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Preface

Cinzia Caporale

From the theoretical point of view, universal declarations are rooted in two main ideas; the
first is that each and every human being has the same value, irrespective of historical and geo-
graphical contingencies. The principles of liberty, dignity, equality and others belong to all
human beings as such. Variety in morals, traditions, social and political structures, should not
represent a cause or a reason for establishing differences in value among human beings. The
second idea is the basic unity of all humankind. People who are separated by historical ages
as well as by thousands of miles are all part of a same great community. They share the same
origins and the same destiny. The more that different parts of the world become progres-
sively interrelated, the more the ideal of the unity of humankind is supported by hard facts.

Universal declarations are then rooted in facts, but they are not just statements of facts.
They aim at orienting collective and individual choices. In this way, universal declarations
play a key role towards a progressive convergence of the several morals and legislations of
the world.

However, the fact that the very idea of universal declarations derives from the assumption
that all people have the same value and from the assumption of the unity of all humankind,
should not be seen as an argument in favour of a progressive equalization of morals, cul-
tures and even of political institutions in the world. The Unesco Declaration on Cultural
Diversity, adopted in 2001, made clear to all that the universality of human rights was not
tantamount to cancel or to weaken cultural differences. As article 1 states,

Culture takes diverse forms across time and space. This diversity is embodied in the
uniqueness and plurality of the identities of the groups and societies making up human-
kind. As a source of exchange, innovation and creativity, cultural diversity is as neces-
sary for humankind as biodiversity is for nature. In this sense, it is the common heritage
of humanity and should be recognized and affirmed for the benefit of present and
future generations.

These premises and method were well kept in mind by the women and men who shared
the challenging aim of elaborating the Universal Declaration on Bioethics and Human
Rights (UDBHR) which, indeed, enucleated a set of values as general in scope as the values
stated in the previous declarations and, at the same time, fully respected the plurality of
morals and practices.

Bioethical principles and practices represent one of the deepest aspects of human identity
and human life. Bioethics is the land of diversities and it must be considered as a plural
noun. When it comes to bioethical identity, it is not clear which cultural and moral elements
could be included, how they are to be interpreted or what their respective weight are. There
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is a lot of disagreement and passionate debate about this. Definitely, it can be stated that
there is a tension between the supposition that there is such a thing as common principles
and the fact that these common principles are neither well defined nor undisputed.

The cultural pluralism includes a plurality of moral convictions and ethical approaches.
There is no monolithic morality and there never has been one. In cultural as well as in
moral matters, we are and have always been a unity-in-diversity. Thus, when we argue about
how to handle body, birth and death in the technological era of biomedicine along with
cutting-edge research fields such as biotechnologies; synthetic biology; neurosciences and
especially neurogenetics; the new technological wave of converging technologies and learn-
ing machines; and, in general, scientific innovation and its extraordinary impact on human
life, society and the environment, we should take diversities very seriously. Main factors
of divergence are religious, historical and cultural multiplicity of backgrounds, different
philosophical traditions and legal systems and different mentalities. Furthermore, bioethics
brings together two areas, science and ethics, that struggle with the tension of the universal
and the particular, the global and the local. On a closer examination, it is also true that
there are different understandings of the field itself, and different expectations about what
the field can accomplish.

Bioethics not only shows differences about method and content, but also very important
differences about how the field is defined and tensions between specific judgments and
universal norms.

However, being a moral unity-in-diversity, the question cannot be whether differences
in morally relevant areas of science and technology regulation are admissible. It can only be
how much difference is admissible. Otherwise, maybe even better, how much unity, how
much homogeneity is actually necessary?

The aim of the UDBHR elaboration process was thus to reach general consensus not by
excluding or removing, but by including diversities. Furthermore, in order to find the final
agreement, we were not guided by the aim of identifying principles that were so abstract as to
become of little use as a practical guide in real world. Rather, we tried and possibly succeeded
in identifying principles that include the different ethical views about human life and scientific
progress that are considered as generally valid across the several cultures of the world.

In pursuing this goal, we kept in mind especially one of the two roots of universal declara-
tions, namely, the basic unity of all humankind. As far as bioethics is concerned, in fact, this
unity does not simply refer to the moral dimension of the fundamental questions of human
life. As a matter of fact, nowadays peoples and countries of the world are also more and more
interrelated. Medical knowledge, research and practices are increasingly shared at world
level. Travels and migrations make different populations interact, and from this interaction
new concerns and opportunities arise. As a consequence, in “issues related to medicine, life
sciences and associated technologies as applied to human beings, taking into account their
social, legal and environmental dimensions”, to quote article 1 of the UDBHR, it is more
and more difficult to separate actions that solely affect a country’s internal affairs from those
that have a significant impact on the internal affairs of other countries.

Increasingly, countries are faced with the fact that, in the fields of the global commons of
bioethics and technological innovation, their legitimate powers have to be exercised in an
interdependent way. Obviously, national states continue to perform crucial functions, and
must have the powers to fulfill these functions effectively. However, these powers should be
fully informed by the fundamental interests of humanity, in an inclusive rather than exclu-
sive way. Moreover, the ever-increasing interrelation of our world should be seen as a great
chance to pursue the values of individual and collective choices in medical treatment, easier
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access to good-quality health care for the greatest number of people, shared scientific prog-
ress amongst all countries, food security and improved nutrition, sustainable development,
clean environment and clean and affordable energy et cetera.

In other words, the main objective of the paramount effort we all have made in elaborat-
ing and adopting the UDBHR was that of translating in the bioethical realm the universal
values of liberty, equality, responsibility, social justice, pluralism, pursuit of knowledge.

The challenge was intellectually exciting and morally tricky. Feasible and meaningful.

And the potential not only to integrate but also to go beyond the existing international
human rights instruments and international guidelines on bioethics was put into effect.

The reason for which the UDBHR was successtully adopted likely relies also on the fact
that UNESCO, the ethics committees involved and every single Member State took seri-
ously not only bioethics but likewise the idea itself of a real and sincere debate, because
behind the idea of confronting opinions, a strong, demanding and provocative philosophi-
cal option is hidden. There is an implication which is that of a relational plurality. I am refer-
ring to that particular experience where relationships gather fundamental prominence: what
we call “dialogue”. The issue acquires particular importance when we do not approach
mere abstract concepts, but when we talk about life stances, values, views about life and
the world: exactly what bioethics deals with. The discussion on the UDBHR was positively
dialogic. Dialogue is profoundly human and can take place only between people who rec-
ognize to each other the same value. Dialogue consists in the pursuit of agreement and con-
sensus. It is then an inner attitude and it tangibly informed the elaboration of the Universal
Declaration on Bioethics and Human Rights.

Practically, this meant that we had not simply to affirm the diversity of our bioethics
identities and justify and legitimate what was already existing. On the contrary, we had to
seek through dialogic criticism of the existing positions the deeper significance of bioethical
problems and achieve a minimum commune, a sound shared bioethical vision.

Was it reasonable to imagine a global bioethics that could be universally recognized as
legitimate and therefore adopted by everyone? Is it the request of the modern world for a
shared vision of what is perceived as good — particularly when such presumption is applied to
the frontiers of scientific experimentation or concerning people’s rights over matters related
to their body and applicable technologies — approachable or just illusory:? Is it desirable?

Seldom there has been such a vigorous increase of interest for a new arena of confronta-
tion in the last twenty years comparable to what has happened to bioethics, a popularity
to which the UDBHR added value. Regarding innovation, bioethics has become a sort
of common language, the area of equal rights that brings together the people and the
scientists, users of technologies and the researchers who produced them. With two other
positive effects: the first is that the appeal of the subject determines a deeper involvement of
the citizens, minimizing the attitude to delegate decisions to ‘experts’ in that sort of subtle
technocracy which regrettably affects this sector; the second concerns the recognition that
bioethics has the merit to pose the question of an adequate information system based on
evidence and an appropriate scientific description of the issues that must be tackled.

The year 2015 celebrated the decennial since the adoption of the UDBHR, a milestone
in the process towards the construction of a global bioethics, a blueprint agreed to by
almost all the world’s countries in the golden age of UNESCO bioethics.

Are we prepared for the new serious and global ethical challenges we are facing? Does
the Declaration maintain the forcefulness it had twelve years ago and, above all, what did
we learn in terms of methodology and procedures to achieve an ethical minimum commune
that can be applied for the future?



Preface  xiil

The collection of essays in this volume, all written by eminent academics, offers an origi-
nal and insightful analysis of the modernity of the Declaration. All articles are written from
a twofold perspective. They offer an in-deep evaluation of the main achievements of the
discussion on global bioethics and international biolaw. And they are bold in prospecting
the future developments of global bioethics and international biolaw in relationship to
some of the most relevant issues for humankind, such as global justice and environmental
sustainability.

The authors come from different cultural contexts, and are specialists in different fields.
As they address a core of common issues, this ensures that the volume offers true interdis-
ciplinary treatment and perspective.

I’'m very grateful to them and particularly to Ilja Richard Pavone, whose research and
academic career I had the privilege to support along the years.
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Introduction

Cinzia Caporale and Ilja Richard Pavone

The adoption of the UNESCO Universal Declaration on Bioethics and Human Rights
(UDBHR) in 2005 marked a significant step towards the recognition of universal stan-
dards in the fields of science and medicine. The UDBHR is the first international instru-
ment devoted to bioethics within a human rights framework, whose ultimate goal is that
of establishing internationally accepted principles for the construction of an ‘international
biolaw’. Its scope is wide, adding issues like life sciences, the protection of the environment,
the biosphere and biodiversity, to the traditional field of medicine. The Declaration also
shifted its focus from the individual to the society and humankind in general, extending
its scope beyond classical bioethical topics such as individual autonomy, informed consent
and patient—physician relation. Indeed, the Declaration incorporates new principles drawn
from environmental ethics, such as the need to share knowledge and benefits derived by
the advancement of science, the precautionary approach, the responsibility towards future
generations and the protection of biodiversity as a common concern of humankind.

This volume discusses the role of the UDBHR in the route towards the development
of a global bioethics and the implications of framing bioethical issues in the international
legal discourse. Moreover, the volume opens with the observation that soft law approaches
to questions of bioethical relevance have become the dominant framework for addressing
many ethical questions at national and international level. In particular, three important
UNESCO declarations (Human Genome, Genetic Data, and Bioethics and Human Rights)
have been implemented so far by various States in this manner.

It is in this context of strong connections between bioethics, human rights, international
law, international legal discourse and need of compliance, that this volume seeks to analyze
what exactly happens when issues of high bioethical relevance are discussed and negotiated
within an international framework.

After more than ten years from the adoption of the UDBHR, the time has come to
enrich the bioethical debate with an in-depth scholarly analysis of the concrete impact of the
Declaration on the construction of shared and common ethical principles. This is precisely
the purpose of the present collection of essays, whose publication offers an opportunity not
only to celebrate the tenth anniversary of the Declaration, but also to create new momen-
tum towards its critical assessment and to promote its sound knowledge.

International Biolaw and Shared Ethical Principles gathers the essays of some of the
world’s leading scholars in the field of bioethics and biolaw to explore key ethical and
legal issues which have emerged from the adoption of the Declaration. Specifically, we ask
whether the Declaration is still relevant to the challenges raised by the continuous devel-
opment of life science, or whether it should be updated, by including, for instance, issues
related to neuroethics, animal ethics, biotech.
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Has the Declaration solved the dilemma of how to conciliate multiculturalism and the
need of shared principles in the domain of bioethics? Has it contributed to the under-
standing of universal or global bioethics? Have States implemented (and to what degree)
the principles set out in the Declaration? What will be the major bioethical challenges
over the next twenty years? What is the role of non-binding norms in international
bioethics?

The volume draws on the strong expertise of the authors, addressing the aforemen-
tioned issues that are common to ethical theory, legal philosophy and international law.
It is divided into two parts. Part I (‘UNESCO and Global Bioethics’) analyzes the main
bioethical aspects surrounding the Declaration, with particular reference to the problems
of the relationship between bioethics and human rights, and of how to conciliate different
ethical views in the framework of the identification of common shared principles on these
sensitive topics.

The volume begins with a reconstruction of the role of UNESCO in promoting universal
human rights, from its foundation to the adoption of the UDBHR, claiming that the Dec-
laration is an extension of human rights law, represented by the Universal Declaration on
Human Rights, to the domain of biomedicine (Chapter I). It continues with a deep analy-
sis of the negotiation process which led to the adoption of the Declaration (Chapter IT),
determining if and to what extent, the UDBHR represents a landmark in the development
of a global bioethics (Chapter III). Subsequently, the never-ending dilemma of how to
reconcile preserving multiculturalism when attempting to impose/identify common prin-
ciples (Chapter IV), and the philosophical thread of the Declaration (Chapter V), are dealt
with. Specifically, these chapters address the question of whether the Declaration provides
a proper and satisfactory answer to critics of cultural relativism, on account of being based
on principles — such as autonomy, social responsibility, solidarity, personal wellbeing — that
belong to the Western approach to bioethics.

Part IT (“The Contribution of the Universal Declaration on Bioethics and Human Rights
to the Construction of a Shared Biocthics’) is devoted to the role of UNESCO in setting
standards in the field of bioethics and human rights. Part II begins with an analysis of the
regulation of transnational practices in the Declaration focusing on the bioethical aspects
related to clinical trials carried out in developing countries (Chapter VI).

The form and content of the Declaration (Chapter VII) and the role of soft law in bio-
ethics (Chapter VIII) are then analyzed. These two Chapters deal with the peculiarity of
soft law in promoting legislative responses to emerging challenges posed by biomedical
advances; and second, they illustrate to which extent soft law — highly used in environ-
ment and outer space as a basis for the development of customary norms or for the future
negotiation of binding treaties — can be a suitable tool for legislating in the emerging field
of international biolaw. Later Part II will explore whether the UDBHR provisions, such
as the social responsibility principle, technology transfer aspects and the focus on future
generations, are likely to facilitate the normative transition from an epoch characterized by
the political and economic power of multinational corporations (the Corporatocene), to an
epoch characterized by the use of human technology to indefinitely sustain not only its own
species but all lifeforms on the planet (the Sustainocene) (Chapter IX). The final chapter
is devoted to the ‘future developments’, focusing on the role of UNESCQO’s International
Bioethics Committee in promoting the principles of the UDBHR (Chapter X).

From a bioethical point of view, the volume aims at underlining the invaluable role of
UNESCO, and in general, of global intergovernmental forums, in setting the foundations
of plausible ethical principles and procedures which take into account different perceptions
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of ethical and legal issues and allow a fuller transnational scientific and biomedical coopera-
tion. The UDBHR played a key role towards progressive convergence of the several morals
and bio-legislations present in the world, although it did not just favor a mere ethical equal-
ization, but it contributed to a shared definition of bioethics, an achievement which could
not been imagined at the very beginning of the crafting process.

From a legal point of view, the volume aims firstly at proving the potential of non-
binding instruments in the promotion of adequate legal answers to the challenges posed by
medicine and science, without holding back on the intrinsic limits of soft law. It attempts
to model the normative presuppositions of existing theories on the role of soft law, in terms
that take into account developments in the theoretical debate which has occurred over the
past two decades, especially in environment protection and outer space governance. The
main aim is, therefore, that of giving conceptual instruments for translating the background
on the role of non-binding norms in environment protection and outer space governance in
the wide sector of science and innovation and in particular of biomedicine and life sciences.
Secondly, the volume evaluates whether UNESCO declarations in the field of bioethics
can be considered as part of an emerging ‘international biolaw’ and, finally, it analyzes to
which extent the Declaration has the potential to evolve, like the Universal Declaration on
Human Rights, into international customary law or be the basis for an international biolaw
convention.

The conclusions will situate the UDBHR in the broad discourse on the evolution of
international law in general, from ‘international law of coexistence’ towards the ‘interna-
tional law of cooperation’, to shed new light on some of the specificities and shortcomings
of UNESCO standard-setting pointed out in the text.

On a final note, this work will investigate the possibility (the ambition) to achieve an ide-
ally ‘shared bioethics” which could then feed and enhance the human rights framework. In
this context, it will evaluate the potentiality of soft law, which must be considered by States
as the most effective legal tool to regulate within their domestic legislations the controver-
sial bioethical issues related to the advancement of life sciences.

The editors sincerely hope that this volume will serve as a vehicle to improve knowl-
edge of the Declaration, by favoring the process of strengthening the awareness of existing
human rights in the field of life sciences, in the perspective of promoting a global bioethics
addressed to the most vulnerable population groups.
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UNESCO and global
bioethics
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I The role of UNESCO in
promoting universal human

rights
From 1948 to 2005

Roberto Andorno

Introduction

UNESCO was created in the aftermath of the Second World War to reaffirm the convic-
tion of the international community that intercultural dialogue and respect for justice and
human rights are essential to build a durable peace. The UNESCO Constitution, which
was adopted in November 1945, states that the first objective of the organization is “to
contribute to peace and security by promoting collaboration among the nations through
education, science and culture in order to further universal respect for justice, for the rule
of law and for human rights and fundamental freedoms”.

