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“Unser Leben kann sicherlich durch die
Artzte um keinen Tag verlangert werden, wir
leben, so lange es Gott bestimmt hat; aber
es iIst ein groler Unterschied, ob wir
Jammerlich wie arme Hunde leben oder wohl
und frisch, und darauf vermag ein kluger

Arzt viel.”

Goethe 1749 - 1832
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Preface

The writer’s inspiration to conduct an investigation of the doctrine of presumed
consent and incentives such as the principles of required response and
required request in respect of organ procurement system commenced in 2002
whilst in the employ of the University of Pretoria as an assistant and later as
an academic associate at the Department of Public Law. The result of the
research indicates that the legal principles relating to transplantation of organs
are an exciting and increasing developing area in many foreign jurisdictions.
Unfortunately, the research also revealed the lack of South African

development both from academic and regulatory perspectives.

The philosophical approach to the undertaking of this dissertation is to
contribute to the small percentage of South African literature on
transplantation law and to create awareness about this field of study. The
topics for discussion are divided into three main research areas namely organ
procurement systems, preservation of tissue and allocation procedures.
These areas correlate with the completed process of transplantation:
procurement of organs, preservation after removal and allocation to a

recipient.

The format of the dissertation consists of two parts. Part one deals with organ
procurement systems to which the majority of this dissertation has been
dedicated. More specifically, this part deals with the procurement of organs of
deceased donors and specifically with the problem of increasing the supply of
procurable organs for an ever-increasing demand thereof. Part two deals with
a capita selecta of issues in respect of preservation and allocation of organs.
This part extends the discussion from a legal point of view to introduce the
reader to certain ethical perspectives surrounding these issues. It must be
noted that only a capita selecta of ethical theories and criteria was included to

emphasize the potential problem areas and policy suggestions.
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Against the abovementioned structure of this dissertation, the following

should be specifically noted:

In respect of the procurement process, various organ procurement
systems and incentives to support this process have been developed
to increase organ procurement. These organ procurement systems can
be divided into two distinct forms, namely presumed consent systems
and explicit consent systems. Systems that requires explicit consent
are well known mainly due it's application in South Africa and the
United States of America and are in most part, a fully developed organ
procurement system. On the European continent, another form of
organ procurement system has in the past few decades been
developing which operates in the exact opposite of an explicit consent
system. This dissertation analyses the principles of this lesser-known
the doctrine of presumed consent in terms of organ procurement as a

viable substitution to an explicit consent system.

Secondly, incentives have been created to assist the functioning of
organ procurement systems. In this regard, incentives can be classified
as practical activities to encourage the public to participate in a
particular activity. In respect of organ procurement systems, these
incentives act as “agents” to help the functioning of a procurement
system for example prior to completion of a government registration
form, an applicant must complete an organ donation questionnaire.
This dissertation analyses the principles of required response and
required request as possible incentives to assist in increase public

awareness to organ donation.

Finally, problems in the preservation of tissue and allocation
procedures pose further problems in respect of fairness and equitable
procedures. One of the main reasons is due to the lack of
governmental guidance. In South Africa, the promulgation of the

National Health Act of 2003 seems to be the first steps to develop and
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improve the current legislative frameworks in respect of preservation of
tissue and allocation procedures. However, until the final regulatory

framework is introduced, this area is still very much in a “twilight zone”.

The writer envisaged providing an informative discussion on foreign law
relating to transplantation law. This discussion deals extensively with foreign
legal principles as encapsulated in legislation and reflects the objectives of
section 39 (1) of the Constitution® that the use of public international law and
foreign law must / may be utilised as tools of interpretation and guidance
mechanisms by our courts. The discussion is structured in such a way that the
general principles of each topic is discussed, where after the discussion on
the applicable foreign law follows as is applies to that specific topic. Due to
the sheer volume of these laws, a capita selecta of countries were chosen to
provide the reader with the most well known examples of these principles
within the global theatre of discussion. In respect of part one, the discussion
on organ procurement systems analyses the legal principles of Belgium and
Spain as applied. Secondly, it would be appropriate to provide a detailed
discussion on the U.S. Federal and State law in respect of incentives to organ
procurement system as incentives such as the principle of required response
and required request having been developed the United States of America.

