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Introduction

HEATHER WIDDOWS ANDCAROLINE MULLEN

The governance of genetic information is relevant to issues of health,
welfare, privacy and of personal and communal identity. This volume
seeks to map this complex and difficult terrain and move beyond it by
making positive suggestions for the restructuring and design of ethical
frameworks for governance in this area. It sets out the key areas of ethical
concern in the governance debate in a way which clarifies the significant
features of genetic information and the problems of how it is ascribed,
controlled and regulated in order that the complexities of genetic gov-
ernance can be understood. This book seeks not merely to describe the
areas of controversy and ethical dilemma but to drive the debate for-
wards and break new ground. It offers suggestions and alternatives, in
terms of ethical frameworks and models of regulation, which it is hoped
will inform the theory and practice of good governance. Accordingly this
book intends to speak not only to academics, but to practitioners, partici-
pants in research and, perhaps most importantly, to policy makers. For
genetic governance is not merely an interesting philosophical problem -
although undoubtedly it is this — but more importantly it is an issue at
the heart of medical and scientific developments and governance and one
that touches on governance in general and globally. For example, issues
which are connected to the governance of genetic information include
issues of global exploitation, issues of commodification, commercialisa-
tion and ownership, conceptions of property and intellectual property
and concerns about individual and communal identity and notions of
public good. Thus the decisions that are made in the next few years about
appropriate models of genetic governance will have knock-on effects for
other areas of governance; in particular they will profoundly affect views
about the proper units of ethical concern and ethical priorities. In short,
the final answer to “‘Who decides?’ in the context of genetic governance
impacts on governance more generally and thus fundamentally shapes
the ethical constructs of individuals and their networks and relationships
in the public sphere. In order to address these most important questions
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2 HEATHER WIDDOWS AND CAROLINE MULLEN

of governance this volume is divided into three sections: ‘Problematising
governance of genetic information’; ‘Ethical frameworks of governance’
and ‘Redesigning governance’.

Section One: Problematising governance of
genetic information

This first section of the volume problematises the governance of genetic
information, highlighting the key issues of controversy and concern
which must be addressed if comprehensive and effective governance
mechanisms are to be developed. The chapters in this section, by Neil
Manson, Seren Holm and Caroline Mullen, serve to set the scene and
map the central concerns of this volume. Each of these chapters focuses
on one key aspect of genetic governance and problematises it, revealing
its complexity and thus the challenge of such governance.

In the first chapter of the section, “The medium and the message: tissue
samples, genetic information and data protection legislation’, Manson
systematically examines what is meant by genetic information and the
scope of the governance of genetic information. In so doing he seeks to
clarify the underlying tensions and dilemmas which surround the acqui-
sition, possession and use of genetic information. Manson begins with
the regulation regarding the storing of human tissue containing gen-
etic information. He asks whether the current consent-centred forms of
regulation are appropriate means of regulating such tissue (and while his
focus is on the UK his argument is applicable to all forms of consent-cen-
tred regulation). Having set the scene Manson critically assesses what, if
anything, is ethically valuable and significant about human tissue and
genetic information and explores what it is that we are seeking to pro-
tect. Manson interrogates the nature of information by asking a series of
questions, ‘What is personal data?’, ‘What is information?’, ‘What is gen-
etic information?’, suggesting that information is not as simple as is often
assumed in the genetics debate. In so doing he reveals the similarities
and dissimilarities between these categories in order to critique current
practices of genetic governance.

In the light of such discussion he criticises current regulatory practices
of dataprotection whichhe considersarebased on misleadingassumptions
regarding the similarity of genetic information and other types of infor-
mation and which have resulted in a distorted and inappropriate expan-
sion of consent-thinking. He concludes by suggesting that clarity about
what is at stake in the ethics of communication and information in the
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INTRODUCTION 3

genetic debate aids assessment of current governance mechanisms. His
hope is that even though such analysis is out of fit with current regulatory
practices, it is nevertheless useful in the eventual construction of a robust
and justifiable system of governance.