Consistent with this goal, UNESCO formed in 1947 a committee of intellectuals from
different countries and cultural backgrounds, who made recommendations for the develop-
ment of a universal human rights instrument. In this way, the Organization contributed to
the preparatory work of the Universal Declaration of Human Rights (henceforth UDHR)
of 1948, which would become the pillar upon which the entire human rights system is built.
Almost 60 years later, in 2005, UNESCO served as a platform for the international com-
munity to develop the Universal Declaration of Bioethics and Human Rights (henceforth
UDBHR), which is the first global legal instrument that comprehensively addresses the
linkage between human rights and bioethics.

This chapter aims to draw a parallel between these two significant efforts of UNESCO in
the promotion of universal human rights, and to emphasize that the UDBHR is ultimately
an extension of international human rights law to the specific field of biomedicine.

A short history of UNESCO

Towards the end of 1942, in the middle of the Second World War, representatives of the
European countries that were fighting Nazi Germany and its allies had a first meeting in
London for what came to be known as the Conference of Allied Ministers of Education
(CAME). They were examining ways and means to reconstruct their systems of education
once the war had come to an end. In one of the subsequent meetings of CAME, it was
proposed to create an international organization for education. Upon this proposal, the
recently founded United Nations convened a conference in London in November 1945 for
“the establishment of a United Nations Educational and Cultural Organization”.!

1 F. Valderrama, A History of UNESCO, UNESCO, Paris 1995, pp. 19-24.
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Representatives of 44 countries took part at the London Conference, which was presided
over by Ellen Wilkinson, Minister of Education of Great Britain. The delegates decided
to create an organization that would embody a genuine culture of peace and establish
the “intellectual and moral solidarity” of humankind in order to prevent the outbreak of
another world war.? The driving idea shared by delegates was that fostering education and
intercultural dialogue was the best way to promote peaceful relationships between coun-
tries. This inspiring idea was thereafter enshrined at the beginning of UNESCO’s Constitu-
tion, which states that “since wars begin in the minds of men, it is in the minds of men that
the defences of peace must be constructed”.

It is noteworthy that the initially planned organization was only concerned with educa-
tional and cultural issues. However, a number of scientists were pressing for the inclusion of
science in both the title of the organization and in its programme of activities. In the fore-
front of this effort to put the “S” for science in the organization’s name and goals were the
British biologist and philosopher Julian Huxley, who would then become the first General
Director of UNESCO, and the British biochemist Joseph Needham.? Decisive support for
the inclusion of science within the scope of the planned organization was the recent drop-
ping of the atomic bomb on Hiroshima and Nagasaki. This dramatic event would brutally
show the tremendous ambivalence of science and technology, which can be used for the
best and for the worst. The mushroom clouds over Japan had suddenly made the ethics of
scientific research the burning question of the day. It is therefore not surprising that in her
opening speech at the Conference, Wilkinson declared:

Though Science was not included in the original title of the Organization, the British
delegation will put forward a proposal that it be included, so that the title would run
“Educational, Scientific and Cultural Organization”. In these days, when we are all
wondering, perhaps apprehensively, what the scientists will do to us next, it is impor-
tant that they should be linked closely with the humanities and should feel that they
have a responsibility to mankind for the result of their labours. I do not believe any
scientists will have survived the world catastrophe, who will still say that they are utterly
uninterested in the social implications of their discoveries.

These words of Ellen Wilkinson summed up the anxieties felt by a majority of the delegates.
On 6 November 1945, the “S” for Science was finally incorporated into the title of the new
body, which should play a “humanization role in the education of scientists”.* At the end of
the conference, 37 countries founded the new UN agency. The Constitution of UNESCO,
signed on 16 November 1945, came into force on 4 November 1946 after ratification
by 20 countries: Australia, Brazil, Canada, China, Czechoslovakia, Denmark, Dominican
Republic, Egypt, France, Greece, India, Lebanon, Mexico, New Zealand, Norway, Saudi
Arabia, South Africa, Turkey, the United Kingdom and the United States. The first General
Conference of the Organization was held in Paris from 19 November to 10 December
1946 with the participation of representatives from 30 member states entitled to vote and
from 18 non-member states.®

2 UNESCO Constitution (1945), Preamble.

3 F. Valderrama, op. cit.

4 A. Plomer, Patents, Human Rights and Access to Science, Edward Elgar Publishing, Cheltenham 2015,
p. 141.

5 F. Valderrama, op. cit.
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Today, after 70 years of existence, UNESCO comprises 195 member states, that is, vir-
tually all states in the world. In addition to its headquarters in Paris, the Organization has
more than 50 field offices around the world. UNESCO implements its activities through
the five program areas of Education, Natural Sciences, Social and Human Sciences, Culture,
and Communication and Information. Sometimes referred to as “the intellectual agency”
of the United Nations, UNESCO describes itself as a “laboratory of ideas and a standard-
setter to forge universal agreements on emerging ethical issues”.® Today, maybe more than
ever, the Organization plays a crucial role in fostering intercultural dialogue and, at the
same time, promoting respect for human rights.

UNESCO and human rights

From the very beginning of its foundation, UNESCO was inextricably linked to the human
rights movement that emerged in the aftermath of the Second World War. In December
1948, the General Assembly of the recently created United Nations adopted the Universal
Declaration of Human Rights. While this document was still being drafted by the Human
Rights Commission, UNESCO decided to anticipate the philosophical questions that the
elaboration of such a declaration would inevitably raise: Could any values be said to be com-
mon to all countries? What would it mean to speak of certain rights as “universal”?

In order to address these challenging questions, UNESCO recruited some leading think-
ers of the time for a “Committee on the Theoretical Bases of Human Rights”. This panel,
chaired by the British historian and diplomat Edward H. Carr, prepared a questionnaire
dealing with various theoretical problems in the formulation of an “international declara-
tion of human rights”, and sent it out to scholars and statesmen around the world. Among
the notable figures who responded to the 8-page questionnaire were Mahatma Gandhi,
Jacques Maritain, Pierre Teilhard de Chardin, Benedetto Croce and Aldous Huxley. The
resulting 260-page volume captured an extremely broad spectrum of theoretical views and
justifications for the human rights under consideration.”

The replies to the UNESCO enquiry were encouraging. They revealed that the principles
underlying the draft Declaration were already present in many cultural and religious tradi-
tions, though not always articulated in terms of “rights”.# For instance, Chinese Confucian
philosopher Chung-Shu Lo pointed out in his reply that the absence of formal declarations
of rights in China or the difficulties to translate the word “right” into Chinese did not sig-
nify “that the Chinese never claimed human rights”. He argued that, in fact, “the idea of
human rights developed very early in China, and the right of the people to revolt against
oppressive rulers was very early established”.’

Similarly, the Indian political scientist S. V. Puntambekar noted that “great thinkers like
Manu and Buddha (. . .) have propounded a code, as it were, of ten essential human

6 UNESCO, www.unesco.org/archives/new2010/en/history_of unesco.html.

7 UNESCO (ed.), Human Rights: Comments and Interpretations. A Symposium edited by UNESCO with
an Introduction by Jacques Maritain, UNESCO, Paris 1948. Available at: http://unesdoc.unesco.org/
images/0015,/001550,/155042¢b.pdf.

8 For a more detailed account, see M. A. Glendon, A World Made New: Eleanor Roosevelt and the Univer-
sal Declaration of Human Rights, Random House, New York 2002, pp. 73-78.

9 L. Chung-Shu 1948, Human Rights in the Chinese Tradition, in op. cit. (pp. 183-187), Human Rights
in the Chinese Tradition, in UNESCO (ed.), p. 186.

L. Chung-Shu 1948, Human Rights in the Chinese Tradition, in UNESCO (ed.), op. cit. (pp. 183—
187), p. 186.
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freedoms and controls or virtues necessary for good life”: five social freedoms (“freedom
from violence, freedom from want, freedom from exploitation, freedom from violation and
dishonour, and freedom from early death and disease”) and five individual virtues (“absence
of intolerance, compassion or fellow-feeling, knowledge, freedom of thought and con-
science and freedom from fear and frustration or despair”).1

Interestingly, despite the very different philosophical, religious and cultural backgrounds
of the respondents to the UNESCO survey, the list of basic rights and values proposed by
them were broadly similar. Certainly, the UNESCO philosophers were well aware of the
lack of consensus on the ultimate foundations of those rights and values. However, they
did not consider these discrepancies as an insurmountable obstacle for an international
agreement. In his introduction to the volume that gathered the responses, Jacques Maritain
insisted that the goal of the UN efforts was a practical, not a theoretical one, and pointed
out that “agreement between minds can be reached spontaneously, not on the basis of com-
mon speculative ideas, but on common practical ideas, not on the affirmation of one and
the same conception of the world, of man and of knowledge, but upon the affirmation of a
single body of beliefs for guidance in action”.!!

Maritain also reported that in one of the UNESCO meetings someone expressed aston-
ishment that representatives of very different and even opposed ideologies could be able to
agree on a list of human rights. The man was told: “Yes, we agree about the rights, but on
the condition that no one asks us why”.!2

In line with these remarks, the Committee of experts expressed the view that the issue
at stake was not to achieve doctrinal consensus on the foundations of human rights, but to
achieve agreement concerning the list of rights that had to be recognized and also concern-
ing the action aiming at the implementation of those rights.!® From this point of view, and
after having examined the responses to the survey, the group concluded in July 1947 that
“agreement is possible concerning such a declaration”.!*

The Committee suggested that the agreement should include the following fifteen rights:
1) the right to live, 2) the right of protection of health, 3) the right to work, 4) the right
to social assistance in cases of need such as unemployment, infancy, old age, and sickness,
5) the right to property, 6) the right to education, 7) the right to information, 8) the right
to freedom of thought and inquiry, 9) the right to self-expression in art and science, 10) the
right to justice, which includes the right to fair procedures and freedom from torture and
any cruel punishment and illegal arrest, 11) the right to political participation, 12) the right
to freedom of speech, assembly, association, press, and religion, 13) the right to citizenship,
14) the right to rebel against an unfair regime, and 15) the right to share in progress.'®

It is difficult to assess the precise impact that the report of the UNESCO committee had
on the Human Rights Commission that drafted the Declaration of Human Rights, but the

10 S.V.Puntambekar 1948, Human Freedoms and the Hindu Thinking, in 0p. ciz. (pp. 193-197) UNESCO
(ed.), p. 195.

11 J. Maritain 1948, Introduction, in o0p. cit. (pp. 4-12) UNESCO (ed.), p. 4.

12 Ibid., p. 4.

13 UNESCO (ed.), op. cit., Appendix II, p. 263.

14 Ibid., p. 15.

15 Ibid., pp. 11-15.
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fact is that all the rights proposed by the UNESCO committee were included, in one way
or another, in the final version of the instrument adopted in December 1948.16

Intersection between human rights and bioethics

Human rights are legal entitlements to have or do something that people have simply by
virtue of their humanity. These entitlements concern those basic conditions that are nec-
essary for leading a minimally good life, such as physical and mental integrity, freedom,
privacy, health, equal treatment and so on. From this it is not hard to see that there is a
close and multifaceted relationship between human rights and medical and health-related
issues. It is therefore not surprising that international instruments dealing with bioethics are
framed using a rights-based approach. Moreover, they present themselves as an exzension
of international human vights law to the field of biomedicine."” In other words, they are not
merely ethical or political recommendations, but human rights instruments dealing with a
particular kind of issues. This is to say that the new biolegal instruments do not intend to
“regulate” or “subsume” bioethics,'® because bioethics or ethics cannot and should not be
regulated by law. They simply stipulate minimal legal standards for promoting respect for
human rights in the biomedical context. This is clearly the case of the Universal Declaration
on Bioethics and Human Rights (henceforth UDBHR) adopted by UNESCO in 2005."
The importance of the UDBHR lies precisely in the fact that it is the first global legal —
though non-binding — instrument that comprehensively addresses the linkage between
human rights and bioethics. In this regard, the Chairperson of the drafting group of the
Declaration pointed out that the most significant achievement of this document consists
precisely in having integrated the bioethical analysis into a human rights framework.?® As
noted by the Explanatory Memorandum to the Preliminary Draft Declaration, “the draft-
ing group also stressed the importance of taking international human rights legislation as
the essential framework and starting point for the development of bioethical principles.”?!
The Explanatory Memorandum also points out that there are two broad streams at the
origin of the norms dealing with bioethics. The first one can be traced to antiquity, in
particular to Hippocrates, and is derived from reflections on the practice of medicine. The
second one, conceptualized in more recent times, has drawn upon the developing inter-
national human rights law. Furthermore, the Memorandum states: “One of the important

16 The right to rebellion is the only one that does not appear in the body of the UDHR, but it can be
inferred from its Preamble, which states: “Whereas it is essential, if man is not to be compelled to have
recourse, as a last resort, to rebellion against tyranny and oppression, that human rights should be pro-
tected by rule of law”.

17 R. Andorno, Principles of International Biolaw: Seeking Common Ground at the Intersection of Bioethics
and Human Rights, Bruylant, Brussels 2013, p. 17.

18 T. Faunce, Will International Human Rights Subsume Medical Ethics? Intersections in the UNESCO
Universal Bioethics Declaration, in Journal of Medical Ethics, 2005, vol. 31, pp. 173-178.

19 Another example of this trend is the Council of Europe’s Convention on Biomedicine and Human
Rights (1997).

20 M. Kirby, UNESCO and Universal Principles in Bioethics: What’s Next?, in UNESCO (ed.), Twelfth Ses-
sion of the International Bioethics Committee (IBC). December 2005. Proceedings, UNESCO, Paris 2000,
p. 126.

21 UNESCO, Explanatory Memorandum on the Elaboration of the Preliminary Draft Declaration on Uni-
versal Norms on Bioethicsy, UNESCO, Paris 2005, para 11.
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achievements of the declaration is that it seeks to unite these two streams. It clearly aims to
establish the conformity of bioethics with international human rights law.”??

Certainly, the UDBHR, like any intergovernmental declaration, belongs to the category
of soft law instruments, which are weaker than conventions because they are not immedi-
ately binding for states (this topic will be widely discussed in Part IT of the volume). The
use of soft law instruments has rapidly developed over the last decades as a tool for dealing
with sensitive matters such as human rights, the protection of the environment and bioethi-
cal issues. However, it would be misleading to deduce from the non-binding effect of soft
law instruments that they are purely rhetorical statements and are therefore deprived of any
legal effects. In reality, although they are not immediately binding for states, they are poten-
tially binding in the sense that they are thought of as the beginning of a gradual process
in which further steps are needed to make of such agreements binding rules for states. It
is also worth mentioning that, in the course of time, soft law standards may become bind-
ing rules in the form of customary law and jurisprudential criteria, as it happened with the
Universal Declaration of Human Rights of 1948.2% It is not to exclude that a similar process
of hardening into binding rules could take place in the coming decades with the UDBHR.

What are the reasons for resorting to human rights for developing normative frameworks
relating to bioethics? There is, first of all, a historical reason. Both international human
rights law and modern medical ethics were born together as a response to the dramatic
events of the Second World War. Several provisions of the Universal Declaration of Human
Rights were informed by the horror caused by the revelation that prisoners of concentration
camps were used as subjects of brutal medical experiments. This same shocking discovery
led the Nuremberg trial to develop the famous ten principles for medical research, better
known as the “Nuremberg Code”. In this regard, it has been said that the Second World
War was “the crucible in which both human rights and bioethics were forged, and they have
been related by blood ever since.”?*

In addition to this historical common ground, the close link between bioethics and
human rights can also be explained by the circumstance that medical activities are directly
related to some of the most important human rights (the right to life, the right to physical
integrity, to confidentiality of personal data, the right to health care, etc.). Therefore, it is
understandable that both fields overlap to some extent with each other, and that the already
existing human rights framework is used to ensure the protection of such basic human
goods, also in the field of biomedicine.

There is also a very practical reason for integrating bioethical standards into a human
rights framework: there are few, if any, mechanisms available other than human rights to
function as a global normative foundation in biomedicine. The human rights framework
provides “a more useful approach for analysing and responding to modern public health
challenges than any framework thus far available within the biomedical tradition.”?® Simi-
larly, it has been argued that the recourse to human rights is fully justified on the ground
that bioethics suffers from the plurality and range of actors involved and the overproduc-

22 Ibid., para 12.

23 R. Andorno, Human Dignity and Human Rights as a Common Ground for a Global Bioethics, in Jour-
nal of Medicine and Philosophy, 2009, vol. 34, no. 3, pp. 223-240.