In part two, the discussion continues in respect of legislative developments in
Belgium and the United States with regard to preservation of organs and
allocation procedures.. The reason is not only from a perspective of
continuing consistency, but also to highlight the quality and stage of
development of these laws. Especially, the Belgian legislative framework
provides an impressive collection of laws relating to various aspects of

medical jurisprudence, including transplantation law.

Research relating to the theoretical perspectives of the doctrine of presumed
consent and the principles of required response and required request show,
that the South African regulatory framework relating to transplantation law can

benefit greatly from foreign experiences. The writer is however, not of the

1 Act 108 of 1996.
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view that these principles should be directly imported into South African law

as so-called “africanised” belgian transplantation law.

Finally, attention is drawn to the fact that the practical importance of socio-
economic rights has an immense impact on this dissertation. In this regard,
the central issue is the patient’s financial ability to pay for the transplant
operation. It is a sad fact that if a patient does not have the required financial
support to undergo the medical operation, none of the developments in the
field of transplantation law would be attributed to that individual. In almost all
developing countries and even some developed nations, the realisation of

financial aid to transplant recipients, poses the biggest challenge.

It should be pointed out that, if development from a socio-economic
perspective were achieved, it would definitely guarantee successful reforms.
Unfortunately, in the light of the decision in Soobramoney v Minister of Health
Kwazulu-Natal® the socio-economical mindset from the South African
government has not yet achieved such a point as to realise section 27 of the
Constitution®. In other words, this means that the best legislative reforms
might be in place, however if the patient is without the necessary financial
support to pay for the medical procedures, such reforms seems pointless. In
this sense, the findings in the dissertation seem worthless. Hopefully, the
future will see the realisation to these problems.

21998(1) SA 765(CC)
% Act 108 of 1996.
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CHAPTER ONE

INTRODUCTION TO TRANSPLANTATION LAW

1. General Introduction

Organ donation is, quintessentially a controversial issue. The reason being, it
raises many difficult legal and ethical issues relating to the procurement of
human organs, transplantation and distribution procedures. Concepts such as
these tend to create public deliberation about the quality and the mortality of
their own lives and death. People usually shy away when it comes to these
issues, which makes their aspiration to consider organ donation remote, even

inconceivable.

The principles of transplantation law are a combination of legal principles
encapsulated in legislation and case law* bio-ethical proposals and
government policies. This integrated combination of ideologies delivers
complex issues in a number of areas. In order to establish an effective
transplantation best practice policy, interaction and harmonization of the

variants of these principles are necessitated.

Research indicate that skin was transplanted to replace noses destroyed by
syphilis in Egypt and some Hindu societies over 5000 years ago’
transplantation procedures is an invention of the twentieth century.® South
Africa, in particular, has a strong history with organ transplantation. In 1967

Dr. Christaan Barnard performed the world’s first successful heart

4 Specific problems pertaining to the procurement and allocation of organs are not limited to individual
countries, but experienced on an international level, which requires the study of the regional
transplantation laws. Notably, organ transplant systems are divided into regions applying an explicit
consent procurement system a posed to presumed consent countries.

® Price Legal and Ethical Aspects of Organ Transplantation (2000) 2.

® Alcorn and Harris To Solve a Deadly Shortage: Economic Incentives for Human Organ Donation
Issues in Law and Medicine 16 (2001) 213.

13



University of Pretoria etd, Fourie E J (2006)

transplantation at De Groote Schuur Hospital in Cape Town.’ Although, this
was not the world’s first ever organ transplantation, it paved the way towards
the medical advancement of transplantation techniques of human tissue and
organs from one human to another. Since 1967 medical technology have
increased immensely and in the year 2005, it is possible through complete

organ donation from just one donor to save up to 25 people’s lives®.

