequence of a
whole variety of interrelated factors (resource, organisational, logistical,
geographical, institutional, religious, cultural, economic, demographic,
etc.) without direct legal influence. Thus, I maintain that enhanced don-
ation rates are presently neither a ‘necessary’ nor a ‘sufficient’ reason for
the introduction of presumed consent, although self-evidently they would
be a crucial advantage.

Indeed, it is instructive to envisage the ideal system and then to work
backwards. If the rrue wishes of all individuals were definitely and accu-
rately known prior to their deaths, and we never needed to infer or guess a
deceased person’s wishes as regards donation, it is submitted that this
would be the preferred system, regardless of whether this generated more
or less organs. It would simply be the right system, both ethically and
legally, by virtue of the respect afforded to the self-determination of the

2% As den Hartogh observes with respect to the Dutch Government’s ‘policy’ of reducing the
number of family refusals, if the next of kin have as much right to refuse as to consent,
reducing the number of refusals cannot be a policy aim; see G. den Hartogh, Farewell to
Non-commitment: Decision Systems for Organ Donation from an Ethical Viewpoint,
Monitoring Report Ethics and Health, Centre for Ethics and Health, The Hague, 2008
at 12 [Den Hartogh, Farewell to Non-commitment]. It is sometimes said that relatives must
inevitably be involved because of the need to take a social history of the donor in order to
minimise potential problems from communicable diseases, etc. This is a separate con-
versation, however. No matter how easily such conversations become conflated, this does
not automatically confer authority to make donation decisions.

Institute of Medicine, Organ Donation, at 12.

‘Giving organs must be seen as being in the donor’s best interests, says new transplant
director’, The Times, 4 August 2008.

2
22

—



Presumed consent 127

individual. We should not lightly override the wishes of individuals even
where existing lives are at stake.”” To adopt such a policy would signal a
utilitarian or communitarian philosophy, i.e. removal entirely as a form of
moral requirement or entitlement of others, which is yet to prove ethically
compelling in most contemporary societies. The wishes of deceased per-
sons are paramount to a suitably ethical donation model. For these
reasons the schemes under consideration in this chapter will be described
as ‘presumed consent’, with the expression ‘opting out’ being used to
describe an at least partly communitarian (conscription)-based model.

Give or take?

Even under regimes of routine taking, without any requirement for con-
sent at all, there may nonetheless be a possibility of opting out. Dickens,
Fluss and King, for instance, remark ‘Presumed consent legislation treats
cadaveric materials as a public asset, but permits individuals who object to
their own or deceased family members’ materials being removed to pro-
hibit recovery’.”* Whilst sometimes referred to as presumed consent
schemes, as in the above quotation, they are essentially divorced from
any notion of individual rights entitlements, even though some leeway is
given to those with objections, by analogy with, e.g. conscientious objec-
tion to military service.?” Thus, despite their rationales being substantially
at variance, there may nonetheless be a resemblance between schemes
based on procedural and substantive justifications. Beyleveld and
Brownsword state that “When the distinction is so qualified, there might
be some blurring of the line between what, for justificatory purposes, is to
be characterised as non-consensual (i.e. obligatory but subject to allow-
ances) and what as consensual’.”® The underlying justificatory basis of a
system may not be transparent.”’ For instance, whilst the UK currently

23 See S. McGuinness and M. Brazier, ‘Respecting the living means respecting the dead too’
(2008) 28(2) Oxford Fournal of Legal Studies 297 [McGuinness and Brazier, ‘Respecting
the living’].

2% B. Dickens, S. Fluss and A. King, ‘Legislation on organ and tissue donation’, in
J. Chapman, M. Deierhoi and C. Wight (eds.), Organ and Tissue Donation for
Transplantation (London: Arnold, 1997), p. 101 [Dickens ez al., ‘Legislation’]. See also
E.-H. Kluge, ‘Improving organ retrieval rates: Various proposals and their ethical validity’
(2000) 8 Health Care Analysis 279 at 286.

2> Providing a right to opt out might be seen as a means of maintaining the trust of those with
forceful opinions against donation.

26 D. Beyleveld and R Brownsword, Consent in the Law (Oxford: Hart Publishing, 2008),
p- 203 [Beyleveld and Brownsword, Consent in the Law).

27 Veatch and Pitt argue that the lack of any explicitness as regards consent in some of the
presumed legislation in Europe highlights the lack of a consent rationale behind such
policies; see R. Veatch, ‘“The myth of presumed consent’, in R. Veatch, Transplantation
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implements an opting out policy for HIV testing of patients attending
genitourinary clinics and for pregnant women attending antenatal care, it
is unclear whether a consent basis was intended or not.?® The tendency of
substantive justificatory schemes is, however, toward limited information
and opportunities for legitimate objections to be recorded; leading to
potential arbitrariness and inequality.’

Many schemes are and have been patently (authoritarian) communi-
tarian or utilitarian in policy orientation, whatever label — presumed
consent or otherwise — is applied to them, i.e. these laws were never
intended to operate as (presumed) comsent laws in the true sense.
Historically, this has been most typically a feature of anatomical dissection
laws. In the UK, such regimes can be seen to date back to the Anatomy
Act 1832 where, in Richardson’s words, ‘the destitute were to be dissected
in the name of medical progress’.”® Many other nations had similar
experiences.”’ More recently, they have been associated with policies
and practices pertaining to the retention and use of organs and tissue for
research following post-mortem examination, such as the autopsy laws of
some former socialist states, e.g. Hungary.”” This legacy taints many
commentators’ views regarding presumed consent and continues to dog
open-minded debate even today.

The organ and tissue retention scandals at various locations in the UK
(and abroad) reveal a similar picture, although principally as a function of
practice rather than policy. It was the failure to approach and adequately
inform relatives that was the principal grievance (as well as the failure

Ethics (Washington, DC: Georgetown University Press, 2000)167 at 168 [Veatch,
Transplantation Ethics]. However, it does not to my mind seem to be crucial whether a
law states its alleged rationale on its face.