24 G.]. Annas, American Bioethics: Crossing Human Rights and Health Law Boundaries, Oxford University
Press, New York 2005, p. 160.

25 J. Mann, Health and Human Rights: Protecting Human Rights Is Essential for Promoting Health, in
British Medical Journal, 1996, vol. 312, pp. 924-925.
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tion of divergent norms, while “human rights offers a strong framework and a common
language, which may constitute a starting point for the development of universal bioethical
principles”.? According to Richard Ashcroft, casting bioethical issues into human rights
terms allows “a well-tested and long-established common language, rhetoric and institu-
tional practice” to better identify the problems at stake and ideally, to find the possible solu-
tions to them.?” This is to say that, while bioethics suffers from the plurality of actors and
divergent theories, human rights offers a strong, effective and enforceable set of standards.

Another reason explaining the recourse to human rights in standard-setting action in bio-
cthics is the universal nature of human rights, because such universality facilitates the devel-
opment of global standards for biomedicine. Human rights are, by definition, conceived
as transcending cultural diversity and national boundaries. They are held to be universal in
the sense that “all people have and should enjoy them, and to be independent in the sense
that they exist and are available as standards of justification and criticism whether or not
they are recognized and implemented by the legal system or officials of a country”.?® In
such a sensitive field as bioethics, where diverse socio-cultural, philosophical and religious
traditions come into play, this universality is a very precious asset when formulating global
standards for biomedical issues. This universality should however not be understood as a
rigid one. Human rights are regarded by international law as flexible enough to be compat-
ible, within certain limits, with respect for cultural diversity. As noted by Jack Donnelly, the
human rights system allows local variations, not in the substance, but in the form in which
particular rights are interpreted and implemented.?

UNESCO’s involvement in bioethics

UNESCO has acted as a pioneer in standard-setting action in global bioethics. Surprisingly,
its involvement in this field has been harshly criticized by some scholars. For instance, dur-
ing the drafting work of the Universal Declaration on Bioethics and Human Rights, it was
argued that UNESCO would be in an “obvious attempt at meddling in the professional
domain of another United Nations (UN) agency, WHO” and that “it is entirely unclear
why UNESCO should concern itself with such a matter”.3 In the same vein, it was claimed
that “UNESCO is clearly overstepping its mandate and encroaching on that of the World
Health Organization (WHO)” 3!

More recently, Aurora Plomer has levelled similar objections to UNESCQO?s initiatives on
bioethics. In her view, “UNESCO’s more recent standard-setting activities in bioethics (. . .)
look somewhat detached from UNESCO’s own programs to support the advancement and

26 H. Boussard, The ‘Normative Spectrum’ of an Ethically-Inspired Legal Instrument: The 2005 Universal
Declaration on Bioethics and Human Rights, in Francesco Francioni (ed.), Biotechnologies and Interna-
tional Human Rights, Hart Publishing, Oxford 2007, p. 114.

27 R. Ashcroft, Could Human Rights Supersede Bioethics?, in Human Rights Law Review, 2010, vol. 10,
no. 4, p. 644.

28 J. Nickel, Making Sense of Human Rights: Philosophical Reflections on the Universal Declavation of
Human Rights, University of California Press, Berkeley 1987, p. 561.

29 J. Donnelly, Universal Human Rights in Theory and Practice, Cornell University Press, Ithaca, NY 1989,
pp. 109-142.

30 U. Schuklenk, W. Landman, From the Editors, in Developing World Bioethics, 2005, vol. 5, no. 3,
pp. 3—4.

31 J. Williams, UNESCO’s Proposed Declaration on Bioethics and Human Rights: A Bland Compromise,
in Developing World Bioethics, 2005, vol. 5, no. 3, pp. 210-215.
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diffusion of science, overly focused on health /biomedical concerns which fall more squarely
within WHO’s mandate and overly preoccupied with limitations on modern biotechnolo-
gies on which there is no clear global consensus”.??

A variety of answers to these criticisms can be raised.® First of all, the division of com-
petences between UN agencies is not as clear-cut as it might seem at first glance. This is
especially the case in issues that are at the intersection of different disciplines, like those
relating to bioethics. Therefore, when interdisciplinary matters are at stake, extreme caution
is needed before accusing a UN agency of overstepping its mandate. There is no doubt that
the World Health Organization (WHO), which is the specialized UN agency for health,
is called to play a major role in the standard-setting activities in the field of public health.
Nevertheless, as a scholar has pointed out, the WHO cannot manage this task alone, and
this for several reasons: first, the field is growing rapidly encompassing more diverse and
complex concerns, due to its interdisciplinary nature; second, the WHO has very limited
experience in international health lawmaking; third, such a task would deplete the organi-
zation’s limited resources and undermine its ability to fulfill its well-established and essen-
tial international health functions; fourth, member states are highly unlikely to limit their
autonomy and freedom by granting to the WHO alone such an expansive new mandate;
fifth, decentralization of the international lawmaking enterprise presents great advantages
that cannot be ignored.?*

Furthermore, it is unclear why the only UN agency specialized in sciences (both natural
and human sciences) and having served for decades as a forum for philosophical discussion
on cross-cultural issues should abstain from making any contribution to the global norma-
tive guidance of biomedical sciences. It must be reminded that the purpose of UNESCO
is, according to its Constitution, to promote “collaboration among nations through educa-
tion, science and culture in order to further universal respect for justice, for the rule of law
and for the human rights and fundamental freedoms”.** Hence, it is understandable that an
organization with such an ambitious mission may consider its duty to make its own contri-
bution to the development of human rights standards in the field of biomedicine.

It should be also reminded that, after all, UNESCO and WHO are composed of the
same member states. Therefore, any conflict of competences between these two bodies is to
some extent meaningless. But there is a more substantial reason for favouring simultaneous
involvement of both UN agencies in the field of bioethics: their standard-setting activities
operate at different levels. While UNESCO tends to produce general normative frameworks
of a predominantly philosophical and legal nature, WHO’s guidelines are usually more
technical and focused on very specific health-related issues. Thus, since the approach fol-
lowed by both organizations is different, their respective involvement in this matter is not
necessarily overlapping, but can perfectly coexist.

In addition, it is noteworthy that UNESCO has a long experience in standard-setting. At
least since the 1970s, it has been involved in the development of around 28 international
conventions, 13 declarations and about 33 recommendations relating to science, education
and human rights, including the Convention against Discrimination in Education (1960),

32 A. Plomer, op. cit., p. 161.

33 See R. Andorno, Global Bioethics at UNESCO: In Defence of the Universal Declaration on Bioethics
and Human Rights, in Journal of Medical Ethics, 2007, vol. 33, no. 3, pp. 150-154.

34 A. L. Taylor, Governing the Globalization of Public Health, in Journal of Law, Medicine and Ethics,
2004, vol. 32, no. 3, pp. 500-508.

35 UNESCO Constitution, 16 November 1945 (Article 1).
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the Universal Copyright Convention (1971), the Declaration on Principles of International
Cultural Cooperation (1966), the Declaration on Race and Racial Prejudice (1978), the
Declaration on the Responsibilities of the Present Generations towards Future Generations
(1997), the Recommendation on the Status of Scientific Researchers (1974), the Recom-
mendation Concerning the International Standardization of Statistics on Science and Tech-
nology (1978) and the Convention on the Protection and Promotion of the Diversity of
Cultural Expressions (2005). Thus, even for merely pragmatic reasons, it is difficult to see
why the international community could not take advantage of this long experience regard-
ing sciences, its cross-cultural impact and its significance for human rights in order to set up
global bioethical standards.

Furthermore, UNESCO?’s involvement in bioethics did not just start in 2005, but dates
back to the 1970s, when this organization began to organize symposia and conferences on
bioethical issues, mainly related to genetics, life sciences and reproductive technologies.?
In 1993, Federico Mayor, then Director-General of UNESCO, decided to set up an Inter-
national Bioethics Committee (IBC) composed by experts from different countries and
disciplines. The first task of the IBC was to prepare the preliminary draft of the Universal
Declaration on the Human Genome and Human Rights, which was adopted in 1997.
Thereafter, the IBC worked on the drafting of the International Declaration on Human
Genetic Data, finalized in 2003, and of the Universal Declaration on Bioethics and Human
Rights, adopted by UNESCO’s General Conference in 2005. Since its creation, the IBC
produced around 22 reports on a variety of bioethical topics such as genetic screening
(1994), genetic counseling (1995), ethics and neurosciences (1995), the ethics of experi-
mental treatments (1996), confidentiality and genetic data (2000), embryonic stem cells
(2001), the ethics of intellectual property and genomics (2002), preimplantation genetic
diagnosis and germ-line interventions (2003), informed consent (2008), human cloning
(2009), social responsibility and health (2010), human vulnerability (2013) and benefit-
sharing (2015). The truth is that no other intergovernmental organization could claim the
same level of experience at the intersection of life sciences, ethics and human rights.?”

In addition to the decades-long involvement of UNESCO in bioethical issues, another
truth is that a conflict of competences between two or more UN agencies about the gover-
nance of life sciences would be quite pointless. Such a conflict would be as absurd as a dispute
between philosophers, physicians and lawyers over the “ownership” of bioethics. Obviously,
none of these disciplines has the monopoly of bioethics. Since this field is by its very nature an
interdisciplinary domain, all related professions (and likewise, all related UN bodies) have the
right — and the duty — to make their specific contribution to this complex area.

The Universal Declaration of Bioethics and Human Rights

On 19 October 2005, the Universal Declaration on Bioethics and Human Rights was
adopted at the UNESCO’s General Conference by representatives of 191 countries. The
overall goal of this instrument is “to provide a universal framework of principles and proce-
dures to guide States in the formulation of their legislation, policies or other instruments in

the field of bioethics” (Article 2a).

36 H. ten Have, M. Jean, Introduction, in Henk ten Have and Michele Jean (eds.), The UNESCO Decln-
ration on Bioethics and Human Rights: Background, Principles and Application, UNESCO, Paris 2009,
p. 23.

37 A. L. Taylor, op. cit.
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The drafting of the UDBHR is the result of a combined effort by bioethics experts from
different countries and disciplines who sat on the International Bioethics Committee (IBC)
of UNESCO, and governmental representatives of UNESCO member states. The drafting
work was preceded by a report of an IBC working group that assessed the feasibility of such
an instrument. The group, chaired by Leonardo De Castro (Philippines) and Giovanni Ber-
linguer (Italy), concluded by supporting the initiative and affirming the need to develop “a
worldwide common sense in order to foster understanding and cohesion in relation to new
ethical categories and new practical possibilities emerging from science and technology”.3®
Encouraged by these conclusions, the IBC, chaired at the time by Michele Jean (Canada),
prepared the preliminary draft declaration, after almost two years of discussions and pub-
lic consultations with governmental and non-governmental organizations. Justice Michael
Kirby (Australia) chaired the drafting group, which was open to all IBC members. To
ensure transparency in the process, the successive versions of the document were posted
on the Internet as they were being developed. In January 2005, the draft was examined by
the Intergovernmental Bioethics Committee (IGBC) and, finally, it was revised in two suc-
cessive meetings of governmental representatives, who introduced several amendments.®

Despite the great number of existing international guidelines, statements and declara-
tions relating to bioethics, the UDBHR made its own specific contribution to this field.
First, because it is a /egal, and not a merely ethical, instrument like those produced by non-
governmental organizations (for instance, the World Medical Association). Second, because
it is not restricted to a particular area of bioethics, but provides a comprehensive framework
of principles for all biomedical activities. Third, because it is the first global intergovern-
mental instrument that addresses the linkage between human rights and bioethics.

Section II of the Declaration sets out 16 substantive principles relating to bioethics.
These principles are to be understood as “complementary and interrelated” (Article 26).
This means that the relationship between them is non-hierarchical.** The complexity of
bioethical dilemmas in real life makes it impossible to establish in abstract terms a clear
priority of some principles over others. Therefore, in case of conflict between two or more
principles, the priority of one of them will be determined taking into account the particular
circumstances of each case, as well as the cultural specificities of each society. However, this
does not preclude that the principle of respect for human dignity, due to its inescapable
overarching nature, will always play a role in every bioethical decision.

The principles proclaimed in the Declaration are the following:

—  Respect for human dignity and human rights (Article 3.1)

—  Driority of the individual’s interests and welfare over the sole interest of science or soci-
ety (Article 3.2)

—  Beneficence and non-maleficence (Article 4)

— Autonomy (Article 5)

— Informed consent (Article 6)

—  DProtection of persons unable to consent (Article 7)

—  Special attention to vulnerable persons (Article 8)

38 UNESCO IBC, Report on the Possibility of Elaborating a Universal Instrument on Bioethics, 13 June
2003. Available at: http://unesdoc.unesco.org/images,/0013 /001302 /13022 3c¢.pdf.

39 See a detailed account of the drafting process in H. ten Have and M. Jean, ibid., pp. 17-55.

40 E. Gefenas, Article 26: Interrelation and Complementarity of the Principles, in H. ten Have and M. Jean
(eds.), ibid., pp. 327-333.
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—  Privacy and confidentiality (Article 9)

—  Equality, justice and equity (Article 10)

—  Non-discrimination and non-stigmatization (Article 11)

—  Respect for cultural diversity and pluralism (Article 12)

—  Solidarity and cooperation (Article 13)

—  Access to health care and essential medicines (Article 14)

—  Benefit sharing (Article 15)

—  DProtection of future generations (Article 16)

—  Protection of the environment, the biosphere and biodiversity (Article 17)

Section III of the Declaration, entitled “Application of the Principles”, is devoted to prin-
ciples of a more procedural nature such as:

— The requirement for professionalism, honesty, integrity and transparency in the
decision-making process regarding bioethical issues (Article 18)

—  The need to establish independent, multidisciplinary and pluralist ethics committees
(Article 19)

—  The call for an appropriate risk assessment and management in the biomedical field
(Article 20)

—  The need for justice in transnational research (Article 21)

It could be objected that most of the above-mentioned principles are not completely new,
as they can be found in previous international human rights instruments. This is true, but
this does not render the Declaration useless or redundant. On the contrary, it is precisely the
accumulation, convergence and complementarity of principles that gradually shape social
consciousness in the international community, both internationally and transnationally.*!
Besides that, the greatest merit of the Declaration does not lie in having “invented” entirely
new human rights principles, but in having developed them from previous international
instruments to adapt them to the specific field of biomedicine, and in having assembled
them together into a single, coherent legal instrument.

It could be also argued that the Declaration’s provisions are too vague and ambiguous.
Indeed, the principles it proclaims are couched in very general terms and the document
offers little guidance about their precise meaning and implications. This vagueness
has led some scholars to argue that the Declaration will not provide much guidance
because everyone can interpret the text as they like.*? In reality, the importance of lay-
ing down general principles, even if they might appear to be too vague, should not be
underestimated. They are meant to serve as a starting point for further discussion and
negotiation that could lead to more precise regulations, especially at a national level. It
should not be forgotten that national governments, not international organizations, are
the primary agents for the realization of human rights. The international community
has an important role to play in setting up widely accepted standards, but once these

41 P. M. Dupuy, The Impact of Legal Instruments Adopted by UNESCO on General International Law, in
Abdulqawi Yusuf (ed.), Normative Action in Education, Science and Culture: Essays in Commemoration
of the Sixtieth Anniversary of UNESCO, UNESCO, Paris 2007, p. 356.

42 D. Benatar, The Trouble with Universal Declarations, in Developing World Bioethics, 2005, vol. 5, no. 3,
pp. 220-224.
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principles have been set up, the primary locus for their implementation is within each
state. In fact, legal principles, such as human rights, are necessarily very general and
leave always open the possibility of various interpretations. In addition, the criticism of
vagueness rests on a misunderstanding of the nature and scope of this kind of instru-
ment. Intergovernmental declarations like the UDBHR should not be assessed with
purely academic criteria, because they are not the product of purely scholarly work, but
rather a kind of compromise between a theoretical conceptualization made by experts
and what is practically achievable given the political choices of governments.*?

In this regard, it is also helpful to remind here the distinction between “rules” and
“principles” made by legal philosophers.** “Rules” are norms that are applicable in an all-
or-nothing fashion (for instance, “it is forbidden to drive faster than 50 km/h in the urban
area”). If the facts stipulated in a rule are given, then either the rule is valid, in which case
the answer it supplies must be accepted, or it is not, in which case it contributes nothing to
the decision. But this is not the way principles operate. Principles alone never completely
determine the content of a particular decision. They are “optimization commands” ( Optim-
terungsgebote), which can be carried out to different degrees depending on the circumstanc-
es.* Human rights are one of the best examples of “principles”. Principles are always valid,
but they have a dimension of weight or importance. When principles intersect, one who
must resolve the conflict has to take into account the relative weight of each one. This is
perfectly applicable to the norms contained in the UDBHR, which are, technically speak-
ing, “principles”, not “rules”.