2. The Purpose of the Study

In the previous paragraph, it was mentioned that ancient societies
experimented with transplantation procedures, but it wasn’t until the world’s
first ever successful heart transplant operation was performed in 1967 that
transplantation have been recognised as a medical miracle of the twentieth
century. Since then the ever-increasing demand for organs and tissue,
prompted governments to introduce different methods of obtaining human
organs for transplantation. This led to the introduction of various procurement
systems such as routine salvaging, compulsory organ donor registration cards
and even financial incentives or benefits to organ donors or a donor’s family in
the event of organ donation. These procurement systems hold different kinds
of ethical, moral and legal implications. The aim of this dissertation is to
research the basis, principles, problems and possible solutions of the organ
procurement system that incorporates the doctrine of presumed consent and
two organ procurement incentives: the principles of required response and
required request.’Once organs are procured, the next step in the process is
that these organs should be allocated to the correct recipient. In the light of
many ethical and legal speculations, these legal and ethical implications of

organ allocation procedures are evaluated.

A glance at the history of transplantation provides a good indication that the

evolution of transplantation laws is still in its infancy internationally, and there

" Barnard South African Medical Journal (1967) 1271.
8 See for further information http://www.transplantnetcare.co.za/.
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is plenty of opportunity for development. Research conducted for this
dissertation show that the problems experienced within this field are not
localized to a specific region. Both developed and developing countries share
many common problems regarding organ procurement, preservation and
allocation procedures. This is the reason behind the need for legislative
development at a regional level as so much on an international level, and also
that foreign developments pertaining to legislation and policy decisions should

be closely monitored.

To keep this dissertation within the reasonable and applicable ground of the
South African medical law, it is structured in such a way that reference is
made to the current South African legislative position.'® The South African law
is critically analysed and a legal opinion formed which incorporates an
evaluation of the exact position with the context of foreign legislative

developments. This dissertation have been structured in the following manner:

e Chapter One establishes the introduction to transplantation laws in
general and familiarizes the reader with the concepts, which are
discussed in this dissertation.

e In Chapter Two, organ procurement systems and procurement
incentives are critically evaluated. This chapter analyses the doctrine of
presumed consent and the principles of required response and
required request. The discussion of the doctrine of presumed consent
is based upon the degrees of application of the doctrine, the unique
elements and ethical approaches to the doctrine. This analysis is made
through a legal comparative study in terms of South African legislation

and foreign legislative frameworks.

® The extent and nature of these organ procurement systems have been thoroughly analysed and been
introduced in certain continental European countries. Other jurisdictions such as the United States and
Brazil have approached these systems on a very cautious basis.

1% The writer was fortunate to conduct research in a period where new legislation was promulgated
through which the national health regulatory framework was radically changed. Throughout this
dissertation, reference is however still made to the position prior to the enactment of the National Health
Act as it is to provide a complete picture of the current law.

15
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e Chapter Three evaluates the final two stages in the transplantation
process; namely preservation of human organs and allocation
procedures. With regard to aspects of preservation, the lack in South
African legislation to regulate these matters is discussed, with
reference to foreign laws. The final part of the chapter assesses the
problems areas of allocation of procured organs, and the discussion is
based surrounding the discrepancy between the magnitude of ethical

approaches and regulation of allocation procedures.

e A proposed draft National Health Amendment Act is presented in
Chapter Four, which amends section 62 of the National Health Act 61
of 2003 to include the doctrine of presumed consent as a procurement
system for deceased donors.

e Finally, Chapter Five contains concluding remarks on the matters
discussed in the preceding chapters and attempts to make
recommendations to any future developments within National Health

Act relating to organ procurement systems.

3. Methodology

There exist many facets which are applicable towards to the study of the
doctrine of presumed consent and the principles of required response and
required request for example ethical, moral, philosophical and legal principles.
The method used to achieve the purposes of this dissertation is through a
process of researching various sources. These include traditional sources
such as books, theses and journal articles; however, a large portion of the
research material were gathered from the Internet and web based
applications for example West Law International. The reason being that the
Internet provides an immense source of information, which is easily
accessible and, for the most part, up-to-date. In my opinion, it is not only
becoming a trend but is an absolute necessity to use these applications and
services provided by the Internet more frequently in the gathering of

information for the compilation of research reports, dissertations and theses.
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Various institutions have also realised the potential of the Internet by making
websites and related applications available on the Internet for the easy
accessibility to foreign researchers and institutions. This interlinking between
institutions creates an immense global network, which is excellent for

improving the quality of research done globally.