The nature of genetic information and current consent-based think-
ing having been problematised, the second chapter in the volume, ‘Me,
myself, I - against narcissism in the governance of genetic information’
by Holm, considers whether it is the individual, the family, or society
who should be considered to be the decision-making actors within the
governance of genetic information. The first option, which grants rights
only to the individual, is the most commonly endorsed position in cur-
rent (Western) practice. Holm argues that this position, which gives the
individual primary legitimacy to control the information, is only able
to account for some of the moral concerns of the governance of genetic
information. For example, the individual has commitments and obliga-
tions to others, including family members, which may override individ-
ual concerns but which are invisible on the individual model. The second
position is the traditional understanding that the family is the unit of eth-
ical concern rather than the individual. Holm is critical of this view for
a number of reasons, which include confusions between biological and
social understandings of family, and practical difficulties of establish-
ing family decision-making mechanisms. Holm maintains that the third
position, although rarely addressed directly, nevertheless underlies argu-
ments about using patient information and by-products for research. He
argues that any claim for the state to control genetic information would
also apply to other types of information and that to restructure the cur-
rent system so profoundly would need to produce significant benefits to
be justifiable. He argues that there are areas where the state has a strong
claim for control of health information, but that these are limited. Holm
therefore concludes that none of these actors should be granted primary
and sole control, but appropriate governance requires more complex
mechanisms with sensitivity to differing specific circumstances.

The final chapter in this section, ‘Decisions, consent and expecta-
tions of the individual’ by Caroline Mullen, brings together themes from
Manson’s and Holm’s chapters as she considers the current emphasis on
the individual in governance. Mullen addresses the choices available to
the individual donor and the constraints on those choices when consid-
ering whether or not to participate in genetic research. She explores what
moral considerations individuals might be expected to take into account
when deciding whether or not to participate in research and what, if
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4 HEATHER WIDDOWS AND CAROLINE MULLEN

any, obligations the donor has to participate in such research. Mullen’s
starting point is the current focus on informed consent — which suggests
that ethical standards rest on the question of whether the individual is
able to give informed consent when deciding whether to participate in
research. She maintains that this focus on informed consent excludes
further considerations of whether people have responsibilities to con-
sider benefits to others that might arise from research.

Mullen asks whether the potential risks and benefits of medical genetic
research challenge this standard of informed consent. Having outlined
current presumptions regarding the expectations and responsibilities
of the individual, Mullen proceeds to consider arguments that medical
research benefits all and thus we have a duty to participate in research (at
least when it is not overly burdensome). She suggests that if we follow such
reasoning, then there is a general obligation to support genetic health
(given its prospect of helping to improve basic health which, she argues,
should be prioritised). However, Mullen claims that this obligation to par-
ticipate in medical genetic research is not straightforward. The reasoning
which leads to the claim that we should have concern for one another
also suggests that we should interpret this responsibility with respect for
people’s differing circumstances and with regard to issues of distributive
justice. Furthermore, Mullen argues that in some instances there is no
obligation to participate in research (and even an obligation not to): for
example, when research is presented as an alternative to measures being
put into place which might better meet basic health needs. Therefore,
what we can expect of potential participants in medical genetic research
is not that they recognise a simple obligation to contribute, but that they
give consideration to the relative benefits of the research to themselves
and others. While she maintains that it is ultimately for the potential
donor to judge the relative value of research, she argues that in making
this decision they should take into account forms of democratic debate
and institutions which are accountable to such democratic processes.

Section Two:  Ethical frameworks of governance

The first section of the volume served to problematise and map the key
issues in the governance of genetic information. The second section
begins to address them. It suggests possible ways that current systems
of governance can be adapted, modified or restructured in order to meet
the dilemmas presented in the first section. Thus it begins to offer sugges-
tions as to how ethical frameworks should be constructed and interpreted
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if comprehensive and equitable systems of genetic governance are to be
established. The chapters in this section by Heather Widdows, Roger
Brownsword and Sarah Wilson all speak to the key tension of genetic
governance: that of balancing the rights of individuals and the rights of
communities, or in other terminology the need to respect and protect
the individual (which, as we saw in Holm’s and Mullen’s chapters, is the
current focus of ethical concern) balanced against the public good. In an
effort to address this fundamental tension, Widdows, Brownsword and
Wilson all put forward alternative frameworks and, despite the differ-
ences in the solutions they suggest, all argue that the over-dominance of
the individual (found particularly in current practices of bioethics) must
be reassessed if good models of genetic governance, which are capable of
tackling the relevant forms of injustice, are to be established.