The very general nature of many of the norms included in the Declaration can also be
explained for practical reasons. Indeed, it would have been impossible to reach a global
agreement on the precise meaning and justification of fundamental moral notions such as
“human dignity”, “autonomy”, “justice”, “benefit”, “harm” or “solidarity”, which have
a long philosophical history and are, to some extent, conditioned by cultural factors. The
IBC members, who were involved in the drafting of the UDBHR, were well aware of the
impossibility of finding a common theoretical justification for the principles to be included
in the document. Here, a parallel can be drawn with the conclusions of the committee of
intellectuals consulted by UNESCO in 1947, which was mentioned previously. In spite of
the very different and even opposing philosophical and socio-cultural backgrounds of the
IBC members, they succeeded to agree on a list of principles to be incorporated into the
UDBHR. Paraphrasing the quotation by Maritain cited previously, the IBC members could
have perfectly said: “We all agree about the principles applicable to bioethics, but on the
condition that no one asks us why”.

Conclusions

UNESCO inherited the hopeful legacy of humanistic philosophy that emerged in the after-
math of the Second World War. Since its creation in 1945, the Organization has struggled

43 F. Baylis, Global Norms in Bioethics: Problems and Prospects, in R. Green, A. Donovan, S. Jauss
(eds.), Global Bioethics. Issues of Conscience for the Twenty-First Century, Clarendon Press, Oxford 2008,
pp. 323-339.

44 Sce R. Dworkin, Taking Rights Seriously, Duckworth, London 1977, pp. 22-28.

45 R. Alexy, Theorie der Grundrechte, Suhrkamp, Frankfurt 1994, pp. 71-77.
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to consolidate its overwhelming sense of purpose as well as to preserve the strength of the
concept of humanity and its expression in international law.*¢

Being the “intellectual agency” of the United Nations, UNESCO perceived well from
the very beginning the need to anticipate the theoretical problems that may arise when
drafting an international declaration of human rights. In the decades that followed, the
Organization continued contributing to the development of human rights through its
standard-setting action, in particular regarding those rights related to education, culture
and science. It is very significant that, when addressing bioethical issues, which are closely
related to the cultural specificity of each society, UNESCO did not abandon the conviction,
well enshrined in international law, that human rights are universal and therefore transcend
cultural and political boundaries. This means that people are entitled to basic rights simply
by virtue of their humanity, and irrespective of ethnic origin, sex, nationality, religion, or
social and economic status. The circumstance that bioethical issues are inevitably linked
to the deepest socio-cultural and religious values of every society was not regarded by
UNESCO as an obstacle to the formulation of universal principles in bioethics. With the
adoption of the UDBHR in 2005, UNESCO has continued to consolidate its mission
of promoting collaboration among nations through education, science and culture. Once
again, universal human rights and their grounding in human dignity are called to contribute
to peace by playing a role as a bridge between cultures.
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II Adoption and implementation
of the Universal Declaration on
Bioethics and Human Rights
(UDBHR)

An important step in the construction
of Global Bioethics

Michéle Stanton-Jean

Introduction

For centuries, nation States were sovereign on their own soil, with absolutely no inclination
to surrender their sovereignty in any regard or in any way. They developed and managed
their own governments, laws, policies, wars, regulations and people as they chose, in line
with their own values, history and culture. But over time, with developments in knowledge,
science, technology and the global economy, nation states have been forced, not without
some difficulty, to move away from this territory-centered approach.

The creation, after the Second World War, of the network of United Nations organi-
zations like the World Health Organization (WHO), the Food and Agriculture Organi-
zation (FAO) and the United Nations Educational, Scientific and Cultural Organization
(UNESCO), among others, was in a sense a signal sent to countries that the time had come
to talk to each other and to take common positions on issues covered by the different man-
dates of these organizations. Emerging from two terrible wars, the newly created organiza-
tions agreed that international discussions might well be a better way to hear how ‘others’
were thinking about issues than going to war.

The UNESCO Constitution came into force on November 4, 1946. Its preamble pro-
vided a clear rationale for the mandate of the Organization: “That since wars begin in the
minds of men, it is in the minds of men that the defences of peace must be constructed; That
ignorance of each other’s ways and lives has been a common cause, throughout the history
of mankind, of that suspicion and mistrust between the peoples of the world through which
their differences have all too often broken into war” (UNESCO 1945).

The UNESCO Constitution was instrumental in articulating and developing this com-
mon good approach. The architects of the Organization gave it a mandate to “Build peace
in the minds of men” by defining how nations could come together to discuss education,
culture and science. Article I, Paragraph 2 states that the Organization will “recommend
such international agreements as may be necessary to promote the free flow of ideas by
word and image” (UNESCO 1945).

Article IV, Paragraph B4 identifies two categories of instruments that can be developed
by the Organization: “Conventions and Recommendations”, both of which have to be
approved by the General Conference. Another category, “Declarations”, was also identified
in the Constitution and has become quite widely used in recent years (UNESCO 2007a).
Declarations are similar to Recommendations but the choice of this appellation reflects their
importance. They are solemnly adopted by General Conferences and, while they remain
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non-binding (soft law) instruments, Declarations engage governments to implement them
in their own particular countries. They also constitute tools that civil society and the scien-
tific community can use to persuade decision-making authorities to take these positions into
consideration when they draft policies and legislation (Stanton-Jean 2016). Many Conven-
tions, Declarations and Recommendations have been developed over the years to advance
this agenda, thus fulfilling the standard-setting mission of UNESCO.

UNESCO and ethics

The standard-setting mission of UNESCO included ethics from the outset. As former
Director-General Koichiro Matsuura wrote:

From the beginning of the Organization’s activities in this field [Bioethics], UNES-
CO’s General Conference decided to adopt a gradual and prudent approach based
on the knowledge available on this complex subject matter, which lies at the interface
of many disciplines. Furthermore it decided to take into account the diverse contexts
(scientific, cultural, social and economic), in which ethical thinking unfolds in different
parts of the world. This approach has led to two important consequences. The first
is the use of the “Declaration” rather than a convention or recommendation for the
setting of standards in the field of bioethics. The second consequence is the articula-
tion of broad principles and norms, which could be accepted by all Member States of
UNESCO in view of the universal nature of the issues involved.

(UNESCO 2007b)

The quotation from Matsuura provides a valuable summary of the Bioethics philosophy
of UNESCO, based on an approach designed to cautiously achieve cumulative progress,
grounded in good science, and requiring the involvement of committees of experts in the
field from different regions and professional backgrounds: The International Bioethics
Committee (IBC) and the Intergovernmental Bioethics Committee, made up of represen-
tatives of governments (IGBC).

The fact that one committee (the IBC) was free to put forward proposals based on the
best scientific knowledge available at the time the Declaration was being drafted, while
members of the other committee, although concerned by the scientific issues, had to take
positions reflecting the positions of their own governments and the social and economic
policies, goals and situation of those governments, made the interaction between the two
committees somewhat challenging. At the same time, the interface between the two com-
mittees opened the way to an evolving learning process that was more likely to produce a
final result that would be acceptable to all Member States. When all is said and done, the
representatives of the governments of Member States are those who will ultimately accept
or reject any normative or standard-setting instruments.

The UDBHR (2005) was preceded by two other declarations, The Universal Declara-
tion on the Human Genome and Human Rights (1997) and The International Declaration
on Human Genetic Data (1993). In 2001, the General Conference adopted a resolution
inviting the Director-General to submit the technical and legal studies regarding the pos-
sibility of elaborating universal norms on Bioethics (UNESCO 2001). The feasibility study
prepared by the IBC concluded that it would be possible to prepare a Declaration and this
was accepted by the Executive Committee. Then the IBC, composed of experts on the
issues in question, was asked to draft a text which would be revised by government experts
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and then submitted to the General Conference that would approve the text, ask for more
work to be done or reject it.

Member States asked the IBC to conduct extensive consultations with them, and with
the scientific community and civil society. Those consultations were conducted in a range
of countries (including Russia, Turkey, Iran, Lithuania, the Philippines and Mexico) and the
different versions were discussed with governments, researchers and civil society represen-
tatives, in order to better allow for the different contexts in which this Declaration would
apply. Extraordinary sessions and online consultations were also held. So, even though some
critics continued to maintain that the consultation process had not been broad enough, it
can be reasonably argued that large-scale consultation did take place.

This bureaucratic and politically charged process is often difficult to understand and frus-
trating for committees of experts. But if] at the end of the process, the proposed instrument
is adopted and the text remains basically similar to the one drafted by the committee of
experts, the outcome can be deemed successful because, after all, UNESCO is not a univer-
sity, a regional organization or an association, it is an international forum of decision makers.

Discussions between the IBC, the IGBC and intergovernmental
experts during the drafting process for the definition and

scope of the Declaration: whether or not to move away from a
medically centered conception of Bioethics

It is informative to provide an overview of certain discussions between the IBC, the IGBC
and the intergovernmental experts, especially as regards conceptions of Bioethics and the
follow-up actions that were adopted at the 2005 General Conference.

In the past decades, Bioethics has moved from a medically centered discipline to a univer-
sal and socially focused discipline that must and should concern all citizens. Today, it cor-
responds more closely to the all-embracing views of Van Rensselaer Potter, whose definition
encompasses peace, poverty, ecology, human well-being and the survival of the human race,
than it does to the individually and medically focused approach of André Hellegers. In this
regard, it is interesting to reflect on how positions evolved during the finalization of the
UDBHR; the discussions are a telling reflection of the different conceptions of Bioethics.

During the elaboration of the Declaration, the IBC, the IGBC and government experts
had long, in-depth discussions about the definition of Bioethics and the scope of the Decla-
ration. Some countries wanted to keep a medically centered approach while others wanted to
introduce a broad-reaching definition of the concept so as to include the social sciences. Ulti-
mately, IBC members proposed the following wording for the final text of the Declaration:

Avrticle 1 — use of tevms

For the purpose of this Declaration:

(i) The term ‘bioethics’ refers to the systematic, pluralistic and interdisciplinary study and
resolution of ethical issues raised by medicine, life and social sciences as applied to human
beings and their relationship with the biosphere, including issues related to the availability
and accessibility of scientific and technological developments and their applications;

(ii) The term ‘bioethical issues’ refers to the issues mentioned in Article 1 (i) and

(iii) The term ‘decision or practice’ refers to a decision or practice arising within the scope
of this Declaration and involving bioethical issues.
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Avwticle 2 — scope

The principles set out in this Declaration apply as appropriate and relevant:

(i) To decisions or practices made or carried out in the application of medicine, life and
social sciences to individuals, professional groups, public or private institutions, corpo-
rations or states;

(it) To those who make such decisions or carry out such practices, whether they are indi-
viduals, professional groups, public or private institutions, corporations or states.

(IBC 2005)

The discussions that took place during the two meetings of Intergovernmental Experts in
April and June 2005 around Article 1 clearly reflect the differing points of view.

In the final text (see below), the absence of a definition and the wording of the scope
are clear indications of the desire of the Member States to exercise caution as regards
the adoption of too broad a conceptual approach to Bioethics. Social sciences were not
included per se in the wording of the scope; the compromise was to say that the Declara-
tion applied to human beings “taking into account their social, legal and environmental
dimensions”.

The Report of that first meeting of Intergovernmental Experts says:

The discussion dealt first of all with the scope of the Declaration. Some participants
said that the field of application of bioethics had been considerably extended in recent
years; these participants also said that, although bioethics originally referred to ethical
issues arising in the field of medicine and life sciences, over the past ten years it had
gradually encompassed ethical issues associated with the environment and biosphere;
it had acquired a particularly strong social dimension, notably in developing countries.
Whilst this present broad field of application of bioethics was not questioned, diver-
gence appeared with regard to the nature of bioethical issues that should fall within
the field of application of the Declaration. Some wished to limit the scope of the Dec-
laration to bioethical issues related to medicine and the life sciences, at the same time
expressing the wish that the text acknowledge the link between the human being and
the biosphere. Others felt that the social dimension of bioethics should be at the heart
of the future Declaration, the principles of which should apply not only to so-called
“emerging issues”, i.c. those linked to advances in science and the new technologies,
but also to “persistent” issues, i.c. those linked to development, poverty, public health,
access to treatment and health care, etc.

(UNESCO 2005a)

The final proposed compromise text agreed upon during these meetings of Intergovern-
mental Experts and adopted by Member States at the General Conference has no definition
of Bioethics but starts with the scope and states:

Avrticle 1

1. This Declaration addresses ethical issues related to medicine, life sciences and associated
technologies, as applied to human beings, taking into account their social, legal and
environmental dimensions.
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2. This Declaration is addressed to states. As appropriate and relevant, it also provides
guidance to decisions or practices of individuals, groups, communities, institutions and
corporations, public and private.

(UDBHR 2005)

Member States were also careful to protect their power over other groups in society by
starting paragraph 2 of the scope by saying that the Declaration is addressed to states, thus
ensuring that they would retain the right to be the first to decide, while the IBC had identi-
fied states as one among several stakeholders in society.

The IBC had been future-oriented in its proposed text and more in line with a broad,
global definition of Bioethics, with a mode of governance that included an open and trans-
parent model of decision-making. Member States, though not entirely resistant to these
concepts, were hesitant to engage as far as the IBC was proposing. It is probably fair to say
that the final text is a good illustration of a pragmatic consensus.

It is also important to note that the recommendation of the IBC to change the title of
the Declaration from Declaration on Universal Norms on Bioethics to Universal Declara-
tion on Bioethics and Human Rights, was accepted, based on the fact that the concept of
universal norms was not acceptable to many countries. On the contrary, a ‘Universal Dec-
laration” with principles that are interrelated and complementary and can be “considered
in the context of the other principles, as appropriate and relevant in the circumstances”
(Article 26) provides the conditions that enable the diversity of cultural contexts to be taken
into account.

Implementation and follow-up action by UNESCO

The first two paragraphs, a) and b), of the text proposed by the IBC in Article 24 on
The Role of States were accepted by Member States and became Article 22 in the final
Declaration.

The text proposed by the IBC and subsequently accepted reads as follows:

Avrticle 24- role of states

a) States should take all appropriate measures, whether of a legislative, administrative or
other character, to give effect to the principles set out in this Declaration, in accordance
with international human rights law. Such measures should be supported by action
in the spheres of education, training and public information. States should also take
appropriate measures to involve young people in these activities.

b) States should encourage the establishment of independent, multidisciplinary and plu-
ralist ethics committees, in accordance with Article 20.

(IBC 2005)

Article 24 clearly defines the actions that should be taken by Member States following
the adoption of the Declaration. Furthermore, there was in the IBC’s proposed text an
Article 27 entitled: The Roles of the International Bioethics Committee (IBC) and the
Intergovernmental Bioethics Committee (IGBC) where it was specified that the two com-
mittees “shall contribute to the implementation of this Declaration and the dissemination
of the principles set out herein”.
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There was also a paragraph in this same article requiring Member States to report every
five years on the steps they had taken to implement the Declaration. This article was later
removed by the Government Experts.

The IBC had also proposed an article on Follow-up action by UNESCO that clearly
outlined the evaluation process:

Avticle 28- follow-up action by UNESCO

UNESCO shall take appropriate action to follow up this Declaration by evaluating new
developments in science and technology and their applications according to the principles
set out herein.

a) UNESCO shall reaffirm its commitment to dealing with the ethical aspects of the
biosphere and, if necessary, shall endeavour to elaborate guidelines and international
instruments as appropriate, on ethical principles related to the environment and other
living organisms.

b) Five years after its adoption and thereafter on a periodical basis, UNESCO shall take
appropriate measures to examine the Declaration in the light of scientific and tech-
nological developments and, if necessary, to ensure its revision, in accordance with
UNESCO?s statutory procedures.

¢) With respect to the principles set forth herein, this Declaration may be further
developed through international instruments adopted by the General Conference of
UNESCO, in accordance with UNESCO’s statutory procedures.

(IBC 2005)

The follow-up responsibilities described in the final text adopted by the Committee of
Intergovernmental Experts and by the General Conference are far less onerous:

Avrticle 25- follow-up action by UNESCO

a) UNESCO shall promote and disseminate the principles set out in this Declaration.
In doing so UNESCO should seck the help and assistance of the Intergovernmental
Bioethics Committee (IGBC) and the International Bioethics Committee (IBC);

b) UNESCO shall reaffirm its commitment to dealing with bioethics and to promoting
collaboration between IGBC and IBC.

(UDBHR 2005)

It is clear that Member States wanted to avoid making too strong a commitment on what
they would need to do in the future and what they should be prepared to explain and report
on, as this would make overly heavy demands on them.

At the same time, it is becoming increasingly obvious that more modern processes of
reporting need to be developed to monitor and evaluate actions taken by Member States.
Some effort has been made in the past few years to move in that direction.