Due to the nature of the research done for this dissertation, a distinct feature
is the reference to foreign laws, regulatory frameworks and policies pertaining
to organ procurement systems, incentives and preservation of organs and
distribution procedures. The reason for the inclusion of these laws are twofold:
firstly, international reforms on transplantation laws set good illustrative
models that could be followed in developing local transplantation laws and
secondly, guarding against inadequate legislative reforms. A capita selecta of
countries have been selected, which attempt to provide an informative
discussion of these various regulatory frameworks. It should be borne in mind
that due to the sheer magnitude of information on procurement systems,
preservation methods and distribution procedures at an international level,
this dissertation is restricted to provide only certain information relevant to this

discussion.

4. The Process of Transplantation

In order to understand the structure of this dissertation in its totality,
cognisance must be taken of the process of transplantation. This process
establishes the time period between removal of organs, maintaining these
organs from harmful diseases and allocation to a recipient or transplant

candidate.

Defining the term “transplantation of organs” would be to perform a medical
procedure whereby living tissue'* from a human body is removed from that

™ The kinds of organs and tissue, which can be transplanted, are kidneys, livers, hearts, lungs,
pancreas and bone marrow. Transplantation methods makes it possible for regenerative tissue and cells
such as skin, blood, hair, and oocytes to be transferred from one person to another.
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body and transferred to another person. The outcome of the operation is to
replace tissue and organs no longer able to fulfil its original function efficiently

caused by a disease, injury or another form of abnormality.*?

A schematic visualization of the regulatory framework containing the
principles of transplantation law can be presented as the following:

TRANSPLANTATION PROCESS

Procuring sufficient organs MPreservation of organs Mistribution and allocation of organs

4.1 Removal of Organs

The opening part of this process, indicate organs and tissue™® should be
removed from a human body. This requires, in the case of a living donor, that
the patient should undergo a non-therapeutically operation for the
procurement of organs and tissue. Tissue from cadaveric (deceased) donors
is usually removed after it has been established that the patient is deceased.
An effective organ procurement system should be established to provide for
measures to legitimise established removal procedures, for example was
consent obtained from the donor? This process seems relatively
uncomplicated. In practice, the entire transplantation process is hampered by
the scarcity of procurable organs'®. The demand for human tissue and organs
greatly out weighs the supply thereof.'®

2 Own definition.
13 |t should be noted that throughout this dissertation the definition of tissue will be used as referred to it
the National Health Act 61 of 2003, when reference is made to organs. The definition of tissue includes
flesh, bone, a gland, an organ (own emphasis), skin, bone marrow or body fluid, but excludes blood or a
amete.
4 Geyser Organ Transplantation: New Regulations to Alter Distribution of Organs Journal of Law,
Medicine and Ethics Spring 28 (2000) 95; Keller The Bed of Life: A Discussion of Organ Donation, Its
Legal and Scientific History, and A Recommmended “Opt-Out” Solution to Organ Scarcity Stetson Law
Review (2003) 855; Liddy The New Body Snatchers: Analysing the Effect of Presumed Consent Organ
Donation Laws on Privacy, Autonomy and Liberty Fordham Urban Law Journal 24 (2001) 816; Mehlman
Presumed Consent to Organ Donation: A Reevaluation Health Matrix 1 (1991) 31.
® The key to increase awareness of organ donation lays in the fact that public perception needs to be
changed. The only manner to reach this goal is through public education. The argument can be raised
that the onus should be placed upon the health practitioner and the government to provide sufficient and
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In this sense, the medical miracle of extending human life created by
advancing medical technology is in actual fact it's own victim. Prompted by
these circumstances, government policy makers supported by medical
ethicists and lawyers, introduced incentives to curtail the problem by
increasing the supply of organs through public awareness campaigns,

financial rewards and; at times introducing draconian procurement systems.