In the first chapter of this section, ‘Constructing communal models of
governance: collectives of individuals or distinct ethical loci?’, Widdows
explores the recent move from individual models towards communal
models of ethical governance. She draws on thinking about group rights
to explore what conception of groups is necessary for an effective ethical
framework. In particular, she is concerned with whether it is sufficient
to regard groups as collectives of individuals — with their moral status
and attendant rights dependent on the rights of individuals — or whether
a more robust conception is necessary to establish the ethical protec-
tions required. Widdows begins with the conviction that whether or not
one’s ethical framework is capable of taking account of group interests
and rights fundamentally affects the ethical issues that can be recognised
and addressed. Accordingly she suggests that these conceptual concerns
about groups and their rights speak directly to the practice and policy
concerns of governance addressed in this volume: from the structure
of benefit-sharing and stakeholder models to political concerns regard-
ing what counts as participation; to questions of ownership rights and
decision-making powers in genetic governance; to traditional bioethical
concerns regarding what counts as harm in research. For Widdows,
whether and how effectively these practical concerns of governance can
be addressed depends on the prior ethical framework that one adopts.
Thus whether and how groups feature in ethical frameworks profoundly
impacts upon what is good governance.

Widdows argues that any effective ethical framework must include
groups as ethicalloci as well as individuals. Moreover, in her examination
of groups she argues that in the context of genetic governance, group mod-
els which rely only on collectives of individuals are not always sufficient
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6 HEATHER WIDDOWS AND CAROLINE MULLEN

to prevent harm and protect interests in all instances. To illustrate this
she uses examples of research on indigenous groups and argues that in
these cases the group interests do not equate directly to the interests of
existing group members; thus robust conceptions of groups and their
rights are necessary. Despite advocating the inclusion of robust group
models in any ethical framework, Widdows is well aware of the criticisms
of such corporate models (in particular the need to protect individuals);
thus she advocates the use of collective models where possible and sug-
gests that for many groups, such as participants of biobanks, this model
is sufficient to provide protection and ensure that rights and entitlements
are adequately recognised. She concludes that any effective framework
for ethical governance must accommodate the individual and groups of
varying constructions in order that all the ethical pertinent features of
any situation can be clearly recognised and addressed.

In the next chapter of this section, ‘Rights, responsibility and stew-
ardship: beyond consent’, Brownsword, like Widdows, addresses this key
fault-line of genetic governance; that of the balance between the com-
munity and the individual, between private rights and the public good.
He is dissatisfied with the current over-individualised practice of con-
sent, however; his alternative approach is based on a reassessment of the
ethic of individual rights. He argues that if implemented properly, such
an ethic is capable of recognising both communal and state obligations
as well as the rights of the individual. Brownsword begins with the cur-
rent focus on the individual and the criticism of this ‘sovereign individ-
ual’ from a public good perspective. Brownsword is wary of advocates of
both positions and suggests that, rather than dismissing the individual,
we should temper the narrative of consent by considering the ethic of
individual rights which lies behind it. He argues that if implemented cor-
rectly this ethic is capable of supporting the healthcare interests of the
community as well as the individual. In order to do this, Brownsword
first interrogates the notion of consent; what it is intended to protect and
the way it functions. He examines its function in data protection law: as
procedural justification, as agent relative and as authorising the negation
of aright. Brownsword clearly shows the attraction of consent as a simple
governance mechanism which does not require justificatory reasons. Yet
he warns against the ‘tick box’, ‘sign here’ ‘routinisation” of consent which
reduces it to a mechanical or perfunctory procedure. Conversely, he
rejects views which over-emphasise consent and denies both that robust
consent is always necessary and that it is capable of justifying prima
facie wrongs. He argues that it is absurd to suggest that for an action to

© in this web service Cambridge University Press & Assessment www.cambridge.org



www.cambridge.org/9780521509916
www.cambridge.org

Cambridge University Press & Assessment
978-0-521-50991-6 — The Governance of Genetic Information

Edited by Heather Widdows , Caroline Mullen
Excerpt
More Information

INTRODUCTION 7

be legitimate the consent of all who are affected is required. Indeed, he
suggests that to assert this is to commit the ‘Fallacy of Necessity’ in rela-
tion to consent and he illustrates his argument with cases throughout.