In addition, the need to address weaknesses in follow-up action has not prevented the
Secretariat and many Member States from working to build up their own strengths in
Bioethics.
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Moving from adoption to action

Even though the follow-up process adopted is not as strong and explicit as the IBC would
have liked it to be, much has been done to keep the Declaration alive and to develop tools
and mechanisms for its implementation, in other words, to move from paper commitments
to effective action (Stanton-Jean 2016).

As of 2013, Ethics Committees have been put in place and supported in more than 17
countries. In addition, many other countries in different parts of the world have approached
UNESCO for assistance in creating similar structures (UNESCO 2013). On the implemen-
tation side, training material like the Core Curriculum (UNESCO 2008), Study Materi-
als (UNESCO 2011) and different casebooks, as well as the booklet guide on setting up
Bioethics Committees, are credible support tools for an effective implementation process.
Training courses have been conducted in many countries and 12 UNESCO Chairs have
been established. A global ethics observatory (GEOBS) has been set up to inform coun-
tries and organizations about programs, expert resources and legislation that can serve as
examples or references. The IBC has developed material to explain the principles of the
Declaration and has produced reports done by its experts on a variety of related topics.

The widespread impact of the Declaration was manifested when UNESCO’s financial
situation had to be reviewed following budget cuts. A grid was developed to identity which
programs should receive more funding than others, and Bioethics came very high on the
final tables produced for the Social Sciences.

The standard-setting work of UNESCO has contributed over the years to knowledge-
building in many fields. In Bioethics the challenge for the future is to strengthen the global
research agenda in this field. As Professor Abi-Saab has observed, these instruments:

helped transform, through an incremental and cumulative process over some three or
four decades, what were initially vaguely perceived as remote and abstract propositions
about the common interests and values (i.c. the public goods) of a hardly discernible
international community, into current and palpable concepts, familiar to large sectors
of international public opinion.

(Abi-Saab 2007)

The observation is particularly true in the case of Bioethics. The elaboration and imple-
mentation of the UDBHR was a difficult process. But there is good reason to contend that
Member States showed courage in agreeing to adopt and work with this instrument.

Conclusion

The UDBHR has now been in existence for 12 years and the time has come to set an action
and research agenda for the future. This agenda needs

a program of work of the IBC and the IGBC that will be forward looking. The chal-
lenge will be to deal with social, scientific and cultural issues that are already facing us
like, among others, cultural diversity, power sharing between scientists, governments,
civil society and corporations and global disasters (such as infectious diseases), end of
life issues, new technologies, academic researches (sic) on the definition of global Bio-
ethics as a discipline and a praxis.

(Stanton-Jean 2016)
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The UDBHR, with the participation of countries from all the different regions of the
world, and especially with the important contribution of strong Member States like Brazil,
South Africa, China, India and others, has led to the development of major principles such
as social responsibility, benefit-sharing, the protection of future generations, solidarity and
cooperation, equality, justice and equity, as well as respect for human vulnerability, all values
that are essential to the development of global Bioethics because: “Global problems can no
longer be approached only from an exclusively Western (or Eastern or Southern) perspec-
tive; rather they require a really global perspective” (ten Have 2016).
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IIT The Universal Declaration
on Bioethics and Human
Rights as a landmark in the
development of global bioethics

Henk ten Have

Introduction

Philosophy does not start with wonder but with indignation. This statement of philosopher
Simon Ciritchley is perhaps even more pertinent for ethics. In a world where many people
are richer than ever before, where we have more sophisticated science and technology to
improve human well-being, and where we have more and better communication facilities
than our ancestors, we are often disappointed, and sometimes exasperated and horrified by
problems of migration, inequality, war, terrorism, violence, and climate change (Critchley
2012). Similar experience of failure and injustice initiated the emergence of bioethics in the
1970s. Traditional medical ethics was transformed because of disturbing experiences such
as scandals of medical research and challenges of technological interventions that could
bring great benefits but also serious harm and impersonal, dehumanizing care. The rise
and expansion of global bioethics since the turn of the millennium is stimulated by disturb-
ing cases such as female genital cutting, people dying from treatable diseases, the use of
different standards of care in research in developing countries, women exploited as com-
mercial wombs, the Trovan case in Nigeria, and mismanagement of Ebola virus disease in
West Africa. We are continuously confronted with a world that is thoroughly unjust and
exploitative.

The moral indignation and dissatisfaction that befalls us motivates action because the
cthical subject faces not abstract notions like justice or solidarity but concrete demands of
other people, not in general but as particular human beings: strangers, marginalized, vulner-
able, and excluded. This is one of the impacts of globalization: the misery and misfortunes
of individual strangers invades our private existence. But ethics at the same time presents
universal claims. Because of our shared interconnectedness and vulnerability, we are com-
mitted to the demand of the other. This is the same point made by French philosopher
Alain Badiou: confronted with inhumanity, we encounter a universal address that makes us
search for new possibilities within a particular context. Universality is situated. The singular
is always related to the universal. This is not just ethics; it is simultaneously politics; in the
words of Badiou: politics is “the local creation of something generic” (Badiou 2015: 56).
The connection between ethics and politics is also articulated by Critchley (2012: 132):
Dolitics is “an ethical practice that is driven by a response to situated injustices and wrongs”.

In this perspective, global bioethics is not the imposition of a value system. It is engage-
ment in a dialectical and intercultural process of interaction between global principles and
local practices, a contentious intercourse between ‘above’ and ‘below’. It is also a continu-
ous interplay of theoretical discourse and practical implementation. Global bioethics there-
fore is not a ready-made product but in process. It is the aspiration to realize the universal in
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the local. But it is first of all a social ethics that goes beyond the view that ethics is primarily a
matter of personal commitment and individual lifestyle. Global bioethics presents a horizon
of reflection, analysis, and action that brings ethical principles associated with commons,
cooperation, future generations, justice, protection of the environment, solidarity, social
responsibility, and vulnerability (back) into the debate of globalization.

This chapter will examine the emergence of global bioethics, and specifically focus on
the role of the Universal Declaration on Bioethics and Human Rights. It will first discuss
the need for a global bioethical approach that differs from mainstream bioethics that has
evolved since the 1970s.

The need for global bioethics

When Van Rensselaer Potter coined the term ‘global bioethics’, he wanted to salvage his
initial conception of bioethics that he introduced in 1970 (Potter 1988). He observed that
the neologism was quickly used and disseminated but in a different way as he had intended.
It was in fact a new label for usual business, even if it covered more issues and included a
wider range of actors. For Potter ‘bioethics’ (or ‘biomedical ethics” or ‘healthcare ethics’,
as it was also named) was not much different from the traditional medical ethics but now
applied by a new type of professional (most often philosophers and theologians rather than
healthcare professionals). It still was primarily focused on medical issues and on ethical
questions arising in the individual relationship between patients and healthcare providers.
His conception of bioethics intended to broaden the scope of ethical discourse. In his view,
ethics should go beyond the individual level of analysis and should focus on social and envi-
ronmental concerns. The major ethical challenges of today are related to overpopulation,
war and violence, poverty, and environmental pollution. These problems can no longer be
addressed with the usual ethical theories but require new approaches and intensive inter-
disciplinary cooperation between scientists and moral experts. ‘Global bioethics’ in Potter’s
vision is an appropriate word to indicate that a broader and more encompassing effort is
needed. It also clarifies that many problems today are worldwide and no longer confined to
the borders of countries and cultures.

Potter’s vision, though long-time ignored, is nowadays recognized in the emerging area
of global bioethics. It is obvious that many moral problems of today are global in nature;
they affect all people wherever they are residing. Problems that were localized in the past
are now crossing borders, such as insecurity, environmental degradation, and water scarcity.
Moral issues that are regulated within borders become difficult to control because people
and technologies are mobile. Practices that are outlawed in some countries are offered for
sale in other countries. There are growing illegal markets for organ trade, human traffick-
ing, and drugs. The global nature of moral problems affecting health and healthcare implies
that they cannot be addressed at local or regional levels but require global governance. It
furthermore implies that a global dialogue is necessary. Since present-day problems can
affect anyone everywhere, all people should be involved in how they are solved or at least
mitigated. Solutions can no longer be based on technologies, ideas, and approaches of the
global North but should engage people and populations across the globe. Another implica-
tion of the global nature of bioethical challenges is that it highlights the global nature of
bioethics itself. Although ethics always has a universal core, exemplified in the Golden Rule
or the ‘moral point of view’, demanding to go beyond individual interests, the processes
of globalization demonstrate that the circle of moral concern also in practice has been
expanding. Human history shows the possibility of moral progress. This history can be
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written as a long concatenation of cruelties, barbarisms, and terrorisms, showing that ethi-
cal discourse is impotent and futile. But detailed studies argue that today we are living in
the most peaceable time of human existence. Steven Pinker (2011) for example argues that
violence in all its forms (such as murder, rape, torture, civil wars, genocide, and terrorism)
has substantially declined. Explanations for these reductions may differ, but it is clear that
they are associated with important changes in moral sensibilities and behaviors: increasing
self-control, the emergence of a culture of dignity and cooperation, growing empathy with
fellow human beings. Over time, the moral horizon seems to have enlarged so that the
perspectives of other persons (slaves, women, children, racial minorities, and homosexuals)
are indeed taken into account. Kenan Malik (2014) explains that the idea of a universal
community is not the privilege of a specific culture or civilization; it has developed in vari-
ous civilizations. The concept of universalism is not the product of Western imperialism.

Gradually, the circle of moral concerns has expanded, so that one could abstract from
direct and immediate experience and develop sympathy for more groups of people. This has
not only impacted violence but also long-standing phenomena like slavery, interstate wars,
spousal abuse, infanticide, and child abuse that have become intolerable. Moral progress
has been accomplished because the circle of ethics has expanded in the course of history:
from family and tribe to nation and state, and to all human beings, and perhaps to animals
and nature. The theory that the circle of ethics has expanded is especially promoted by
philosopher Peter Singer (2011). But this expansion of ethical practice also reflects the
development of ethics predicted by Potter’s colleague Aldo Leopold, moving from a focus
on individuals, to society, and to the environment, with bioethics, at least in the vision of
Potter, as the final stage (ten Have 2012).

The contribution of the Universal Declaration
on Bioethics and Human Rights

This background of globalization has two consequences for bioethics. First is the specific
nature of contemporary bioethical problems. They demonstrate that individual, society,
and environment are interconnected. A broad and encompassing ethical approach is neces-
sary to provide the moral resources to address these problems. This is one of the reasons
why global bioethics is indispensable today. It also clarifies why the Universal Declaration
on Bioethics and Human Rights is a landmark in global bioethics. It provides an ethical
framework for analyzing and criticizing current challenges. The second consequence is
that bioethics is not a finished product that can be imported and applied regardless of local
circumstances. Global and local approaches are not contrasted but interacting, and thus
influencing each other. Since bioethics itself is part of culture, it cannot be imposed. It will
be transformed in a dialectical process of interaction between global and local approaches.
Interaction and exchange mean adaptation and modification, and sometimes rejection.
In this process of cultural exchange in many different settings, a consensus will gradu-
ally emerge on a comprehensive approach. Globalization implies accommodation rather
than assimilation. Global responsibilities and universal values will be articulated that for
the time being are not universally accepted but that are applicable to all human beings
wherever they are, because they are justifiable on the basis of reason and common inter-
ests. Such bioethical framework will be the result of deliberation and negotiation. Ethical
approaches will converge towards commonly shared values over time, finding a balance
between local interests and global obligations, between partiality and impartiality (Veatch
2012). It is precisely this dialectics between global and local that has led to the adoption
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of the Universal Declaration on Bioethics and Human Rights. Although many bioethical
issues are not settled, the text is very general and not legally binding, mechanisms of imple-
mentation are weak, and reporting and monitoring procedures missing, it provides an ethi-
cal framework to address global issues. This not merely offers common perspectives but,
more important, an intercultural space in which to recognize divergence of moral views
and to engage at the same time in a continuous search for common principles. A global
world is not simply characterized by the existence of multiple value systems, but first of all
by the interaction and reciprocal learning of these systems. ‘Interculturality’ emphasizes
interaction. ‘Inter’ refers to separation but also linkage and communication. It acknowl-
edges diversity while insisting on global values and common perspectives. Interculturality
introduces a moral vocabulary of interaction, dialogue, participation, trust, cooperation,
and solidarity. It articulates an interest in what unites people rather than what divides
them. Intercultural dialogue is driven by the quest for unity or rather commonality, not
uniformity. Convergence will only result from a persistent process of ‘translation’. Since
there is not one moral language that is pre-given, underlying, or more fundamental than
the other languages, there is no possibility to step outside of the communication process.
A ‘trans-cultural’ reference point that is universally acceptable does not exist. There are
only ‘interstitial” spaces where cultures interact and overlap, and where people commu-
nicate. The first step in reaching understanding is to recognize that there are radically
different ‘languages’. Consensus only becomes a possibility after differences are expressed
and acknowledged. We have no choice other than to interact in our various languages and
search for common understanding. Convergence, as demonstrated in the Universal Dec-
laration on Bioethics and Human Rights, is not given but the result of an ongoing activity
of deliberation, consultation, and negotiation.

A broader framework for bioethics

The adoption of the Universal Declaration can be considered as the result of mainstream bio-
ethics as it has evolved since the 1970s in most developed countries. However, it is a mixed
result, partly due to the success and popularity of bioethics, and partly due to its limitations.
Mainstream bioethics was quickly consolidated with the establishment of institutes, centers,
national committees, teaching programs, journals, policy guidelines, and special legislation.
In a relatively short time bioethics, initially conceived as a vision, became its own separate
discipline, regarded as a branch of applied ethics. The new discipline is governed by the
paradigm of principlism. Methodologies and practical approaches are based on the principles
of respect for autonomy, beneficence, non-maleficence, and justice. Principlism is attractive
and effective. Principles provide a source of moral knowledge that is open to reason and
experience. They are commonly shared and accessible for everyone with reason and experi-
ence. Principlism has the same advantages as Jacques Maritain attributed to human rights: we
agree to have them and specify what they are without agreeing why we have them (Ignatieff
2012). This paradigm furthermore illustrates the universal aspirations of ethics. It formulates
a view from nowhere in emphasizing what human beings have in common against the view
from somewhere, i.c., the particularities of family, community, ethnicity, religion, and nation
in which they differ. This is exactly the function of ethics, according to Ignatieft: it calls the
particular to justify itself before the universal, and subject it to a demand of justification. In
his words: “The essence of moral life is this process of recurrent, repeated, behavior-changing
justification. This process needs standards — a global ethics provides the view from nowhere,
global ethics provides a view from somewhere” (Ignatieft 2012: 18).
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However, the problem is that despite its claims, mainstream bioethics is not really
global bioethics. In interrogating particularism it does not reflect on its own particular
origin and setting. Mainstream bioethics is not a view from nowhere; it has emerged
within a specific cultural context that articulates the primacy of individual autonomy.
It also proceeds from a particular view of ethics as a continuous process of justification,
while moral life is more than reasoning and justification. For most of its history, ethics in
the West itself has not only been a doctrine, discourse, or theoretical activity but a way
of life, an existential choice, an exercise in practical ethics, and concern about the world,
not unlike in many other philosophical and spiritual traditions in other parts of the world
(Hadot 1995). Therefore, ethics is not simply the application of principles to complex
situations. It is not merely a theory to consider in practice. It is more than the effort to
distinguish right from wrong, good from bad. Ethics also is a quest to understand what it
means to be human. It involves moral experience, moral sensitivity, social concerns, and
public virtues.

In light of these limitations of mainstream bioethics, a broader ethical framework is
required that not only proceeds with a global set of principles but also an approach that
goes beyond the application of principles to various practices. The Universal Declaration
on Bioethics and Human Rights (UDBHR) does exactly that: it presents a wide range of
relevant principles for addressing global issues as well as a view of ethics that recognizes the
tension between principles and practices, and the impossibility to impose global principles
in different social, cultural, and political contexts.

A global ethical framework

In Potter’s vision contemporary bioethics should be oriented towards the future; a bridge
between the present and the future because for the survival of humankind it is vital to focus
on long-term interests and goals. The ultimate goal of bioethics is long-term global human
survival. For this purpose, new knowledge and old wisdom should be combined. Other-
wise, the pressing global problems of today cannot be properly addressed. Another point
is that the goal of human survival can only be accomplished when there is a balanced social
and ecological system for human life to flourish. Bioethics therefore should do more than
presenting an ethical framework focused on the individual good; it should also refer to the
common good as an anchor for social justice and environmental sustainability.

The ethical principles declared in the UDBHR provide precisely such an expanded
framework.