See NHS, Reducing Mother to Baby Transmission of HIV, Health Service Circular 199/183,
at www.dh.gov.uk/assetRoot/04/01/21/28/04012128.pdf. See also P. du Zulueta and
M. Boulton, ‘Routine antenatal HIV testing: The responses and perceptions of pregnant
women and the viability of informed consent. A qualitative study’ (2008) 33 Fournal of
Medical Ethics 329.

This type of approach would seem to be reflected in the original draft advice issued by the
HTA in respect of existing holdings or anonymised surplus tissue to be used for ethics-
approved research, that objections should be respected where communicated, even
though no consent is required for their use in the first place; see, e.g., Human Tissue
Authority draft Code of Practice, Removal/Collection, Retention and Disposal of Human
Organs and Tissue, 2005, para. 43.

R. Richardson, ‘Human dissection and organ donation: A historical and social back-
ground’ (2006) 11(2) Morzality 151 at 161. The unclaimed poor and inmates of work-
houses became available for the use of medical science.

Laws elsewhere were modelled on the 1832 Act, as in many states in the US; see D. Sipes,
‘Does it matter whether there is public policy for presumed consent in organ trans-
plantation?’ (1991) 12 Whuttier Law Review 505.

See B. Blassauer, ‘Autopsy’, in H. Ten Have and J. Welie (eds.), Ownership of the Human
Body (Dordrecht: Kluwer Academic Publishers, 1998) 19.
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sometimes to heed the wishes that were solicited) — which in fact the law
itself implicitly necessitated — rather than the fact that only ‘objections’
were sought by law as opposed to positive consent. The Alder Hey Report
relating to the organ and tissue retention practices at the Royal Liverpool
Children’s Hospital revealed both ignorance of the provisions of the law
(then the Human Tissue Act 1961) as well as reluctance to adhere to its
dictates.’” Indeed, in so far as practices in the transplantation and post-
mortem examination contexts deviated sharply in the UK despite being
governed by the same provisions of the same statute, one can observe the
irrelevance of the law to practice at this time.”* The absence of independent
mechanisms for deceased persons to pre-posthumously record their
objections, combined with a lack of prior knowledge of such likely prac-
tices, and the failure to properly consult with relatives, meant that the
voice of deceased persons (or the parents of deceased children) were
simply not heard at all in very many instances. As Saunders has remarked
‘When individuals or their families are not told that they can object or how
to object to organ donation, “presumed consent” becomes in effect a
strategy for avoiding “consent” entirely’.””

Some of the more recent state medical examiner laws in the US are
perhaps an analogous example in the sphere of transplantation. Goodwin
regards such laws, permitting the removal of corneas and/or pituitary
glands in the absence of a known objection from the deceased or relatives,
as policies based only on ‘taking’; although she dubs them ‘presumed
consent’ laws.”’® As the IOM Report stated

These cornea retrieval statutes do not presume consent; rather, they authorize
routine removal subject to the objection of the family. There appears to be little or
no effort to educate the public about these laws, and there is no evidence of
widespread public understanding that these routine-removal laws exist and will
be applied under certain circumstances.’’

33 The Royal Liverpool Children’s Inquiry Report, Stationery Office, 2001 at 361 and 365,
at www.rlcinquiry.org.uk/download/index/htm [Royal Liverpool Inquiry].

In the context of transplantation, consent had always been sought from relatives. Only by
the turn of the millennium was consent routinely sought for the retention of material
removed at post-mortem for research.

Saunders, Written Evidence, para. 18.

Goodwin, Black Markets, p. 123. In the mid-1990s, various US states passed ‘presumed
consent’ laws, many of them based on the provisions of the 1987 Uniform Anatomical
Gift Act (which applied only to therapy and transplantation), although mostly applicable
only to either corneas or pituitary glands; see E. Jaffe, ‘She’s got Bette Davis’s eyes:
Assessing the non-consensual removal of cadaver organs under the takings and due
process clauses’ (1990) 90 Columbia Law Review 528 at 535-7; and T. O’Carroll, ‘Over
my dead body: Recognizing property rights in corpses’ (1996) 29 Journal of Health and
Hospital Law 238 [O’Carroll, ‘Over my dead body’].

Institute of Medicine, Organ Donation at 207.
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Indeed, the application of such laws has not infrequently been subject to
successful constitutional challenge.’® But one cannot justifiably general-
ise from one specific context or experience to another.

Thus, whether a legal scheme operates as one founded on ‘presumed
consent’ is partially a function of the infrastructural and educational
features accompanying it, rather than legal aspiration per se. As Akveld
and de Charro have commented ‘Preference for a certain system does not
necessarily follow from the concept of respecting the rights of self deter-
mination. The extent to which self determination is respected and done
justice to does not depend on the system as such, it depends more on the
organisation of the system and on the way in which assistance functions
within a given system.’”’ It is my assertion, however, that presumed
consent is capable of functioning in an entirely ethical and transparent
fashion.

Presumed consent is nonetheless regularly perceived to be conceprually
synonymous with ‘routine taking’. The IOM Report observed that
‘Presumed-consent and routine-removal policies are commonly confused
or deliberately conflated’.*” A blurring thus occurs as between consensual
and non-consensual removal policies and systems. Moreover, ‘presumed
consent’ is regularly presented as a simple antonym to ‘explicit consent’,*!
implying either that removal occurs with ‘no consent at all’ or alternatively
that consent is immaterial in the face of ‘the taking by the State’. The
contrast is consequently based in many instances on illicit premises. A
related mistaken juxtaposition is the contrast of ‘presumed consent’ with
‘informed consent’, to which I shall return in chapter 6.** In such a
paradigm, it is ordinarily seen as szate acquisition of organs, perhaps

38 See Comments, ‘Forced organ donation: The presumed consent to organ donation laws

of the various states and the United States constitution’ (1998-9) 9 Albany Law Fournal of
Science and Technology 349 [Comments].