Brownsword then proceeds to examine the responsibilities and obliga-
tions that an ethic of rights lays on individuals in a community of rights.
In his picture an ethics of rights is not simply a matter of consent but of
positive obligation to others in the community, balanced by stewardship
responsibilities of the state. Brownsword argues that there are positive
responsibilities or, in other words, duties of assistance, in a community of
rights. Brownsword outlines the conditions of positive rights and applies
this framework to UK Biobank. He argues that in a community of rights
there are positive obligations to participate and these are matched by obli-
gations on UK Biobank, for example, for feedback in certain instances: an
obligation which cannot be rescinded by UK Biobank’s denial of respon-
sibility and participants’ consent. In addition, Brownsword argues that
a community of rights also requires rights-holders to accommodate the
state’s stewardship duties, including those pertaining to legitimate public
health interventions. In sum, for Brownsword larger healthcare goals and
the public good are justified not by the abandonment of an ethic of rights
but by its full application which includes obligations and responsibilities
to others.

In the final chapter of this section, ‘Who decides what? Relational eth-
ics, genetics and well-being’, Wilson introduces a relational approach,
drawing on the ethics of care as a supplement to the current individual-
ist model. Wilson shares concerns about the individual model of current
governance with Widdows and Brownsword, and is particularly keen
to establish a framework which prioritises issues of social justice (like
Widdows she is concerned with the issues of commodification, biopiracy
and profiteering which are not adequately addressed in the liberal
model). Wilson begins from the same starting point as Widdows, noting
the emerging (or converging) rhetoric of community and social solidar-
ity in governance of genetic information; for example, as found in rhetor-
ics of the genome as the common heritage of mankind, of public goods
and of benefit sharing. Wilson explores this communal turn using one
philosophical framework, that of ‘relational ethics’ which draws on femi-
nist ethics and particularly the ‘ethics of care’.

The care perspective regards individuals as embedded, intercon-
nected and interdependent selves, in contrast to the separate, indi-
vidually autonomous individual of traditional political and moral
theory and bioethics. Wilson argues that a perspective of care is useful
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8 HEATHER WIDDOWS AND CAROLINE MULLEN

in offering an alternative to individualist accounts and in providing a
more comprehensive ethical framework which allows a greater number
of significant ethical issues to be addressed. For example, if one applies
a traditional liberal (and bioethical) model to genetic enhancement,
the ethical issues are those of individual choice, recreational autonomy,
parental rights and the rights of the child. From a relational perspective
thisliberal readingignores key ethicalissues such as those of social justice,
access and inequality, as well as concerns about the social constructions
of persons (particularly women) and their relationships. Accordingly
the individualistic model is judged to be ethically reductionist, competi-
tive, overly abstract (ignoring the relational and emotional context) and
over-simplistic (rejecting complex frameworks for binary ones). A care
approach to genetic enhancement raises ethical issues which are sim-
ply not visible on liberal individual models such as the inherent values
of the technological mechanisms, the underlying objectives of genetic
enhancement, possibilities of exploitation and issues of commercialisa-
tion. Wilson argues that the ethics of care’s ability to address issues of
injustice and inequality is particularly important in the global context
and in differentiating the burdens placed on the vulnerable (for example,
women and children).

Having discussed the benefits of the ethics of care as an alternative
ethical framework of governance in the context of genetic enhancement,
Wilson returns to the issue of genetic information and the communal
turn. Wilson explores the key features of this communal turn, particu-
larly reciprocity, mutuality and solidarity. She interprets and expands on
such concepts from an ethics of care perspective, providing examples of
how such an ethical framework might be brought to bear on key issues
of genetic governance. In the final section Wilson introduces principles
of gender equity to flesh out her alternative approach to governance and
develop an account which relates social justice and institutional justice.
She concludes that principles drawn from such an account, namely those
of antipoverty, antiexploitation, antimarginalisation and antiandrocen-
trism, could be used to develop this perspective and develop more com-
prehensive governance mechanisms.