The principles determine the different obligations and responsibilities of the moral sub-
ject (moral agent) in relation to different categories of moral objects (moral patients). The
principles are arranged according to a gradual widening of the range of moral objects: the
individual human being itself (human dignity; benefit and harm; autonomy), other human
beings (consent; privacy; equality), human communities (respect for cultural diversity),
humankind as a whole (solidarity; social responsibility; sharing of benefits) and all living
beings and their environment (protecting future generations and protection of the environ-
ment, the biosphere, and biodiversity). Although no hierarchy among principles is implied,
this ordering means that the focus of ethical concern is not restricted to an individual point
of view; ethical concern should equally take into account common social and ecological
perspectives. Global bioethics therefore cannot be merely medical, social, or environmental;
it should include all perspectives at the same time. At a global level, bioethics should have a
wider focus and be concerned with humanity as a whole.
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A different view of implementation

Bioethical problems are not just theoretical queries. They have practical implications. Con-
fronted with various options for treatment or intervention, patients and health profession-
als have to decide what is best to do. Various values are at stake and they cannot all be
respected. In mainstream bioethics this is often the type of ethical challenge that is at the
table. It also reflects the paradigmatic setting for cthics; individual persons must decide
what they ought to do when facing situations in which values conflict with each other. The
choice made should be justified with rational arguments and should be based on their own
values. The fundamental ethical question is: What should I do? To answer this question,
one should take ‘the moral point of view’. In the Western tradition, this means that one
should take care that a decision or action may universally apply to everyone.

However, global biocthical problems have a different character (ten Have 2014). Is it
ethically justified that poor people in developing countries are selling their kidneys? Should
women in Vietnam be allowed to outsource their wombs to couples in Australia? Is it ethically
acceptable that 1,5 million people die each year from tuberculosis while this disease is almost
completely curable? Should global trade be more important than global health? These ques-
tions indicate that global problems request collective answers: What should we do?

Being ‘global’ means that a bioethical problem is affecting in principle all human beings
wherever they live. Of course, problems challenge individuals and they have to determine
what they ought to do in response. Many people work as volunteers to provide aid to victims
of disasters; they donate money to NGOs such as Doctors beyond Borders, or work for them
some time in difficult circumstances. Infertile couples are aware that commercial surrogate
motherhood is available, and they have to decide if they want to use these services when they
desire children. It is evident that global problems can be translated into individual ethical
problems. But as typically global phenomena they do not first of all present ethical challenges
at an individual level. The current concerns about the Zika virus pandemic illustrate the dif-
ference in perspective. This tropical virus, transmitted by mosquitoes, is rapidly spreading
through the Americas and starting to spread in Europe. For most people the disease is like a
simple flu. However, the virus is obscure. There is not much knowledge. Vaccines, treatment,
and diagnostic tests do not exist. But the disease is associated with usually rare conditions that
now have become more frequent, such as shrunken brains of newborns. It is probable that
the disease will have a wide impact. People are advised not to travel to a growing number of
countries. It seems that there is no way to stop the disease, not even with the military. The
main question is what can we do and should we do? From the point of view of mainstream
bioethics, focused on individual ethics, one of the main questions is whether infected preg-
nant women should have easier access to abortion. From the perspective of global bioethics,
one of the major questions is why are there no vaccines and treatments? This is not acciden-
tal. It illustrates the 10,/90 gap in health research that was already criticized in 2001. Only
10 per cent of research in global health concerns conditions that account for 90 per cent of
the global health burden (Stevens 2004 ). An interest to address ‘tropical’ diseases is simply
lacking. They are commercially not attractive. There are no incentives to produce vaccines
since the majority of people affected are poor, and strong governments are lacking. An ade-
quate public health infrastructure is absent; it has been dismantled through decades of neo-
liberal policies and privatization of healthcare, especially in developing countries. Past global
policies have weakened health systems across the world.

The irony is that we have been confronted with a similar story over the past three years in
connection to the Ebola epidemic in West Africa, highlighting mismanagement and lack of
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solidarity in the international community. The main concern of Western countries was to
prevent the virus to spread, and to protect their own vulnerability, not the vulnerable people
in Africa and the complete lack of health infrastructure and health professionals to cope
with the disaster in that part of the world. The debate especially in the mainstream bioeth-
ics community was about potential treatments and new vaccines, and under what condi-
tions these potential interventions could be expedited. Bioethics simply chose to ignore the
social, political, and economic context in which the pandemic could emerge.

One conclusion from the global nature of contemporary bioethics problems is that they
force us to go beyond an individually focused ethics. Global ethics needs a wider ethical
framework, as advocated by Potter. The final reference is humanity, not the autonomous
individual. That requires an ethical point of view that is shared by as many others as pos-
sible, and at least aspires to apply universally to all people across the world, assuming that in
practice full agreement will never exist. Global problems cannot be addressed by individuals
but ultimately require cooperation and solidarity. Respect for diversity is one of the ethical
principles to take into account so that diverging moral views will continue to exist, while on
the other hand global challenges such as Ebola and Zika pandemics require agreement on
basic ethical principles. The need for global governance and emphasis on common perspec-
tives may make global bioethics different from ethics in general.

Another conclusion is that the social-ethical nature of global bioethics initiates a con-
tinuous search for common perspectives, values that are shared among many cultures and
religions.

This conclusion has two implications. One is that global bioethics necessarily is work
in progress. It will never be a finished package of ethical principles or practice guidelines
(such as articulated by ‘principlism’ in mainstream bioethics) that can be applied all over the
globe. Global bioethics has to recognize diversity of moral views, but at the same time there
will be convergence, as Veatch (2012) has argued, towards commonly shared values. For
this to happen, a moral vocabulary of interaction, dialogue, participation, and cooperation
is unavoidable. A common ground needs to be cultivated through interaction and commu-
nication. Convergence is not given but the result of ongoing interactive activity.

A second implication is that the view that global bioethics operates at two levels is insuf-
ficient. This view generally underlies discourses of implementation. It is argued that on the
one hand, there is a set of global principles on which traditions and cultures agree; this is
expressed in international human rights language and elaborated into specific bioethical
principles. On the other hand, there are many efforts to articulate more specific bioethics
standards within the context of particular religious and cultural settings. Global principles
are always applied within local and specific cultures and traditions, and this necessitates
continuous interpretation and articulation of global standards (Sullivan and Kymlicka 2007;
Held 2010).

This distinction, however, is not appropriate. First, distinguishing two ‘levels’ suggests a
hierarchy, while in fact global and local interact at the same level. Second, the universality of
principles identified at the global ‘level” is the outcome of interactions with the local ‘level’,
so that the global principles are in fact shaped by particular settings and approaches. Global
bioethics has several constitutive components, rather than two levels. It covers a global
domain as well as local domains but also a process of continuous dialectic interaction with
mutual exchange, inspiration, aspiration, articulation, deliberation, learning, and negotia-
tion. Global bioethics is characterized by duality. It is global in the sense that it assumes a
universal ethical framework (as the result of intercultural dialogue and consensus) and at
the same time local in the sense that this framework necessarily has to be applied in diverse
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multicultural settings. It is furthermore characterized by labor. It is not simply academic
reflection but work in practice.

This last implication is important. Globalization is often regarded as ‘colonialism’; the
imposition of a specific, often Western, ethical framework upon the rest of the world. The
same is true for global bioethics: it is also blamed as imperialistic and colonizing (Qiu
2002). This vision, however, is incorrect. It assumes that globalization and localization are
two different processes. In a dialectical view, global and local intermingle and interact. That
means that global principles only come to life when applied in local settings; they will thus
be transformed while local experiences will feed back into the global principles. In fact, an
inversion of the statement of Ignatieff is at work: the universal is also called to justify itself
before the particular.

This dialectic interaction between global and local means that global bioethics is not
imposed to the rest of the world but transformed. Bioethics is not a product that can
be imported and used regardless of the local culture. Because it is itself part of culture,
exchange means adaptation and modification, and sometimes rejection. In this process of
cultural exchange in many different settings, a consensus will gradually emerge on a com-
prehensive approach through scrutiny, analysis, debate, application, modification, and
reinterpretation. It is exactly through such processes of exchange and negotiation that the
Universal Declaration on Bioethics and Human Rights has emerged in the first place, as
the beginning, not the closure, of a long process furthering the expansion of the circle of
moral concern. The same process is at work during the implementation of the UDBHR.
The lesson from current human rights scholarship is that applying global principles is
‘globalization from below’ rather than from above (Koh 1999; Risse, Ropp and Sikkink
2013; Hafner-Burton 2013). Rather than compliance with global principles, practical
applications entail ‘domestication’. Principles need to be transformed and internalized
into domestic systems and local contexts. Usually, this is not done by governments but by
non-governmental organizations and cooperating individuals. The challenge to translate
the global principles into local settings and practice therefore is with the bioethics, scien-
tific, and professional communities.

Conclusion

Global bioethical problems require global answers. To provide answers we need a global
bioethics. Potter has proposed a concept of global bioethics that encompasses individ-
ual, social, and environmental perspectives focused on addressing global problems. The
UDBHR has elaborated this concept into an articulated ethical framework with a broad
range of ethical principles. The adoption of the UDBHR was the result of deliberation and
negotiation based on a dialectic process of interaction between global and particular moral
views. The outcome is provisional since the dialectic nature of global bioethics will not
deliver a closed set of ethical principles. More important than the principles will be their
application in practical settings leading to their continuous debate, modification, and trans-
formation. The same dialectic process that has given rise to the Declaration will be required
in its implementation. This is a task of the governments that have unanimously adopted this
document, but much more so of actors in countries, regions, and contexts that are faced
with the same global bioethical challenges as all of us.
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IV Charters of rights and
bioethical principles

A multicultural challenge

Fabio Macioce

Introduction

Bioethics is one of the several branches of the human rights tree’s trunk (Annas 2004), a
tree that takes roots in the tragedies of World War II and, particularly, in the Holocaust.
Given this connection, it is easy to understand why the ideas of a universal framework of
principles, and of an objective dimension of human dignity, have been so widespread and
so successful. The concrete experience of such a tragedy, and of such an inconceivable vio-
lence, have nourished the effort to recognize to every human being, merely by virtue of his
or her humanity, a same set of rights, in order to protect his or her intrinsic dignity. Both
international law, and the immense corpus of treatises, as well as many other ethical declara-
tions, can be read in that perspective.

Furthermore, human rights tradition is the core of the United Nations’ action, and
shows its most fundamental sense, its raison d’étre, as it is proclaimed in its Charter, which
states that they are “for all without distinction”: human rights are neither generous conces-
sions, nor privileges for any élites, and the United Nations is primarily settled and commit-
ted to promote “universal respect for, and observance of, human rights and fundamental
freedoms”. For that reason, not only human rights affirm a universal consensus on some
cthical standards, but even the necessity — for their implementation — of international Bod-
ies and Organisms.

In that perspective, a fundamental aspect of human rights tradition is that of being an
endless effort. According to Hannah Arendt, what is at stake is “the right to have rights”,
that is the right to be recognized as a human being, worthy of respect and protection.
Therefore, the human need for rights is endless, as much as (dramatically) the threats of our
dignity. By saying that justice and natural law are agraphoi nomoi (Aristotle, Rhbetoric, 1, 10),
ancient philosophers were expressing the same idea: no Charter, no list of rights, no formal
international document can pretend to be the ultimate one, the one where rights can find
their definitive formulation and wording, because as a matter of principle it is impossible
to write them conclusively. There doesn’t exist a way to express the idea of human dignity,
for it is inexhaustible.

This is the reason why international guidelines or statement relating to bioethics are rela-
tively recent. They have been the answer to the progressive awareness of the need of inter-
national standards and rules, which are aimed to protect human dignity from the threats
connected to scientific and medical progresses. Among the many, the UNESCO Univer-
sal Declaration on Bioethics and Human Rights (Declaration) remarkably contributed to
define common standards relating to bioethics. In other words, it has raised to the inter-
national system of human rights some principles previously considered as merely confined
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within the realm of medical ethics and within national bonds. Due to the authority of the
Declaration, these principles have evolved from the field of national moral and political
debate regarding bioethics, to the sources of international law (Faunce 2014).

The Declaration is in fact one of the first international legal Charters that expressively
and comprehensively stressed the linkage between human rights and bioethics (Andorno
2007). And despite the fact that it is a non-binding instrument, as well as the majority of
other similar documents, which have been issued by non-governmental organizations, the
UNESCO Declaration is a highly remarkable achievement.

We are, in other words, watching the outcomes (may be partial, but notwithstanding
remarkable) of a long-time route; and even if no one can say that a definitive result has been
reached, we have come a long way. Twelve years (from 2005 to now) is a considerable time
space, and many documents and charters have been issued from international and non-
governmental organizations (Langlois 2013).

We are, therefore, in a position that legitimates, at least from a theoretical point of view,
two basic questions about rights and charters, with particular reference to the field of bio-
ethics: first, do we really need charters of rights, in such a pluralistic world, and facing such a
rapidly evolving world, or they are a too 74gid tool, something theoretically appreciable but
practically useless? Second, are rights and principles, like so expressed in charters, suited for
regulating bioethical dilemmas, or the joint pressure of biomedical evolution and cultural
pluralism shows the inadequacy of any attempt to define common principles and stable
guidelines?

Rights and principles in bioethics: a premise

One caveat must be stressed. On the one hand, the fact that these documents represent
for many people one of the most significant achievements of our times should be stressed,
whatever we think about the future of charters of rights. In other words, the opting for rely-
ing on human rights, thereby setting up minimal standards in a specific field and protecting
the fundamental worth of human beings, is perfectly sound with the value that our culture,
wrongly or rightly, assesses to the system of international Charters (Andorno 2007). At the
same time, it is not doubtful that the mechanism of human rights is one of the few, if not
the only one, that can work as a framework to respond to modern challenges, by the estab-
lishing of a minimal global ethics (Thomasma 2008).

On the other hand, even recognizing these merits, the international standard-setting
activity can be criticised in itself. Even considering the historical merits and political value
of that system, the weak contribution of such declarations (from a concrete point of view)
can be pointed out. Due to their context of origin, and to political contingencies, all these
charters appear to be so vague and minimalist, not providing any concrete legal tool, and
leaving too wide margins of interpretation. And the joint effect of principles’ vagueness and
courts’ interpretation makes these charters excessively ambiguous, likely to be interpreted
in too different perspectives. Instead of providing shared standards to protect human dig-
nity, international declarations appear to be so general and vague that they risk to become
useless (Macklin 2005; Benatar 2005). This perspective is consistent with a more general
argument, according to which any appeal to dignity seems to be problematic and puzzling,
not giving any “clear and unambiguous guidance” in difficult or paradoxical situations,
because dignity is in itself a vague and ambiguous concept (Macklin 2003).

Both these perspectives are correct. At the same time, one can say that charters of rights
are politically appreciable and concretely useful to protect dignity for all human beings, and



42 Fabio Macioce

that rights, which are so widely recognized, are unavoidably vague and opened to many
interpretations, and even to conflicting interpretations.

We can understand why these two different points of view are at the same time possible,
by considering the distinction between rights and principles, or more specifically the dis-
tinction between rights as the outcomes of rules, and rights as rules in themselves.

Principles are conceived, frequently, not as reasons for action but as reasons for norms.
According to Alexy, both principles and rules generate reasons for norms, in the sense that
both can generate a concrete individual legal norm (i.c. a judicial decision): both are con-
cretely applicable in specific cases. But principles are normally conceivable as prima-facie
reasons for norms, while rules are definitive reasons for action: both can represent a frame-
work to reach a legal decision, but rules can determine a particular decision directly and not
needing to be weighed against other reasons, while principles always have to be weighed
against others in order to be enforced in a specific case (Alexy 2002: 59-60).

Otherwise, it is possible to distinguish principles and rules by saying that principles are
norms for argumentation, while rules are norms for conduct (Gross 1969: 575). Or, that
principles can be enforced in different degrees and with different strength, depending on
factual and legal possibilities, while rules can merely be enforced or not enforced, without
other possibilities (Alexy 2002: 60).

According to many scholars, I agree with the idea that principles are highly indetermi-
nate, general and vague, thus conceivable as “open” norms, and thus likely to be considered
as constitutive (fundamental) elements of a legal system, while rules are necessarily more
precise and determinate, directly representing reasons for action. As one can see, the dis-
tinction is a matter of degree, because principles are more general and more indeterminate
than rules, and not a matter of quality. On the other hand, from a practical point of view, it
is correct to affirm that principles can be used to express reasons for rules, while rules can
express reasons for action, and ought-judgment in a particular decision.

What is at stake, here, is that fundamental rights, when they are recognized by interna-
tional agreements and charters, are normally expressed as principles. And that is because
principles can represent a common language among different ethical perspectives and legal
systems: they represent a peculiar form of agreement, which is consistent at the same time
with the aim of establishing common standards for action, and with a persistent theo-
retical disagreement (is something similar to what Sunstein calls an incompletely theorized
agreement. Sunstein 1995). Principles, inasmuch consequent to political compromises, are
expressed in a vague and indeterminate form, precisely because this is the way to leave
wider margins to interpretation, and to make charters more flexible and suited to different
situations.