J. Akveld and F. de Charro, ‘Organ donation and regulation’, in F. de Charro, D. Hessing
and J. Akveld (eds.), Systems of Donor Recruitment (Dordrecht: Kluwer, 1992) 113 at 116.
Institute of Medicine, Organ Donation at 205. One can see this, for instance, in President’s
Council on Bioethics, ‘Organ Transplantation: Ethical Dilemmas and Policy Choices’,
2006/7, Background Paper, available at www.bioethics.gov/background/org_transplant.
html. Jacobs has stated ‘Another label for presumed consent is, in fact, “routine
salvaging™’; see M.-A. Jacobs, ‘Another look at the presumed-versus-informed consent
dichotomy in postmortem organ procurement’ (2006) 20(6) Bioethics 293 at 294.
See D. Price, Legal and Ethical Aspects of Organ Transplantation (Cambridge University
Press, 2000), chapter 2. By implying that explicit consent, and only explicit consent, truly
is consent.

The Institute of Medicine Report preferred the expression ‘informed choice’ here,
remarking that although the concepts were grounded in the same ethical principles, this
was a decision concerning the disposition of the body after death as opposed to the
survival or quality of life of a living person; see Institute of Medicine, Organ Donation
at 176.

39

4

15}

4

o

42



Presumed consent 131

even state/collective ownership of organs, and sometimes analogised with
national or other community service.*”> The UK shadow health secretary
recently remarked in this context, “The state does not own our bodies or
have a right to take organs after death’.**

The IOM Report, however, rejected the view that these policies are
conceptually akin. It commented ‘Routine removal is broadly communi-
tarian, whereas presumed consent — like expressed consent — is largely
individualistic, even though it may include a role for the family’.*” It
condemned the use of the label ‘presumed consent’ by proponents of
routine removal.”® It is noteworthy that these remarks emanate from an
American source where presumed consent is regularly accused of being at
odds with the values espoused and endorsed within that individualistic,
libertarian, society. The German National Ethics Council likewise explic-
itly recognised the libertarian values embedded within German society,
yet nonetheless expressed support for presumed consent. It asserted

In this connection, the justification for organ removal under the opt-out system
lies not in a solidarity-based obligation to donate, but — provided that an adequate
basis for presumption is created by appropriate measures — in the presumed
consent of the potential donor.*’

Thus, presumed consent is compatible with libertarianism despite being
also supportive of the value of community.*®

PC models

The IOM Report set out three potential models for presumed consent:

1. A tacit, silent consent

2. Based on a general theory of human values or on the basis of what
reasonable, altruistic people should and would do, or

3. Based on what people would have decided if they could have been
asked.

43 See, e.g., L. Fentiman, ‘Organ donation as national service: A proposed federal organ

donation law’ (1993) 27 Suffolk University Law Review 1593 at 1598.

A. Lansley, ‘Everyone “should donate organs™’, at http://news.bbc.co.uk/1/hi/health/
6902519.stm.

Institute of Medicine, Organ Donation at 206.

6 Ibid., at 208.

47 German National Ethics Council at 47. It added ‘In particular, however, the opt-out
system should not be underlain by an obligation to render assistance, possibly enforceable
even against the wishes of the person concerned, but instead by presumed consent to this
assistance’ at 42.

See R. Dworkin, ‘Community and rights’, in G. Dworkin (ed.), Morality, Harm, and the
Law (Boulder, CO: Westview Press, 1994) 36.
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These models all revolve, to one degree or other, around the wishes of the
deceased individual, either actual, assumed, or hypothetical. Official pol-
icies frequently assert that it is the wishes of the deceased that are crucial.
Indeed even most relatives state that giving effect to the wishes of the
deceased is their main function or role.*” The first model is an actual,
factual, consent whilst the other two are ‘constructed’ forms of consent.
The second model will not be considered further here, though. It is not
cogent to argue that an objective model of donation should be adopted,
divorced from any form of individual wishes, even anticipated subjective
preferences. The first model is founded on the notion that consent can be
properly found expressed in the silence of the deceased person in the
specific context and circumstances.

The final model is grounded in convincing evidence as to what the
person would have wished to occur. Usually this is said to be found in the
results of public opinion polls which — in most Western regions — typically
show that the majority of people are inclined to donate their organs after
their deaths. It is therefore an empirical and generalised proposition.
Veatch, however, objects that such polls show that approximately half of
all individuals would refuse to donate, leading to an inference of donation
being incorrect about half of the time; far too large to support a presump-
tion of consent.”” But in some instances it may nonetheless best give effect
to the wishes of deceased persons in the round, to the extent that these can
be properly ascertained. Such a judgement might be bolstered by supple-
mentary inferential evidence at an individual interactional level. On this
view, although the principal focus of most of the debate surrounding
presumed consent has been upon whether ‘consent’ can be considered
to have been given for donation, it should have instead been upon the
extent to which the wishes of deceased persons are respected generally, i.e.
for or against donation.”"

% See M. Sque, ‘Bereavement, decision-making and the family in organ donation’, in
A-M. Farrell, M. Quigley and D. Price (eds.), Organ Shortage: Ethics, Law and
Pragmatism (Cambridge University Press, forthcoming 2010).

R. Veatch, ‘Implied, presumed and waived consent: The relative moral wrongs of under-
and over-informing’ (2007) 7(12) Bioethics 39 at 40. See also Veatch, Transplantation
Ethics, p. 170.

This dichotomy is at the heart of differing views as to whether Article 17 of the Council of
Europe’s Additional Protocol, which requires consent or authorisation to be obtained,
permits removal on the basis of a ‘presumed’ consent. Compare H. Nys, ‘European
biolaw in the making: The example of the rules governing the removal of organs from
deceased persons in the EU Member States’, in C. Gastmans, K. Dierickz, H. Nys and
P. Schotsmans (eds.), New Pathways for European Bioethics (Antwerp: Intersentia, 2007)
161 [Nys, ‘European biolaw’] who argues not, with E. Teargarden, ‘Human trafficking:
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It is submitted that all systems should aspire to make available and to
implement the wishes of all persons who are the potential sources of body
materials, whether living or now deceased, subject only to matters of
logistics, resources, medical unsuitability, or the like.