The basic requirement before transplanting tissue and organs into the
recipient is that informed consent must be present. This requirement assumes
that there is duty of disclosure upon the health practitioner to inform the
recipient patient of the advantages, disadvantages, risks, recovery methods
etc.'® In a hypothetical situation, if a policy for the establishment of presumed
consent is introduced in South Africa, the argument can be raised that the
duty to provide information becomes the responsibility of the National
Department of Health (in collaboration with the Provincial Departments of
Health). This dissertation analyses the legitimacy of the following procurement
system and procurement incentives, the doctrine of presumed consent and

the principles of required response and required request.

4.2 Preservation of Organs

Once the tissue have been legally procured, the second phase of the
transplantation process sets in, whereby the tissue needs to be protected
against harmful factors such as disease and infection transmission.*” The
effectiveness of these processes is important to guarantee a successful
transplantation to the recipient’®. If an organ is damaged post removal, a

correct information relating to organ transplantation to the medical layperson. This duty of disclosure
ensures that the patient had a fair opportunity to appreciate the nature, scope, risks and consequences
of organ donation in order to enable him to come to a rational decision whether or not to become an
organ donor. The duty of disclosure realises the patient to make a decision in the light of constitutionally
entrenched right to bodily self-determination and physical integrity.

'8 van Oosten Medical Law: South Africa — International Encyclopedia of Laws (1996) par 119 — 124.

7 williams The Regulation of Human Tissue in the United States: A Regulatory and Legislative Analysis
Food and Drug Law Journal 52 (1997) 409; Indech The International Harmonization of Human Tissue
Regulation: Regulatory Control over Human Tissue Use and Tissue Banking in Select Countries and the
Current State of International Harmonization Efforts Food and Drug Law Journal 55 (2000) 343.

18 Section 7 of the Human Tissue Act 65 of 1983 regulates matters relating to the removal of donated
tissue. Section 9 provides for matters concerned with the removal of tissue at post-mortem examinations
and obtaining of tissue by institutions and persons. No act never really regulated tissue and organ
allocation procedures. The National Health Act 61 of 2003 that repeals the whole of the Human Tissue
Act is the first legislation that proposes that specific regulations should be drafted to accommodate
allocation procedures. Section 61(2) states that human organ obtained in terms of section 61(1) must be
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range of legal issues can arise for example whether the hospital or medical
centre, where the tissue was initially removal could incur liability from
damages to tissue post removal? In these circumstances, the principles of the
law of delict and the law on quantum of damages are employed to provide
relief to the plaintiff. In the United States a number of cases have featured
where these issues had to be decided. A good example is Ravenis v Detroit

General Hospital*®

where the court ruled that a hospital should be held liable
for medical malpractice, where two patients both lost an eye due to infection

whilst being recipients to the same organ donor.

Another important question which, correlates to the post removal stage,
focuses upon who acquires ownership over the organs.?’ Section 36 of the
Human Tissue Act*'(“the Human Tissue Act”) provided that any person who
acquires any tissue, blood or gamete in terms of this Act or any other law
acquires on receipt exclusive rights provided that the tissue is used for the
purposes for which it has been donated. Since the newly promulgated
National Health Act?’(“the National Health Act”) does not seem to contain a
similar provision, the question pertaining to ownership over tissue has once

again become a grey area.

In foreign jurisprudence a legal discrepancy between English law and United
States Federal law exists. Under English common law, the general rule is that
there is no property right in a corpse.?® This rule is still in existence in the

allocated in accordance with the prescribed procedures. If a person does not adhere to section 61 or
who charges a fee for a human organ is guilty of an offence in terms of section 61(5)(a) and upon
conviction will be liable to a fine or imprisonment for a period not exceeding five years or both.

A good example of foreign legislation in this regard is Belgium. The Belgian Legislator enacted two acts:
the first in the Law on the Removal and Transplantation of Organs of 13 June 1986 and the second the
Crown Order pertaining to the Procurement and Allocation of Tissue of Human Origin of 23 December
1997.Both these acts were enacted to provide for a legislative framework for the removal and allocation
of organs. They specifically regulate matters such as when, from whom the organs may be removed and
the duties of the health care professional when removing the organs.

19234.N.w.2d 411 (1975).

