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1 Introduction

Throughout human history, blood has been imbued with many social
and cultural meanings. It has also been used to identify and classify
human beings, as well as structure social relationships.! The twentieth
century saw a revolution in the use of blood, with scientific discoveries
transforming its role in modern medicine. The sourcing and supply
of blood became organised on a national basis in developed coun-
tries, underpinned by the notion of the gift relationship which pro-
moted altruistic, non-remunerated blood donation in the context of an
anonymous relationship between donors and recipients.” Scientific and
technological developments led to the industrial production of plasma-
derived medicinal products (plasma products),’ which were predom-
inantly sourced from individuals who received financial compensation
for providing their blood (paid donors).* In turn, this facilitated the
development of a global blood market in such products.”

! D. Nelkin, ‘Cultural perspectives on blood’, in E. A. Feldman and R. Bayer (eds.),

Blood Feuds: AIDS, Blood, and the Politics of Medical Disaster (New York: Oxford
University Press, 1999), pp. 274-92.

R. M. Titmuss, The Gift Relationship: From Human Blood to Social Policy (London:
George Allen & Unwin, 1970).

Plasma is the straw-coloured fluid in which blood cells are suspended. It contains
a high concentration of various proteins. Through a treatment process known as
fracrionation, plasma proteins are separated into fractions of more or less purified
proteins with different properties. Plasma products often require thousands of dona-
tions in order to manufacture a single batch, For further dertails, see P. Hagen, Bloed
Transfuston in Ewrope: A “White Paper’ (Strasbourg: Council of Europe, 1993), pp.
188-90.

For the purposes of this book, the term ‘paid donor’ is used, although I acknowledge
that the for-profit plasma products industry prefers the term ‘compensated donor’
on the grounds that the individual is being compensated for their time and effort in
undertaking plasma donation. See Plasma Protein Therapeutics Association (PPTA),
The Facts about Plasma Collection (www.pptaglobal.org).

For an overview of the early development of the plasma products industry, see
P. Hagen, Blood: Gift or Merchandise? Towards an International Blood Policy (New York:
Alan R. Liss Inc., 1982).

12
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Introduction

In the 1980s, the acquired immune deficiency syndrome (AIDS)
emerged as an epidemic in the developed world. The infectious agent
responsible for the disease, which later became known as the human
immunodeficiency virus (HIV), was found to be transmissible by
blood.® Once HIV testing became available, large numbers of individ-
uals were also found to have been infected with the virus through the
use of blood. In the 1990s, revelations about the circumstances that
had led to HIV blood contamination episodes caused political scandals
in a number of developed countries, where it became clear that the
response by those with responsibility for the blood system had been
inadequate. These scandals were characterised by adverse media reac-
tion, protracted litigation in the courts, state-sponsored tribunals of
inquiry, as well as institutional and regulatory reform of national blood
systems.” For those deemed responsible for the contamination epi-
sodes, the consequences included public excoriation and on occasion
the imposition of criminal sanctions. For those individuals who were
infected with HIV through blood, it was a deeply personal tragedy,
resulting in serious disability and/or loss of life.®

Risk, public health and human biological materials

Risk governance in public health is not new, but we now live in an era
of globalisation where such risks may have a rapid and wide-ranging
impact with deleterious social, economic and political consequences.
This is particularly true in relation to risks to public health posed by
infectious diseases. In recent years, it has been recognised that there is

" The human immunodeficiency virus (HIV) is the virus that causes the acquired
immune deficiency syndrome (AIDS). A person may be infected with the virus, but
will only be considered to have AIDS once there is severe immune deficiency, or s’'he
is diagnosed with illnesses associated with such deficiency.

7 For the purposes of this book, the use of the term *blood system’ is intended to refer to
the collection and supply of blood components; the manufacture and supply of plasma
products; and policy and regulatory processes involved in these activities. When ref-
erence is made to the term *blood supply’, it is confined to collection and supply issues
involving blood and plasma products, primarily at national level.

* For an overview, see L. Leveton, H. C. Sox and M. A. Stoto (eds.), HIV and the Blood

Supply: An Analysis of Crisis Decisionmaking (Committee to Study HIV Transmission

through Blood and Blood Products, Division of Health Promotion and Disease

Prevention) (Washington, DC: National Academy Press, 1995); The Honourable Mr

Justice H. Krever, Commission of Inquary on the Blood System in Canada, 3 vols (Ortawa:

Canadian Government Publishing, 1997); E. A. Feldman and R. Bayer (eds.), Blood

Feuds: AIDS, Blood, and the Politics of Medical Disaster (New York: Oxford University

Press, 1999); The Right Honourable Lord Archer of Sandwell QC, N. Jones and

. Willetts, Independent Public Inqiiry Report on NHS Supplied Contaninated Blood and

Blood Products (2009).



Risk, public health and human biological materials 3

a need for more effective global governance in this area.’ In turn, this
has fed into new initiatives in risk governance at national and regional
levels to address the issue.'” Risks to public health may often require
governing entities to balance competing considerations in secking to
protect citizens’ health. These may include the need to balance individ-
ual rights or entitlements to freedom of choice and liberty of the person
against the need to protect the collective well-being of the population.
At state level, the recognition of public health risks within national
boundaries, such as those posed by infectious diseases, may result in
the need to implement restrictive measures with regard to the move-
ment of persons and goods, in order to prevent the spread of the dis-
ease. While this may have an adverse economic impact on trade and
the daily lives of citizens, it is also likely to have significant political
repercussions at global level.!

The need to engage in a similar balancing act has emerged in recent
years in the context of risk governance involving the use of human bio-
logical materials, where the need to protect public health may be at
stake. As a result of scientific research and technological innovation,
their use in medico-scientific settings has expanded rapidly in recent
years., While there has been significant political support for promoting
innovation and the commercial potential of new health technologies
that may result from these developments, there has also been a need in
political terms to manage ethical tensions that have arisen in the public
domain over their use. The aim of this book is to explore these issues in
detail through examining the inter-relationship between politics, eth-
ics and law in risk governance involving human biological materials,
drawing on an in-depth qualitative study of the sourcing and supply of
blood.

There are a number of reasons for choosing this case study. First,
blood has socio-cultural, scientific and commercial value, and it is
this multi-valuing that is likely to present challenges in terms of facili-
tating effective risk governance. Blood has long been recognised as

" L. O. Gostin, ‘Meeting the survival needs of the world’s least healthy people: a pro-
posed model for global health governance’, Journal of the American Medical Association,
298 (2007), 225-8.
For example, the European Union (EU) created a legal competence in the field of
public health in 1999 (see Article 152(4)(a) of the European Community (EC) Treaty,
now Article 168(4)(a) of the Consolidated Version of the Treaty on the Functioning
of the European Union, O] C 83, 30.3.2010 (TFEU)). Since such time, the EU has
adopted a number of policy initiatives, as well as regulatory regimes, in the field. For
further details, see http:/ec.europa.eu/health/index_en.htm.
' D. P. Fidler and L. O. Gostin, ‘The new International Health Regulations: an historic
development for international law and public health’y Fournal of Law, Medicine and
Ethics, 34 (2006), 85-94 ar 91-3.