The locus of consent

There is no denying that, theoretically at least, informed explicit consent is
the best system for donation if one is seeking to ensure that proper consent
is provided for the donation of tissues or organs for transplantation or
research, e.g. by adding one’s name to the relevant organ donor register or
signing an organ donor card. It must be conceded to be inevitable in some
instances of presumed consent that body parts will be taken and used for
transplantation or other purposes from persons who did not want this to
happen (i.e. false positives), or at least had not decided that this should
happen. However, observers routinely gloss over the a priori issue of whose
(explicit) consent it is. It must be appreciated that in most explicit consent
systems, including those in the UK, North America, Australasia and most
parts of Asia, it is the relatives that constitute the gateway to organ dona-
tion, i.e. it is nor a pre-requisite for the deceased person to have consented
to donation. It is the relatives who make the ultimate decision. The views
of the deceased person, if known, merely become a factor in the relatives’
decision-making, which is why positive potential organ donors are
exhorted, in addition to entering their name on the relevant register (if
there is one) and signing an organ donor card, to inform pivotal relatives
of their wishes.” Thus, in such jurisdictions the focus upon ‘consent’
tends to shift the debate away from the deceased individuals themselves
across the board.

Indeed, if either the deceased or relatives may provide consent, is the
scheme underpinned by two separate ethical bases rather than one? If the
former, are these in fact at odds with one another? Comparatively little
debate has been generated on this subject, yet it lies at the heart of the
matter. It has been submitted previously that relatives principally have a
derivative role, emanating from the rights of the deceased. The Final
Report of the Scottish Review Group on Retention of Organs at Post-
Mortem stated “What is absolutely clear is that relatives of an adult have
no automatic legal rights to make decisions on his or her [the deceased’s]

Legal issues in presumed consent laws’ (2005) 30 North Carolina Journal of International
Law and Commercial Regulation 685 at 722. The Council of Europe’s previous Resolution
R (78) 29 expressly included presumed consent within its compass.

%2 This is the advice promoted in the UK, the US, Australia, etc.
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behalf [my addition].”” Beyleveld and Brownsword opine that ideal-type
consent involves individuals personally and unequivocally signalling their
consent.”* If such consent should be given instead by an ‘other person’,
this should be the ‘alter ego’ of the individual. It is hard to see, though,
how any such agency, even implied rather than express, can be gleaned
from silence under an explicit consent model, apart from where it is
permitted to appoint nominated representatives to make the decision.
But whilst they do not have personal rights of decision-making nor are
they true agents, relatives may be entitled to make decisions based on a
substituted judgement as to what the deceased would have wished.

Defaults: presumed dissent?

It has been remarked that ‘Recent insights into the way in which people
make decisions indicates that the choice of defaults is of enormous
importance’,”” an observation with undoubted applicability to donation
decisions. Johnson and Goldstein state

Most public policy choices have a no-action default, that is, a condition that is
imposed when an individual fails to make a decision. In the case of organ donation,
European countries have one of two default policies. In presumed-consent states,
people are organ donors unless they register not to be, and in explicit-consent
countries, nobody is an organ donor without registering to be one.”®

This is not strictly accurate, as we have seen. Whilst a failure to objectin a
presumed consent system triggers a presumed willingness to donate, a
failure to opt in in an explicit consent system does 7ot generate an oppo-
site, presumed objecrion. Informally, such silence may reflect passive will-
ingness, unwillingness, apathy, indifference, or a determination to leave it
to family members to decide. One can make no generalised assumption in
this regard. Formally, though, it is a decision to leave the matter to
relatives after death, in so far as in explicit consent systems relatives
may, usually in a hierarchical order, themselves consent to donation
after the death.””

We may, however, query why, if a failure to object under a presumed
consent model is capable of being evidence of a decision to donate, the

>3 Scottish Review Group on Retention of Organs at Post-Mortem: Final Report, 2000,

section 1, para. 41.

Beyleveld and Brownsword, Consent in the Law, p. 197.

Den Hartogh, Farewell to Non-commitment at 15.

E. Johnson and E. Goldstein, ‘Do defaults save lives?’ (2003) 302 (5649) Science 1338 at
1338 [Johnson and Goldstein, ‘Do defaults save lives?’].

‘Qualifying relatives’, as they are labelled under the Human Tissue Act 2004.
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failure to consent to donation during life is not viewed in explicit consent
systems as a decision 7oz to donate i.e. a presumed dissent? Although it is
indubitably the case that some people who do not make a definite decision
to donate whilst alive are nonetheless still willing to donate (based on the
same opinion poll evidence which suggests that the majority of individuals
are willing to donate their organs/tissues after death, see p. 142), this does
not explain why relatives are permitted to consent to donate on the
deceased’s behalf even where they have no evidence that this is what the
deceased would have wanted. This appears to be chiefly based on prag-
matism. Indeed, it seems to be largely by dint of the fact that relatively few
individuals have explicitly declared their willingness to become organ or
tissue donors prior to their death that the absence of such an explicit
decision to donate by the deceased person is nor seen as a reason to
conclusively decline organ or tissue removal.’® If we were to insist upon
‘“first-person’ explicit consent in all cases, the volume of organs and tissues
for transplants or research would slump dramatically, i.e. the status quo
serves to ensure that the possibility of donation still exists even where the
wishes of the deceased were not manifest.”” However, in the absence of a
utilitarian rationale this is not compelling without relatives having their
own personal right to donate. If the obtaining of more organs were a
sufficient procurement rationale per se then there would be no necessity
for a consensual taking whatever. In so far as explicit consent jurisdictions
allow relatives to make the decision in all cases whether they are aware of
the deceased’s actual or probable wishes or not, they are illegitimately
overreaching their proper role. To what degree such a decision is in fact
‘guesswork’ is examined below.

Related questions

The role of relatives has therefore typically been as defaulr ‘decision-
makers’.°” Den Hartogh observes that “The fact that next of kin are
granted the right to decide in so many countries, sometimes contrary to
the statutory regulations, is not based on an adequate moral justification
but on the sole fact of their presence on the scene and the special

8 The IOM Report noted that if 30 per cent of individuals were to opt out under presumed
consent, that is 30 per cent of instances where families would be ‘blocked’ from donating;
Institute of Medicine Report, Organ Donation at 215.

> F. Kamm, Morality, Mortaliry. Volume I (Oxford University Press, 1993), p. 202 [Kamm,
Moraliry, Mortality].