Itis easy to understand why principles, and charters of rights (inasmuch they are expressed
through principles) are at the same time a step forward, and something highly problematic.
They undoubtedly represent an achievement, because they find common standards even
starting from different ethical and political positions; but at the same time they are neces-
sarily vague and indeterminate, thus assigning to interpreters the task to give substance to
them, in somehow unpredictable ways.

Is it true, conclusively, that charters of rights and declarations are too vague and inde-
terminate, and that it would be better not to use them in order to protect human dignity?
Is it possible to affirm that international declarations of rights are too vague to be useful?
My answer is twofold: yes and no, at the same time. To the first question I do not have
any hesitation to reply affirmatively, for the reasons I have expressed previously. Charters of
rights are really vague and indeterminate, because they are the outcome of “incompletely
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theorized agreements”, of the attempt to establish common standards starting from differ-
ent positions. At the same time, I disagree with those who affirm that vagueness is a suffi-
cient reason to consider these principles useless or even perilous: conversely, I consider such
a trait extremely useful and important, especially while we face a multicultural and pluralistic
horizon. This vagueness is precisely what allows interpreters and legislators to enforce these
principles, even when they have been conceived starting from a very far cultural perspec-
tive, by extending or restricting them in a way that permits an acceptable balance with local
traditions and sensitiveness. And this, as I will try to demonstrate later, is one of the main
problems that international documents such as the UNESCO Declaration have to face.

International charters and bioethics: merits and shortcomings

A different question is whether or not declarations of rights are suited for bioethical prob-
lems. Indeed, and more than in other fields of human activity, the reality that we have to
consider when we try to define an agreement about principles and rules is continuously
changing; and this is why bioethical principles can become rapidly old or inadequate in
dealing with unpredicted activities, and in responding to new challenges.

In order to address that question, we should consider the fact that such documents have
been perceived as a fundamental need by many specialists and practitioners, as well as by
decision makers and civil society (Berlinguer and De Castro 2003). The anxiety related to
the development of life science and medical technologies, with particular regard to what
can directly affect human lives and human bodies, gave rise to increasing demands for rules,
which could ensure respect for human dignity and fundamental freedoms.

International pressure for the definition of common standards has therefore increased
together with the broadening of the fields covered by bioethics. As rightly noted (Ber-
linguer and De Castro 2003: 2) “The focus has since broadened considerably. In addition
to issues relating to the beginning and the end of human life, bioethics covers issues raised
by the donation of human organs, tissue, cells, and gametes; the scientific, epidemiological,
diagnostic and therapeutic uses of genetics”, and this expansion is still ongoing.

As I said, this pressure has been particularly strong at the international level. Even if states
have a pivotal role in bioethical regulation (and particularly in a multicultural perspective, as
I will demonstrate later), both in promoting concrete rules to protect human dignity, and
in defining medical practices and standards for scientists, it has become evident that medical
and scientific practices extend their reach beyond national borders: import and export of
cells or genetic material, exchanges of DNA samples and of genetic data, the definition of
common standards for clinical trials, the access to health care, patents and intellectual prop-
erty on medicines, and many other problems, all these experiences pointed out the need for
international regulations, and for common solutions which were fair for all countries and
communities.

From that point of view, one can interpret the pressure for international guidelines and
rules as a demand for a deeper global justice (Macklin 2009; Pogge 2001: 15): for the
inequality between rich and poor countries is increasing, and even more dramatic in the
field of health care, demands for international charters of rights represented a claim for
common standards of justice and dignity. In other words, they represented a claim for a
more just global regulation, at least in the health care field, and in any field strictly related
to it such as those of food, hygiene and education. A universal instrument on bioethics is
thus useful to contribute to the recognition of “the right of everyone to the enjoyment of
the highest attainable standard of physical and mental health” (Article 12, International
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Covenant on Economic, Social and Cultural Rights), and it can focus the global attention
on vital and basic needs of poor people, and on their need to have access to life-saving treat-
ments, to basic hygienic conditions, to not to be exploited for first world’s needs, and so on.

Besides this, the need for a Declaration in the field of bioethics can be interpreted as
the result of the more general binding force of the international human rights law (Smith
2005). As rightly pointed out,

Whatever may be the privilege of nation states, multinational corporations, civil society
organisations and particular individuals to ignore international human rights law, this
is not a luxury open to a United Nations agency. (. . .) This is why the initiatives taken
by UNESCO, on the advice of its IBC (and IGBC) have an element of the inevitable
about them. In the context of United Nations agencies, and specifically UNESCO,
it was impossible to continue a discourse on bioethics without paying due regard to
relevant provisions of international human rights law as it affects bioethical decisions.
(Kirby 2009b: 324; see also Sweet and Masciulli 2011)

Bioethics is even more concerning the planet as a whole, much more than simply crossing
national borders: the new bioethical space, which is concerned with public discourse about
principles and values, is settled on a global scale (ten Have 2013), and thus requires rules
that take into account its global dimension.

At the same time, some concerns still remain: for instance, how the need for guiding prin-
ciples can be balanced with the speed of biomedical evolution should be asked. Similarly,
one can wonder whether principles, once stated, should be regularly revised to ensure their
accordance with new challenges and new technical possibilities, or whether they should be
as much as possible fixed and stable. Again, one may ask about the interaction between
international Committees, Non-Governmental Organizations, international Courts, States
and national Courts, Agencies, Bioethical Committees, specialists, and so on, in interpret-
ing and enforcing these principles, as well as about the fact that many international docu-
ments in the field of bioethics already exist, and some of them are very influential, even if
only the Declaration is both adopted by governments and settled on a global (and not only
regional) level.

These questions are sound and difficult, and here I can only limit the focus on a few
milestones, in order to answer them: my aim is not to demonstrate that the Declaration is
the best way to grant human dignity facing biomedical problems, but to argue the way in
which we have to understand it and its goals.

First, the Declaration (and other similar international documents) can be highly signifi-
cant if interpreted as a point of reference for future debates and developments, rather than
an end point: it should be interpreted and debated, developed and implemented, extended
and reduced, more than what we are used to do with other fundamental charters of rights
(i.e. Constitutions).

Second, the Declaration shall be read as an attempt to produce a shared understanding
and a stronger cohesion about ethical problems and practices involving human life and
health, rather than the expression of an existing consensus about values that we can already
take as definitive and worldwide shared.

Third, it is important to pay attention to the previously mentioned distinction between
principles and rules: only a few principles, and rarely, can be directly enforced in order to
regulate specific and concrete problems. Mostly, they need to be specified through laws
both to define when and how they are to be enforced, and to clarify to whom is the task to
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define specific standards and to watch over biomedical or technical practices assigned, and
finally to adapt the established standards to unforeseen circumstances.

Fourth, we should consider the Declaration from a global perspective, and recognize that it
can have a different impact on different countries; it can be even more useful for those coun-
tries that lack an extensive framework of bioethical rules and norms and guidelines, because
they can see it as a guarantee that “the advantages and disadvantages of scientific development
and technological innovation are equally and equitably shared among all nations (and) that
the standards and regulations concerning bioethical issues reflect a global perspective beyond
national and regional interests and concerns” (ten Have and Jean 2009).

The Declaration as a methodological expedient

I argue that it is possible to answer the question of whether or not we need, in the field of
bioethics, any charters of rights, by stressing the importance of these charters as a method-
ological expedient. In that perspective, the authentic merit of such charters is not related to
the specific rights that are recognized therein, but to claims and demands that they justify.
These two features are similar at first glance, but deeply different.

In order to explain this statement, we should stress the fact that these statements are of
modest value for those who already enjoy the related rights; contrariwise, these charters are
highly significant either for those who cannot enjoy them, or for those who consider worth-
while only those rights that are a# the same time recognized to every human being. This is
why declarations of rights and charters are, more than mere lists of rights, list of rights that
people can claim. This difference is not entirely negligible; the mere act of claiming means
that the one who claims is persuaded that his or her claim deserves to be heard (D’Agostino
1998: 12). What is at stake, here, is not simply a question of subjective perceptions, but of
objective status.

If I am persuaded that my claim deserves to be heard, it is because I think that it can be
somehow communicated to, and shared with, other people, and that it can be somehow
compatible with their respective claims. My subjective intention, my personal purpose, is
not enough: in order to lay some demands I have to translate them into objective claims,
into something I can communicate and propose within a context of interpersonal dialogue
(the public arena): into something that others can understand and eventually endorse. In
other words, no one can demand (in the sense of claiming for a public recognition) what
is merely useful for himself or herself, nor what is universally important but merely private
(e.g. happiness). One can demand only what he or she thinks as being objectively important
and just.

For this reason, charters of rights are lists of rights and values that people perceive as
worthwhile and objective: values that are ratified in charters are thus identified neither
deductively nor merely through a rational approach, but inductively. That is, starting (from
below) from what people concretely perceive — in a specific time — as fundamental for their
coexistence and their dignity, rather than starting (from above) from abstract theories or
from comprehensive doctrines.

Such an inversion is what we can define as a methodological expedient (D’Agostino
1998:13). It is an expedient, of course, because it is simply a different starting point, a dif-
ferent point of view about what human beings deserve and about what is worthy of honour.
But it is useful, for two reasons: first, because it does change the meaning of the agreement,
which is perceived as the ground of those rights, and second, because it does include within
the public debate even those who can’t claim for themselves.
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On the one hand, in fact, starting from the concrete perception of what is just and worth-
while makes the eventual agreement on some principles something more significant than a
mere procedural outcome. In our pluralistic societies, stressing our respective doctrines, or
excessively underlining our anthropological starting points, can be at odds with the possi-
bility of reaching an agreement: for that reason, what we can do is simply to elaborate a fair
procedure, and to count votes, thus allocating the final outcome to the majority opinion.
Contrariwise, if we stress the fact that different people perceive as concretely worthwhile
different things, and that they assign a value to different choices, an agreement can take
into consideration all these concrete needs instead of the different moral perspectives, in
order to verify which can be recognized along with the others, within that particular inter-
subjective context. In other words, it is a more concrete approach, focused on specific needs
and demands instead of on abstract doctrines.

On the other hand, starting from the concrete perception of what is perceived as objec-
tively just and worthwhile, such an approach can include in the dialogue even those who
can’t claim, for their voice is not strong enough, or for their claims are not sophisticated
enough (e.g.: rationalized) to participate in the debate. If our discussion is not simply
about our ideological perspectives, but it starts from what each of us conceives as objec-
tively just, rights can be granted to every human being, and charters will bind not only
those who did participate to the agreement, but even those who didn’t. The reason is that
we are not recognizing theories but needs, not moral perspectives but concrete demands
necessary to protect human dignity: the affirmed rights become the basic needs that are
to be recognized to every person, whatever the moral perspective he or she believes (they
are somehow analogous to the list of primary goods provided by Rawls, those social con-
ditions that people generally must have in order to pursue their conceptions of the good
successfully: Rawls 1993: 75). And this is why these rights can be affirmed even in the name
of those who didn’t claim anything, or for those who didn’t have the possibility to do it
(D’Agostino 1998).

Finally, in order to explain why I consider charters of rights important even (or particu-
larly) in the field of bioethics, I can quote E. Lévinas and his statement about the medical
vocation of mankind: the ongoing movement of rights, in the field of bioethics, is simply
our attempt not to leave alone any human being, with his or her loneliness and weakness
(Lévinas 1990: 46), in the face of illness or death.

The multicultural challenge

A different question is whether or not such principles and rights can be used to rule bioethical
questions, by taking into consideration the diversity of cultures and traditions. In other words,
we should discuss whether and how it is possible to define common principles and stable guide-
lines for different cultural, ethnic, religious and social contexts, and whether or not the Univer-
sal Declaration on Bioethics and Human Rights — with particular reference to Article 14 and
Article 12 — can be considered a satisfactory and proper answer to such a problem.

A first possible answer is to affirm, on the one hand, that every human being has the
right to culture, including the right to enjoy and develop his or her specific cultural life and
identity, but that, on the other hand, the right to culture (as any other right) is limited:
cultural rights cannot be invoked or interpreted in such a way as to justify the denial or the
violation of other human rights and fundamental freedoms, but cultures shall be considered
as context in which human rights must be promoted and protected (Ayton-Shenker 1995;
Logan 2007).
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This approach is fascinating, but it is oversimplifying. First, because rights are always con-
flicting with each other, and always they are limited by other rights, not only when cultural
diversity is at stake. Second, the vagueness of universal principles and rights is precisely what
makes these problems possible, because principles can be read, interpreted and enforced in
different ways according to different cultural starting points. Third, basic notions to which
these principles are referred are themselves highly contested, and susceptible of different
understandings: the notions of person, health, autonomy, illness, consent, adulthood, free-
dom of choice, can be differently understood starting from different points of view. And
cultures and traditions are precisely such different points of view about life and death,
health and illness, individuality and relationships.

Many works have been devoted to analyze cultural assumptions and traditional perspec-
tives on medicine, health and therapy, and most of them underlined the tension between
universal rights and these diverse approaches to health (Thomasma 1997; Bowman 2004;
Marshall and Koenig 2004). My aim, here, is to focus on the importance of charters of
universal principles, and on legal strategies available to balance — as much as possible — these
diverse approaches to medicine and health with the enforcement of rights assumed as uni-
versally just and fair.

Diversities are settled in religious, philosophical, traditional, societal grounds, and can
produce different interpretations of concepts that are basic elements of universal rights. In
that perspective, one can observe an impressively wide list of perspectives, even on these
basic notions, which are commonly used and presumed in bioethical debates (Sabatello
2009: chapter 1; Bowman 2004). I can only briefly summarize them, without discussing
their roots and their specific characteristics.

e The concepts of illness and medical practice: the Declaration starts from an objective
and scientific approach, according to which there are universal grounds and normative
standards to describe illness, and to observe and criticize medical practices and their
cfficacy. On the other hand, for some cultures, the illness and its treatment are attrib-
uted to the effect of supernatural forces, or to something that can be neither measured
nor observed empirically. For instance, in some Hindu cultures, the bad Karma of a
previous life is linked to a present condition of illness, while other cultures adopt a more
holistic approach, according to which sickness is the result of mental and bodily factors,
as well as of individual and cosmic interactions (Loustaunau and Sobo 1997: 18), and
others are focused on the harmony between conflicting principles, such as yin and yang
in Chinese medical tradition (Helman 2007: 5).

e Consequently, the role of performer can be legitimately played, in different cultures, by
different subjects. While in Western countries those who are responsible for diagnos-
ing and treating can be only professionals with an ascertainable education in medical
schools, because their task is scientific and objectively appreciable, in other cultures this
role can be played by local healers, family members, or other subjects whose proficiency
is recognized from the group. That is not only because their role is, in some cultures,
interpreted in a religious or esoteric perspective, but also because their practice is trans-
mitted and learned as an ancestral tradition, something that is not related to formal
proficiencies, but to personal expertise and group’s recognition (Snow 1974: 93).

e Again, the concept of a sick person can be different: declarations start from an individu-
alistic conception of illness, according to which it always affects a specific, single indi-
vidual. And this is the reason why the single individual is the one who has to consent to
medical treatments, and the one who has to be considered during the whole process of
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decision making. But for some cultures personal conditions concern the entire group
(the family, the clan, etc.), and thus it is the group, or its spokesperson, who has to take
part in the decision-making process. In many Asian cultures, for instance, the patient’s
family has to be involved in every clinical decision, not because the single person is not
practically able to decide about himself or herself, but because illness is something that
affects the group, and not only the individual (Cheng-the Tay and Sung 2001: 51).

e Similarly, what makes clinical practices perceivable as beneficial can vary considerably.
Practices that are viewed as beneficial and thus highly appreciated within a culture can
be contested from a different cultural point of view, and perceived as harmful to oth-
ers. I’m not referring to highly contested practices, such as euthanasia, which intrinsic
meaning and worth are debated within the Western world too, but to practices com-
monly accepted and appreciated in some perspectives, which are perceived as harmful
to others. One interesting example is that of norms of disclosure of information on
medical diagnosis: Western countries generally underline the importance of that wide
disclosure of information, which is inspired to the principle of truth telling, while
other cultures prefer indirect forms of disclosure, to other members of the patient’s
family group, or forms of disclosure accompanied from religious and non-religious
rituals (Candib 2002; Sabatello 2009: 6; Gordon 1995). After all, the extent of such a
disclosure is differently appreciated even within Western countries, and in USA higher
standards of direct disclosure are accepted than in some European countries.

e Differences are also relevant with regard to the definition of childhood and adulthood,
whose dividing line is crucial in medical practice when personal autonomy and self-
determination about treatments are at stake. Although children are generally assumed
as lacking the rationality and the freedom to express their will, the extent of such a
group is different among cultures. Consequently, the moment when adults can (or
shall) express their will, and choose what they consider the best interest for the child,
should change considerably.

e Related to this crossroads is the understanding of the human body: that is, the question
of its meaning and its worth, and the question of the legitimacy of ritual bodily prac-
tices, which are grounded in long-standing traditions and beliefs. Western societies, and
contemporary charters of rights, start from an individualistic point of view, according to
which bodies are personal belongings, partially or fully available for the one who owns
them. Other cultures stress the fact that the body is the place where personal identities
are rooted, but also where the group’s identity, personal belonging and individual inte-
gration are connected with each other. For this reason, bodily practices have a meaning
that is differently perceived, and that is connected to the social value associated to the
human body (Durkheim 1965: 472 ff.).

e In that perspective, health and self-care practices can vary considerably. Behaviours
related to personal hygiene, diet, exercise, illness-avoidance practices are highly influ-
enced from culture and the cultural environment. Dietary self-care practices are highly
influenced by culture, and determine how much and what kind of food shall be eaten,
when special diets are needed, balance among different kinds of food and foods to
avoid. Similarly, culture influences what kind of hygienic practices are reccommended or
compelled, and what special cares are due to specific body parts (eyes, teeth, genitals,
etc.) (Bonder 2013: 112).

e Finally (but that list is far from being exhaustive) the legal relevance of the practices
involving health, food, hygiene, self-care leads us to take into account the question of
the rights holder. The Declaration, such as the majority of similar documents, considers
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the single individual as the main figure of rights’ holder, the one who has to be pro-
tected and granted. But when we consider the worth that is assigned to dietary or self-
care practices by different cultures, the role of groups becomes pivotal. In other words,
the question is whether or not, and to what extent, groups can demand as such to be
endowed with the protection and exercise of rights; the problem is, as I will show, that
on the one hand charters and declarations do protect “respect for cultural diversity and
pluralism” (Declaration Article 12), but on the other hand they adopt an individualistic
framework of rights and guarantees. And it is evident that there is the risk of a clash,
for instance, between the collective worth of traditional health or bodily practices, and
individual rights, if both are sanctioned and protected.