Section Three: Redesigning governance

Having considered the key issues of the governance of genetic infor-
mation in the first section of the volume and possible constructions of
comprehensive ethical frameworks in the second section, the third
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section of this volume will make suggestions about how such frameworks
should be redesigned. The three chapters in this section by Kathryn
Hunter and Graeme Laurie, by Andrew Edgar and by Ruth Chadwick
and Heather Strange, are all concerned with the design of governance
mechanisms and the ways in which they should be constructed in order
for comprehensive and good practices of governance to be implemented.
These authors address differing aspects that should be considered in
designing governance: Hunter and Laurie focusing on participation in
UK Biobank; Edgar on the role of public debate in determining the gov-
ernance of biobanks; and Chadwick and Strange on the need for different
voices in a harmonisation of governance mechanisms. Taken together,
and in conjunction with the second section of the volume, a number of
robust models are offered for the redesign of current practices of genetic
governance.

In the first chapter of this section, ‘Involving publics in biobank gov-
ernance: moving beyond existing approaches’, Hunter and Laurie ask
what constitutes effective public involvement in biobanks deemed so
necessary for good governance? They address this issue in the context of
UK Biobank and the calls for greater participant involvement in its gov-
ernance mechanisms. Hunter and Laurie outline UK Biobank’s status,
purpose and governance mechanisms and recount its attempts at public
engagement and the criticisms thereof. They proceed to explore how such
criticisms can be met and more effective forms of public participation
in governance established. Hunter and Laurie first explore and assess
Winickoft’s claims that public engagement must move from consultation
to representation and his ‘shareholder’ model.! The shareholder model is
intended to address the lack of agency of donor collectives in biobank gov-
ernance. Donors would have the option to become members of a Donor
Association which would have membership on the UK Biobank Board
of Directors and the Ethics and Governance Council. Despite praising
Winickoft’s model, Hunter and Laurie are not convinced either that it
does meet the agency gap or that it addresses the problems of maintain-
ing trust. They suggest that the model faces both practical and conceptual
problems, including: lack of fit with a public body such as UK Biobank;
issues of effective representation; and contradictions between notions of
shareholding and partnership.

! D.E. Winickoff, ‘Partnership in U.K. Biobank: a third way for genomic property?’, Journal
of Law, Medicine & Ethics, 35, 3 (2007), 440-56; and ‘Governing population genomics:
law, bioethics, and biopolitics in three case studies’, Jurimetrics, 43 (2003), 187-228.
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In thelight of such debates and drawing particularly on the discourse of
deliberative democracy, Hunter and Laurie suggest an alternative ‘stake-
holder approach’. The stakeholder model intends to go beyond represen-
tation to participation with emphasis on inclusion, accountability and
ongoing engagement. The stakeholder model then (like UK Biobank) is
committed to participants, users and society, with this wider commit-
ment to society being fundamentally important. Hunter and Laurie go
on to address aspects of the practical functioning of such a model, such
as identifying stakeholders and considering the nature of stakeholder
involvement. In conclusion, they endorse the stakeholder model on the
grounds that it meets deliberative democratic goals of participation,
involvement and inclusion and thus is in fit with the aims of UK Biobank
and moreover has the added advantage of being able to develop and adapt
over time.

The second chapter of this section, ‘Genetic information and pub-
lic opinion’ by Edgar, is concerned with the role of public debate in the
development of biobanks, and introduces the importance of taking ser-
iously public understanding and knowledge, and in particular cultural
factors, if good ethical governance is to be achieved. Edgar explores the
process of public debate regarding the collection and use of genetic infor-
mation, focusing on the development of DNA biobanks. Edgar maintains
that while public consultation and involvement are crucial to legitimate
such projects, achieving any effective participation is problematic.

Edgar begins by describing the rise in biobanks and the ethical issues
which are widely understood to arise in such developments (such as
informed consent, privacy and data misuse) and the further complexities
arising from the communal nature of genetic information. He argues
that these issues create a need for public acceptance if genetic research
and technologies are to be legitimately sustained, and suggests that rec-
ognition of the need for public acceptance has motivated the use of public
consultations over the development of biobanks. However, Edgar argues
that the conduct of these consultations has been problematic, and he
suggests this stems in part from unwarranted assumptions about public
understanding of science. In turning his attention to public debate on
genetic science, he challenges the view that the sole potential for difficulty
in gaining public acceptance stems from limitations in public under-
standing of scientific processes and knowledge. He considers how public
policy on genetic science may rely either on ‘golem science’ (that is, sci-
ence about which we cannot yet have confidence) or on ‘reflexive histor-
ical science’ in which the effects of science will be influenced by human
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