In the context of post-mortem examinations and the retention and use of tissue for
research, relatives have always been treated as the relevant decision-makers.
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consideration for their circumstance required at that moment’.®* But such
pragmatism cannot ethically ground personal decision-making powers.
Where relatives are permitted to object in their own right under a presumed
consent system, on the other hand, this is a concession to potential severe
distress as opposed to a recognition of a broader ‘decisionmaking’ role.

There may be some who do indeed consider that relatives possess their
own discrete decision-making authority in relation to deceased individu-
als, and who cannot therefore comfortably accommodate presumed con-
sent at all. However, the stance adopted here, giving primacy to the wishes
of deceased persons is, as has been seen, that taken recently by most
political institutions and regulatory agencies in the UK, North America
and in Europe as a whole. The Human Tissue Act 2004 treats the wishes
of the deceased as the pre-eminent factor,’” as does the Human Tissue
(Scotland) Act 2006.%° The US IOM dubbed this an apparent ‘paradigm
shift’.**

Species of consent

To the extent that laws expressly require or are implicitly founded upon
the notion of explicit consent, presumed consent would apparently fall
outwith such schemes. Although the Human Tissue Act 2004 does not
require consent to be in any particular form in this context, it was patently
the legislative intent; the notion of ‘absence of objection’ was the central
mischief at which the statute was aimed. Silence is seemingly regarded as
an absence of consent in this context, with the Human Tissue Authority
(HTA) stressing that consent amounts to a positive act.”” Even a clear
tacit consent would consequently not suffice. However, these are juris-
prudential, jurisdiction-specific, issues divorced from the general ques-
tion whether silence could ever properly be perceived to be a valid
‘consent’ to donation. I will leave until later the question whether, assum-
ing that we are dealing with consent in each instance, an ‘explicit’ consent
has any particular moral or legal force which gives it primacy over a tacit/
presumed consent.

61
62
6

Den Hartogh, Farewell to Non-commitment at 67.

Human Tissue Authority Briefing, Notes on the Human Tissue Act, 2006.

Scottish Executive, Human Tissue (Scotland) Act 2006: A Guide to its Implications for
NHSScotland. HDL (2006) 46, Edinburgh: Scottish Executive.

Institute of Medicine, Organ Donation at 175. See also National Health and Medical
Research Council, Organ and Tissue Donation After Death, for Transplantation, Australian
Government, 2007 at 5.

Human Tissue Authority Code of Practice, Consent, HTA, July 2006, para. 17.
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We saw in chapter 4 that consent is considerably less monolithic in law
than is generally supposed. It has, however, been queried why, as we do
not rely upon presumed consent with regard to medical procedures
performed upon the living, we should do so as regards the dead.
Roseanna Cunningham remarked in the Scottish Parliament ‘It turns
consent on its head. Consent should be a positive decision. We expect
that to be the case in all our human endeavours, from criminal law right
down to the tiny print that requires us to opt out of junk mail if we do not
want to receive it.”°® But the analogies are not convincing. In general, a
competent person’s failure to consent during life is, by default, a decision
to refuse consent. We do not offer an alternative decision-maker in the
event of a consent not being given. The dead cannot be considered to be
synonymous with living people with decision-making incapacity, in addi-
tion to which we do not allow others to routinely make decisions on behalf
of such living adults apart from with respect to their present and future
welfare. Yet, relatives are permitted to give consent to donation after an
individual’s demise in explicit consent jurisdictions even where the
deceased has no present well-being or welfare to preserve.

Whether consent is viewed as subjective or expressive (see chapter 4), a
tacit consent is capable of being conceived — ethically and legally — as a
proper consent in the context of organ or tissue donation. Presumed
consent may be seen as an expressive form of tacit consent in itself, or
alternatively a failure to object might be evidence that the person sub-
jectively acquiesced (consented) to such conduct which the person would
be estopped from denying.®” However, for such an argument to hold and
for such silence to have prescriptive force, there would need to be an
adequate threshold of qualifying conditions which were satisfied. In addi-
tion to the need for any relevant choice to be a product of competence to
assess one’s interests, knowledge of the circumstances and freedom from
pressure,’® Childress has stipulated similar pre-conditions to those set out
by Simmons (see chapter 4) in this context.®” Thus, it is at least necessary
that (a) individuals are aware of the issue being posed and the significance
of opting out or remaining silent, (b) that there are easily accessible means

%6 Roseanna Cunningham, Debate on Motion S3M-483 (George Foulkes), Col.5546, 24
January 2008.

Some statutes have a good faith immunity in this context, including state legislation in
the US.

8 Westen, The Logic of Consent, pp. 177-245.

59 1. Childress, Practical Reasoning in Bioethics (Bloomington, IL.: Indiana University Press,
1997), p. 227. A. John Simmons, Moral Principles and Policical Obligations, (Princeton, NJ:
Princeton University Press, 1979) pp. 80-1 His main theme is that mere residence is
insufficient to amount to a consent to political rule and a social contract, in a Lockean
regard.
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of recording objections, (c) a reasonable period of time is provided in
which such a decision can be made, and (d) there are no significant
detrimental consequences of dissenting. The last criterion might, for
instance, be relevant if knowledge of individuals’ dissensions were made
widely available, exposing them to potential public shame. It can be
clearly seen that prior widespread public education and publication of
the process is essential, reinforced periodically.

Tacit consent

Veatch, Pitt, Harris and Erin, amongst others, all view presumed consent
as an artifice, alleging that the manifested evidence is too equivocal to
constitute a clear and reliable signal that it is the agent’s will to donate.”
Beyleveld and Brownsword also state that the ‘standard vehicle’ for signal-
ling consent should be by way of opting 2, and that silence is simply too
unreliable to act upon.”' Whilst one would agree that the primary task
should be to divine and act upon the subjective will of the individual, the
latter claim is arguably too inflexible and insufficiently context-specific.
The net effect of a general requirement for voluntary, personal explicitly
signalled consent would be that only individuals who had positively
agreed to donate prior to their death would become donors, which
would frequently fail to do justice to the autonomous will of deceased
individuals as a whole.