20 Unfortunately, the ownership rights relating to organs are not discussed in this dissertation.

L Act 65 of 1983.

%2 Act 61 of 2003.

2 price at 123 refers to the earliest report case in England were the court had to consider the issue of
property rights pertaining to corpses. In 1614, the court in the Haynes Case, deliberated that a corpse
itself was incapable of being owned a material object, the decision was wrongly interpreted to mean that
no one was capable of owning a corpse. Various prominent legal scholars of that time such as Sir
Edward Coke and Blackstone, accepted this view that no property in a corpse existed.

20



University of Pretoria etd, Fourie E J (2006)

modern English common law?*, however two exceptions exist: where there
was a right of possession for the purposes of the disposal of the body and
where an application or process of skill was made for example embalming.?
United States jurisprudence recognises that the relatives for purposes of
burial has a quasi-property right.?® This means that the next-of—kin proprietary
rights is not absolute, but subject to the performances of a specific purpose
i.e. burial of the body. The reasoning behind this principle has been briefly
been explaining in Meek v State?’. The Supreme Court of Indiana stated that
“property rights are more limited in some objects than in others, but, if there is
any right of control over or interests in an inanimate material thing, it would
seem to be a property right.” It would seem that ownership rights over bodies
iIs a contentious issue on a global scale with rationalisation of laws

unimaginable at this stage.

4.2 Allocation Procedures

The final stage in the completion of the transplantation process is allocating
procured organs to a specified recipient. This requires that an individual
needs to be chosen from a pre-established waiting list in accordance with
prescribed regulations. In the past number of years, the ethical implications
and fairness of these regulations have been questioned.?® Many questions
have been raised regarding the criteria used in the selection of recipients for
example whether the criteria should purely be based upon medical
prerogatives, or whether an allocation system should rather be a combination
of medical, social, economical and other related matters to eliminate
unfairness. Other important issues relating to the recipient self are for
example, upon which basis does information have to be supplied to the

recipient.

2 Regina v Sharpe (1857) 169 Eng Rep 959; Williams v Williams as refered to by Price 124; and
Doodeward v Spence (1908) 6 CLR 406.

% Blackbeard Organ Donation for Profit Obiter 52 (2002) 57.

% siver v Rockingham Memorial Hospital (1999) 48 F Supp 2d 608; Brotherton v Cleveland (1991) 923
F 2d 482; Georgia Lions Eye Bank, Inc v Lavant (1985) 335 SE 2d 127.

27(1933) 185 N.E. 899 at 901.

% | amb Organ Transplant and Ethics (1990) 126; Pence Classic Cases in Medical Ethics (2000) 31;
Veath Medical Ethics (1997) 247.
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Although the advantages of organ donation are great, it is a sad fact that most
people do not consent to removal of their organs after death. This lack of
organ donors and the increasing demand for organs forced governments,
academics and lawyers, to introduce different organ procurement system,

some which may be highly unethical and illegal.

5. Terminology

Before a complete discussion on the doctrine of presumed consent and the
principles of required response and required request can take place, it is
necessary to define certain terms relevant to this dissertation. These terms
will form the cornerstone to the correct understanding of the law of organ
procurement pertaining to the doctrine of presumed consent and the principle
of required response and required request.

5.1 Human Organ® and Tissue

In the Republic of South Africa, the Human Tissue Act of 1983% governed the
removal of tissue, blood or gametes from the bodies of living persons until the
middle of 2004. The Human Tissue Act defined “tissue” as “any human tissue,
including any flesh, bone, organ, gland, or body fluid, but excluding any blood
or gamete and any device or object implanted, before the death of any

person, by a medical practitioner or dentist into the body of such person”.®

The National Health Act®, that repeals the Human Tissue Act, defines an
“organ” as "any part of the human body adapted by its structure to perform

particular vital function, including the eye and its accessories but excluding

% Davis Tabor's Cyclopedic Medical Dictonary (1989) at 1368 defines an organ a part of the body
having a special function as part of an integrated living system. Organs can be divided into vital and
non-vital organs. Vital organs are those which cannot be removed without loss of function necessary to
support life for example the heart and lungs and non-vital organs are able to