However, as we have seen, the contexr is critical for interpreting the
proper inference to be drawn from inactivity. Whilst some presumed
consent systems arguably appear to satisfy such threshold requirements,
others are transparently lacking. In some instances there are no conven-
ient registries in existence or these are not routinely searched at the point
of death in any event. Goodwin comments in relation to the US

But how does a dead person opt out of cornea takings? The opt-out provision is
misleading. Living persons are unaware of how exactly to opt out. The fact that
there isn’t a national or state registry, except in Iowa, where one can opt out of
tissue donation, is a significant barrier. States that passed presumed consent laws
failed to take secondary measures to give full meaning to an individual or her
family’s choice to decline extraction. Their failure to do so unquestionably con-
tributes to legal and social backlash against presumed consent policies.””

70 See, e.g., C. Erin and J. Harris, ‘Presumed consent or contracting out’ (1999) 25 Journal
of Medical Ethics 365; R. Veatch and J. Pitt, “The myth of presumed consent’, in R. Veatch,
Transplantation Ethics (Washington, DC: Georgetown University Press, 2000),
pp. 167-74.

7 Beyleveld and Brownsword, Consent in the Law, p. 187.

72 See Goodwin, Black Markets, p. 122.
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Thus, even though the underlying rationale is individualistic as opposed
to communitarian, a system may nonetheless operate as a routine removal
system. However, much hinges upon infrastructure and context. As a
Report in the Netherlands stated ‘In some circumstances, not objecting
may be construed as zacit consent: if the law or common practice has good
reason to interpret silence in this way, if the person involved is aware of
this and if he can lodge an objection in a simple manner at any time he
likes. In such cases, tacit consent is true and full consent.”’” The question
is therefore whether a presumed consent system can truly aspire to such a
level of evidential cogency.

One crucial issue is the extent to which people are directly ‘reached’ by
the requisite information and opportunity to record their wish. The above
Dutch Report argues that the Active Donor Registration System there
which contacts every individual on their eighteenth birthday asking them
to record their wish to donate, refusal to donate, or decision to leave it to
the family to decide, accompanied by full information regarding donation,
would satisfy such infrastructural pre-requisites to ground a satisfactory
tacit consent system, albeit that at present it instead underpins the opt in
policy under Dutch law.”* Non-responders would be informed that they
would be registered as non-objectors and contacted to confirm this and to
inform them that they were able to contact the relevant agency to change
such status at any time.”” This is similar to the proposed scheme proffered
by the German National Ethics Council for adoption, involving all indi-
viduals being contacted and called upon to formally declare their decision,
having been informed that organ removal is permissible unless they have
registered an objection.”® There will of course nevertheless be a small
minority of people whom it will still not be possible to reach by such a
strategy, but arguably at the present time even fewer people are aware of
the position in explicit consent systems where they are taken to be dele-
gating the decision to relatives, whether they appreciate this or not. The
approaches taken by the Dutch and German Reports are arguably a
justifiable basis for an inference of a tacit consent if accompanied by
satisfactory information, episodically reinforced. However, many systems
would be unable to achieve such a level of individual directness and
informedness, and in such cases presumed consent based on tacit consent
is not convincing. As Simmons emphasises, although tacit consent may

7> Den Hartogh, Farewell to Non-commitment at 12. Like Nys (p. 140 below), he does not,
however, equate this to ‘presumed’ consent.

™ Ibid. ” Ibid., at 22.

76 German National Ethics Council at 49. The Council, however, recommended that
relatives should be able to refuse consent in that event.
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constitute a ‘sign of consent’, majoriry consent should not suffice as actual
consent, which must be based in every instance upon evidence of individ-

. . . 77
uals’ ‘intentionality’.

Imputed consent

The second, alternative, presumed consent model views consent as
imputed based on existing evidence of the deceased’s anticipated wishes.
On this rationale, the passivity of the deceased is regarded as the most
compelling evidence of the person’s wishes in the round. Nys, however,
describes presumed consent as ‘fictive’ and remarks that ‘when someone
has not refused removal during his/her life, this cannot be considered the
result of a decision not to decide and to give implicit consent. We simply
do not know whether one wanted to consent or not. Often the term
presumed “consent” is used to label this system but this is misleading.’”’
Garwood-Gowers similarly accuses that whilst it is acceptable to rely on
the clear wishes of pre-posthumous individuals, presumed consent will
result in inappropriate reliance upon evidence as to what individuals may
or may not have wanted.® This forms the essence of the objection of many
commentators. But whilst presumed consent may misrepresent the views
of some persons, as an argument against presumed consent as a whole it
would be decisive only if we removed organs solely from those now
deceased individuals who had themselves previously given an explicit
consent. In fact, as we have seen, the decision is invariably one for the
family in general, who may be in possession of even weaker evidence of the
deceased’s wish to donate than under a presumed consent regime with an
opt out registry. It might simply be a guess. ‘Errors’ (‘false positives’) are
not the exclusive preserve of presumed consent systems. Viewed in terms of
the actual wishes of the deceased person, there will be ‘error’ in any system
where a person is regarded as a potential donor even though they did not
wish to donate or where a person who wished to donate does not become a
potential donor. We are subtly shifting here from a rationale based on
sufficiency of evidence of a decision to donate, toward how best to capture
the wishes of deceased persons as a whole, whether for or against donation.
A less legalistic approach may be seen to emerge, focusing holistically upon

77 Simmons, Moral Principles, p. 71.

Simmons analogously asserts that consent may be ‘implied’ by certain acts which,
although not amounting to consent, are ‘closely related’ to genuine consent; ibid.,
pp. 88-9. However, he argues that such a concept is not underpinned by the principle
of consent itself but by some alternative ethical foundation, e.g. justice.

Nys, ‘European biolaw’ at 165. He does not doubt tacit (implicit) consent, however, only
‘presumed’ consent.

89 A. Garwood-Gowers, Book Review, (2007) 15(3) Medical Law Review 410 at 412.
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the autonomous wishes of such persons in general; not simply as a search
for ‘consent’ as a legal justification for an otherwise wrongful act.

Most explicit consent systems fail to set out the legitimate basis for rela-
tives’ decisions. Just as in some weak presumed consent systems relatives are
simply asked (theoretically) for knowledge regarding any unrecorded objec-
tions harboured by the deceased, relatives in explicit consent systems ought
seemingly to offer only evidence of known wishes of the deceased commu-
nicated during the individual’s lifetime. However, even in the latter context
the decision of a relative may constitute either transmission of an oral
‘decision’ ((non-)consent) by the deceased or alternatively a ‘divining’ of
the deceased’s preferences i.e. acting as a conduit for that person’s antici-
pated/presumed wishes.>' Butin the latter scenarios such a system has shifted,
from the perspective of the deceased, from one based on prior decisions made
by such individuals, to one founded on their assumed wishes. This is more
transparent as regards objections. It is invariably the case that no consent may
be given by relatives where there is knowledge that the deceased objected to
donation. Most legislation, however, merely refers, as is the case under the
2006 Act in Scotland, to knowledge of the person’s ‘unwillingness’, without
specifying any need for this to have been expressed by way of a, formal,
‘decision’ — i.e. knowledge of negative wishes alone suffices to veto dona-
tion.*” Even more directly, the Uniform Human Tissue Donation Act 1990
in Canada states that a listed relative may consent to the removal of tissue
from a deceased person provided that he/she has no reason to believe that the
deceased would have objected to this.*’

It is frequently maintained that presumed consent relies upon the
dubious and collective evidence of willingness to donate derived from
public opinion surveys. Opinion surveys are indeed questionable guides
to real levels of willingness to donate. Firstly, such surveys often ask about
support for organ donation in general rather than an individual’s own
disposition to donate.®* Secondly, even where this is not the case,

81 In some jurisdictions an oral decision suffices for consent or authorisation. This is

expressly provided for in section 6 (2)(a)(ii) Human Tissue (Scotland) Act 2006, and

during a terminal illness/injury under section 5 (a)(3) of the Uniform Anatomical Gift Act

2006. It is also permitted by inference under the Human Tissue Act 2004, which refers

merely to a ‘decision’, without further qualification.

By contrast, the Human Tissue Act 2004 refers to a decision ‘of his not to consent to’,

section 3 (6)(a).

83 Section 4(5).

8% For example, in the US a survey conducted in 2005 found that 95 per cent of the US
public support organ donation see The Gallup Organization, 2005 National Survey of
Organ and Tissue Donation Attitudes and Behavior, at www.organdonor.gov. In the UK,
a survey in 2003 revealed that nine out of ten people surveyed supported organ donation;
see UK Transplant Press Release No. 44/03.
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behavioural research suggests that people are more likely to respond
positively when the issue remains a seemingly distant and hypothetical
one. Thirdly, there may be a desire to conform to perceptions of proper
citizenship. They are nonetheless valuable generalised evidence.
However, such polls reveal varying statistics and are time- and
jurisdiction-specific. Whilst the Euopean Commission’s Eurobarometer
Report in 2006 showed that 56 per cent of Europeans were willing to
donate (of course not all others were unwilling, many were undecided),
there were wide jurisdictional variations — 63 per cent of UK citizens were
willing to donate,®” as well as 69 per cent of citizens in three other explicit
consent jurisdictions: Denmark, Germany and the Netherlands.®® In
terms of presumed consent jurisdictions the variation was considerably
more marked, with only 29 per cent in Latvia, 33 per cent in Austria, but
73 per cent in Finland and 71 per cent in Belgium. Public opinion polls
nonetheless reveal that in the preponderance of European states the
majority of the populace are in agreement with donating their organs for
transplantation after death. The above analysis, however, operates at a
macro rather than a micro level, in terms of overall populations rather than
individuals. But to what extent can the different systems be seen to result
in ‘error’, as measured against deceased’s wishes, i ndividual cases?
There are some logical and intuitive reasons to consider that error rates
are often higher at present under explicit consent systems, although again
nothing conclusive can be demonstrated.

Best wishes

English and Sommerville observe that

the real choice for society is not between explicit consent and presumed consent.
Rather, it is a choice between lack of objection of the relatives and the presumed
consent of the individual ... we may ask which of these options is more likely to

85 This is consistent with other UK surveys, e.g. a YouGov survey in October 2007 showing
that 62 per cent of respondents were willing to posthumously donate organs; see www.
bma.org.uk/ap.nsf/AttachmentsByTitle/XIL.Sorgandonation07/$FILE/organdonation07.
xls; and an independent MORI survey in 2007 which found 59 per cent of individuals
certain or likely to donate their body, organs, or tissues for medical research, education or
transplants; see Human Tissue Authority Stakeholder Evaluation, General Public
Qualitative and Quantitative Research, June 2007 at 41.

Special Eurobarometer Report, Europeans and Organ Donation, European Commission,
May 2007 at 7-8 [Special Eurobarometer Report]. Citizens in Northern Europe were
most likely to declare their willingness to donate (Sweden =81 per cent; Finland &
Belgium =73 per cent) whilst citizens in Eastern Europe were least likely to do so. A
Forsa survey in 2003 found that two-thirds of German citizens were willing to donate their
organs after death; see German National Ethics Council at 17.
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reflect the deceased’s wishes. Arguably, if it were common for families to discuss
tissue and organ donation, it would be clearly the former since relatives would
convey those conversations. Generally, however, this does not happen.®’

We should therefore ask how these different systems/models ‘match up’
in terms of their reflection of the true wishes of donors. The
Eurobarometer Survey revealed that across the Member States as a
whole only 41 per cent of individuals had even raised the subject of
donation with their relatives.®® Other evidence supports the notion that
fewer than 50 per cent of relatives in the UK know the deceased’s wishes
at their death.®® Similarly in the US.?° Registers generally record only
the wishes of a minority of individuals.”’ In the face of substantial
uncertainty about the deceased’s wishes, relatives are nonetheless enti-
tled, even obliged, to make a decision.’® In explicit consent systems
(allegedly) unethical removals, viewed from the perspective of the wishes
of the deceased, will therefore consistently occur, in particular where
relevant relatives are unaware of the individual’s wishes or act upon their
own views. The superiority of the explicit consent model is nonetheless
typically premised on the notion that unwilling removal and use renders a
donation system ethically defective. Thus, whilst relatives have a role to
play with respect to the wishes of the deceased, the ability to ‘consent’
under explicit consent schemes ordinarily cannot be properly viewed as
any legitimate form of ‘proxy consent’. As Beyleveld and Brownsword

87 V. English and A. Sommerville, ‘Presumed consent for transplantation: A dead issue after
Alder Hey?’ (2003) 29 Fournal of Medical Ethics 147 at 149 [English and Sommerville,
‘Presumed consent’].

Special Eurobarometer Report at 44-5. Figures ranged from 75 per cent in the
Netherlands to 24 per cent in Austria and 16 per cent in Romania.

A figure of 43 per cent was revealed by the Eurobarometer survey, :bid. A BBC survey in
2007 found that 51 per cent of individuals had not discussed their donation wishes with
their loved ones; see http://news.bbc.co.uk/1/health/4165656.stm. A poll of 1009 Scottish
adults in 2004 revealed that just under half of respondents willing to donate organs had
informed their family of their wishes; see G. Haddow, ‘““Because you’re worth it?” The
taking and selling of transplantable organs’ (2006) 32 Fournal of Medical Ethics 324 at 325
[Haddow, ‘Because you’re worth it’].

A survey in the 1990s found that only 38 per cent of individuals had discussed their wishes
with their family; see A. Spital, ‘Mandated choice: A plan to increase public commitment
to organ donation’ (1995) 273(6) Fournal of the American Medical Association 504.

27 per cent of the UK population (15 million) had placed their names on the NHS Organ
Donor Register as of March 2009. The highest rate of registration is in the Netherlands,
presently around 45 per cent of the population.

Studies in Germany have shown that as many as 90 per cent of individuals had not
conveyed their wishes to relatives; see C. Wesslau, K. Grosse, R. Kruger, O. Kucik,
F. Nitschke, D. Norba, A. Manecke, F. Polster and D. Gabel, ‘How large is the organ
donor potential in Germany? Results of an analysis of data collected on deceased with
primary and secondary brain damage in intensive care unit from 2002 to 2005’ (2007) 20
Transplant International 147.
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state, to base a ‘consent’ on a substituted judgement where there is
convincing evidence as to the person’s wishes is one thing. To guess is
another.”’

Error

In an explicit consent system relatives can make ‘decisions’ either to
donate ornot to donate, and there are therefore two potential sources of
error. There is abundant evidence, though, that in explicit consent
systems where the deceased person declared a willingness to donate
(e.g. by placing the name on the organ donor register) relatives will very
typically, although not invariably, agree to donation.’* They will also
generally agree to donation where they are in possession of alternative
evidence of the deceased’s willingness to donate.’” However, as noted
above, deceased persons fail to discuss such matters with relatives in
most instances, regularly leaving relatives either to second guess the
deceased’s wishes or make such a decision for themselves. In the face
of uncertainty regarding the deceased’s wishes, relatives very fre-
quently refuse to consent to donation. Despite the fact that we can
plausibly infer that most individuals in the UK are inclined to donate,
the Potential Donor Audit (PDA) revealed rates of relative refusal of
organs in 2005-6 around 40 per cent, as high as 70 per cent in some
regions and amongst some groups.’® In the Netherlands, in the
55 per cent of instances where the deceased had not registered a
positive wish to donate, more than two-thirds of relatives refused to
consent.’” By contrast, rates of refusal are much lower in soft presumed
consent jurisdictions such as Belgium (approximately 10 per cent).”®
Sue Sutherland, previous Chief Executive of UK Transplant, has

93 Beyleveld and Brownsword, Consent in the Law, p. 117.

4 Relatives approve donation in the UK in 90 per cent of instances where the individual had
placed his/her name on the Organ Donor Register; see ODT, The Potential Impact at 14.9.
See also M. Sque, S. Payne and J. Clark, ‘Gift of life or sacrifice? Key discourses for
understanding decision-making by families of organ donors’, in M. Sque and S. Payne
(eds.), Organ and Tissue Donation: An Evidence Base for Practice (Maidenhead: Open
University Press, 2007) 40 at 41 [Sque, Payne and Clark, ‘Gift of life?’].

The Eurobarometer Survey showed projected refusal rates ranging from 26 per cent
(Sweden) to 68 per cent (Romania); see Special Eurobarometer Report at 12. The UK
figure was 37 per cent. The latest PDA figures, for the financial years 2006-8, continue to
show overall refusal rates of around 40 per cent, see (2008) 68 NHS Blood and Transplant
Bulletin 11.

Den Hartogh, Farewell to Non-commitment at 73. Similarly high rates of refusal have been
traditionally seen in the US, at around 50 per cent; see H. Nathan, ‘Organ donation in the
United States’ (2003) 3(Suppl. 4) American Fournal of Transplantation 29 at 31.

8 The figure is somewhat higher in France, at around 30 per cent.

95

96

97



Presumed consent 145

remarked that ‘A key reason why relatives feel unable to agree to
donation is that they do not know what their loved one would have
wished. We know however that family members rarely object if they
know their relative wanted something positive to come from their
death.””” Such refusal rates are not surprising. Quite apart from their
perceived role in ensuring or facilitating the respectful preservation and
disposal of the corpse, and coping with their own grieving, it is in any
event a difficult decision, a ‘sacrifice’ as some have termed it.'°° There
is a need for staff to display a high capacity for empathy, consistent with
the relatives’ sense of bereavement.'“’ In a substantial proportion of
these cases the deceased might have been entirely content for donation
to have ensued, and thus ‘error’ (false negatives) will have occurred in a
significant volume of scenarios.

In presumed consent systems, by contrast, those who wish to donate are
more likely to have their wishes fulfilled as they have no need to do
anything positive to signal their agreement and it is unlikely such wishes
will be overridden by relatives where he/she did not formally object. The
German National Ethics Council stated ‘One reason why a larger number
of organ donations is achieved even under the extended opt-out system is
no doubt that the relatives are not required to take any specific action as a
condition for the permissibility of organ removal. In a situation that is in
any case extremely traumatic for them, they are in effect able simply to let
matters