Bioethical principles and cultural discretion

In order to disentangle such a muddle, we need to start from the assumption that what is at
stake is not the philosophical alternative between universalism and cultural relativism. I con-
sider cultural relativism, according to a long-time philosophical tradition, self-contradicting
and inadequate. It is self-contradicting because it is true that different moral principles exist,
the relativism states, at the same time, the universality of the relativist principle, by stating
the absolute prescription that all prescriptions are relative (Teson 1985; Dundes Renteln
1990). Additionally, it is inadequate, because it cannot demonstrate the necessity of toler-
ance or other ways to accommodation among different perspectives: in other words, it does
not clarify why we should tolerate or respect practices prescribed by unfamiliar moral /
cultural systems, because the mere observation of cultural diversity can’t be understood as
a prescription of what ought to be (Hatch 1983: 67). I admit that many other arguments
should be proposed in order to criticize cultural relativism (Tilley 2000: 501), but for the
moment it can be enough to say that this perspective is at least questionable.

On the other hand, we should stress the fact that any declaration of rights, and the
Declaration on Bioethics and Human Rights is no exception, is a compromise, the fruit of
several ideologies and of diverse conceptions of human beings and society. They constitute,
to some extent, an “adjustment” to a multicultural and divided world of local conceptions
of human dignity. To some extent, they try to fulfil the hope expressed in 1947 by the
Chinese delegate to the UN Commission on Human Rights, to reconcile Confucius and
Thomas Aquinas. (Macmillan 2003). As rightly pointed out (ten Have 2013; Kirby 2009a;
Revel 2009), the scope of the Declaration is in itself, at least in part, that of being a com-
promise, in order to addresses “ethical issues related to medicine, life sciences and associ-
ated technologies as applied to human beings, taking into account their social, legal and
environmental dimensions” (Article 1a): to take into account cultures and environments,
thus, is not a choice, nor a mere opportunity, but a pivotal dimension of any international
charter of rights, such as the Declaration on Bioethics and Human Rights.

What is at stake, here, is the possibility of a reasonable accommodation of cultural tradi-
tions, taking into account the different impact that some rights have in particular contexts
because of cultural or religious or ethnic considerations. That reasonable accommodation
means simply that these factors (which we can call the cultural framework) shall in some
cases be taken into consideration when deciding whether or not there is a breach of the
international human rights (and bioethical) standard: any specific standard, or many of
them, can impact differently in different local situations (de Varennes 2006: 79).

Each culture — according to the UNESCO Universal Declaration on Cultural Diversity —
“should be regarded as a set of distinctive spiritual, material, intellectual and emotional
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features of society or a social group and that it encompasses . . . lifestyles, ways of liv-
ing together, value systems, traditions and beliefs”. On the one hand, cultures shall be
respected and taken into account, but on the other hand such considerations shall not be
invoked to infringe human rights and fundamental freedoms nor to limit the scope of the
principles set out in the Declaration. It is interesting to notice that in a preliminary draft
elaborated by IBC, Article 7 stated that “Any decision or practice shall take into account the
cultural backgrounds, school of thoughts, value systems, traditions, religious and spiritual
beliefs and other relevant features of society”, while in its final draft (Article 12) any refer-
ence to decision or practice, as well as the mentioning of backgrounds, schools of thought,
traditions, and beliefs, has been removed (Revel 2009).

Accordingly, the principles of the Declaration shall be considered jointly, as interrelated
and complementary (Article 26). The principle of cultural recognition cannot simply be
let aside, but it shall be considered as representing the context of other principles. This
perspective, I argue, can reduce the ambivalence that stems from the dual recognition of
cultural diversity and universal human rights, showing how principles can be conflicting, of
course, but how they can also be harmonized within a common framework.

Such a kind of harmony, evidently, is not easy to reach. What I suggest is to adopt a strat-
egy of interpretation, such as to realize at the hermeneutical level some compromises with
universalistic claims. In other words, what I suggest is to realize compromises during the
implementation of the principles expressed by the Declaration, similar to those which have
been achieved during its drafting.

But what does it mean, concretely? How can this approach work, and how can it deal
with bioethical issues?

I argue that it is possible to adopt a multifaceted approach, in order to balance the
enforcement of universal standards and principles, with the recognition of local traditions
and cultures. In that perspective, many different strategies can be implemented, but none
of them can be established as the best one in each situation: on the contrary, each of them
can be useful to balance universal principles and cultural traditions, depending on specific
characteristics of the case and on subjects involved.

For instance, one first question is to establish whether such a balance is settled on a
sub-national or international level. If the problem is the clash between universal principles,
which have been recognized by a national legal system, and norms that arise from a minor-
ity group’s tradition, it would be possible to adopt a strategy somewhat similar to the doc-
trine of reasonable accommodation that Canadian courts have adopted since the mid-1980s
(see Ontario Human Rights Commission v Simpson Sears 1985), but providing a stronger
protection of human rights through a more specific hermeneutical procedure. The Cana-
dian strategy (see Gaudreault-DesBiens 2009: 152)

allows an individual who is detrimentally affected by an otherwise neutral norm the
possibility to require, as a matter of law, to be accommodated. This accommodation,
which essentially consists in the bending of an existing norm or in the creation of a
particularized regime for the claimant (whether through an exemption or through a
specific permission to do something), can only be refused if it imposes an undue hard-
ship upon the organization from which the accommodation is requested.

The strategy I’m arguing for can be defined as “contingent accommodation”: through
that strategy, the group’s authority and traditional rules can be recognized about some spe-
cific life events (such as rites of passage) crucial to the group’s identity, or in certain social
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arenas (dietary or hygienic practices, funerary rituals, animal slaughtering), or in particular
ways of implementing universal principles. According to this last option, for instance, the
patient’s culture should be taken into account when his or her informed consent is due,
carrying out a strategy suited to this particular point of view. In other words, because per-
sonal culture can influence both the quantity of information, the way of giving them, and
the persons who have to be involved, all these factors can deeply change the meaning of
informed consent and of practices which are consistent to it (Bowen 2008).

Outside these specific situations, the authority of state law shall be affirmed. In other
words, apart these exceptions, universal principles shall be enforced by state law, and group
autonomy is allowed only as long as they respect some minimal state-defined standards.
If they don’t, the state can override them by applying its rules, so protecting the group’s
vulnerable members when their interests are violated: for example, groups are allowed to
establish rituals in adulthood passage, provided they do not violate some minimal standards
regarding bodily integrity and personal freedom. Moreover, groups (their spokesperson,
whether there are, or directly single members for specific situations) could ask for a rec-
ognition of traditional health care practices, provided they fulfil some minimal standards:
for instance, parents might be free to take care of their children by following traditional
medicine or by entrusting to a performer whose proficiency is recognized within the group,
provided they do follow some minimal standards established by law. These standards could
be about medicines which are allowed and which are not, about dietary, about physical
growth, about vaccines, about hygiene, but as I said, they should be minimal, thereby
allowing a space for such a cultural accommodation.

That approach is similar to Shachar’s transformative accommodation (Shachar 2001:
127). From that perspective what is pivotal is the idea of a system of ongoing mutual adjust-
ments by both the group and the state (the larger community), and the idea that every
solution shall be continuously reshaped and adapted during the time, taking seriously into
account the internal development of cultures and traditions. At the same time, this ongoing
dialogue can encourage traditional groups to re-examine the elements of their tradition,
because the group’s members put pressure on the group’s authorities for changing internal
rules, if these rules appear to be unjustly discriminating or overwhelming compared to the
general law’s rules.

However, if what is at stake is the culture and traditional rules of a larger community,
such an approach doesn’t work. In other words, a different strategy may be adopted when
the challenge is the adoption of universal principles (such as those sanctioned by the Dec-
laration) within a community that starts from different conceptions of the basic elements
of bioethical principles.

A margin of appreciation for bioethical principles

A promising approach is a system of legal interpretation, somewhat similar to the doctrine
of the margin of appreciation, which the European Court of Human Rights adopts in its
case law to balance rights’ enforcement and national traditions (see, among others, Arai-
Takahashi 2001; MacDonald 1993; for a recent and comprehensive work, see Legg 2012).

I argue that allowing restrictive interpretations of the Declaration’s principles should be
possible, so as to limit their goals and validity, in order to balance them with the right to
cultural identity. Of course, this “culturally sensitive” interpretation cannot be too wide:
in particular, universal principles can neither be limited without justification, nor can their
interpretation be such as to abolish them or to determine an application incompatible with
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their nature. Besides this, two more caveats shall be considered in order to determine the
width of such interpretation: first, it must be taken into account the specific nature of rights
involved, and second, it shall be considered the existing consensus on the specific issue or
its problematic status. Let me explain.

If we adapt this doctrine to bioethical issues, I argue that it is possible to say that while
some rights cannot be limited, other rights may be, both by defining them and by restrict-
ing their exercise, for reasons such as the protection of national security and of public
morals, reasons that are always related to the place, and that each single state can better
appreciate. Of course, this appreciation can never be as strong as to unreasonably compress
a right, or to abolish it, or to determine an application incompatible with its very nature.
However, and at least with regard to certain rights, it can lead to very different applications
from one state to another.

But what kind of rights can be limited, and what cannot? According to some scholars,
it is possible to scale absolute rights (life, prohibition of torture), strong or qualified rights
(fair trial; liberty; derogations; privacy; freedoms of religion, assembly and speech; and
non-discrimination) and “weak” rights (property, education and free elections), progres-
sively affecting the width of the margin of appreciation and the amount of deference to
be accorded to the state (Legg 2012: 200). If we adapt that distinction to bioethics, we
can distinguish strong rights (such as equality, justice and equity; access to quality health
care and essential medicines; access to adequate nutrition and water; improvement of liv-
ing conditions and the environment; elimination of the marginalization and the exclusion
of persons on the basis of any grounds; the priority of an individual’s interests and welfare
over the sole interest of science or society; etc.), qualified rights (prior, free and informed
consent of the person concerned to medical interventions or research; respect of human
vulnerability; non-discrimination and non-stigmatization; respect for cultural diversity and
pluralism; protection of future generations and environment; etc.), and week rights (soli-
darity among human beings and international cooperation; promotion of health and social
development for their people as a central purpose of governments; the sharing of benefits
resulting from any scientific research and its applications; respect of bodily integrity; etc.).

Of course, that list is highly questionable, in the sense that one can challenge my choice
of considering one specific right as strong or week. But what is at stake, here, is not the
status of every single right, but the idea that, among different rights, some are stronger than
others. This distinction simply means that for some rights (which I called as strong rights)
no argument is solid enough to justify any kind of limitation, while other rights (qualified
and weak) may be, whether by defining them or by restricting their exercise, for reasons
such as the protection of a cultural identity or as the diverse meaning that is given to a spe-
cific concept, which is implicit in the right.

A second parameter is that of consensus: the width of such a cultural interpretation
should be defined considering the existence of a consensus between different state rules
and enforcement traditions. More specifically, the width of interpretation is inversely pro-
portional to the consensus on a specific perspective or on the meaning of a specific concept
(Benvenisti 1999): the more we are able to identify, on the international arena, a wide con-
sensus on a particular issue, the less this margin of interpretation can be granted to national
institutions claiming for traditional practices.

In other words, it is possible to say that in bioethical issues a margin of interpretation
should be granted as much as one can observe a remarkable diversity of moral and legal
rules about a specific issue. For instance, there is undoubtedly a wider consensus about the
ban of human cloning than about euthanasia, and great disagreements can be observed
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about the meaning and the width of personal self-determination; again, there is a wider
consensus on the principle of access to health care, medicines, nutrition and water than
about limits of animal testing or about dietary prescriptions.

The main problem of this approach is that the margin of appreciation doctrine works, in
ECHR case law, as a judicial argument, and only with regard to specific cases and concrete
situations; however, this is not the case with regard to the Universal Declaration of Bioeth-
ics and Human Rights. The Declaration is a non-binding document: like other declarations
adopted by UN agencies, this document is what we can call a soft law instrument (this
topic will be further developed in Part II of this volume), something that is weaker than
conventions because it is not intended to oblige states to enact enforceable rules inspired
by common standards, but to encourage them to do so (Andorno 2007). Its adoption by
the General Conference of UNESCO does not make it part of the international law, and it
is not a treaty open to ratification by states or international organizations, nor does it bind
Member States to conform to its provisions. The Declaration is “hortatory, aspirational and
educational rather than legally normative” (Kirby 2009a: 73). For this reason, there is no
international Court directly devoted to its interpretation and enforcement.

It does not mean, however, that the proposed mechanism of interpretation cannot work
at all. It means that the same mechanism can work differently as the ECHR does, with
regard to the different nature of the Declaration. In fact, it should be considered that poli-
cies and principles expressed in a non-binding document by a United Nation agency can
influence the international discourse and stimulate the evolution of the customary interna-
tional law. This is what happened to the UDHR of 1948, that has undoubtedly informed
the reasoning of judges in the intervening years, both in international and national courts
and bodies. This

does not mean that, as such, the principles of the UDHR bind the judge or state the
content of a legal rule in the way a municipal rule would. It simply means that, by offer-
ing a general principle, accepted by an organ of the international community, the judge
is afforded a mooring, or bearings, for an approach to the case in hand.

(Kirby 2009b: 329)

Thus, the problem is: how should we interpret the Declaration, and what space can we
recognize — as interpreters — to the cultural context?

On the one hand, the Declaration principles should be interpreted in the same way
other treaties are interpreted in international law, by having regard to Article 31 of the
Vienna Convention on the Law of Treaties. According to this rule, such treaties are to be
interpreted (Article 31.1) “in good faith in accordance with the ordinary meaning to be
given to the terms of the Treaty in their context and in the light of its object and purpose”;
the reference to the context permits to take into account both subsequent agreement and
practices regarding interpretation, and even to consider the recent shift towards purposive
approaches, which has been adopted in many national jurisdictions (Kirby 2009a: 74).

On the other hand, the need for a liberal and purposive approach to interpretation is
stronger with regard to documents drafted in multiple languages, through the involvement
of experts of multiple legal traditions and cultures, and designated to promote desirable
objectives and goals. In other words, if the starting point of any interpretation remains
a textual analysis, the role played by the states in order to give effect to the principles set
out in the Declaration should be stressed (Article 22). I suggest that such a role might be
intended not only as a call to the Legislator and to the Executive to promulgate rules and
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any other “appropriate measure” (Article 22, 1), but also as a reference to ethics commit-
tees and to the Judiciary, in order to play a role in interpreting the Declaration and in the
assessment of its rules and principles (Boussard 2009).

If we, once more, are mindful of the fact that the main worth of the Declaration is not
merely nor mainly legal, but epistemological, we can argue that a wide margin of interpre-
tation is perfectly sound with the Declaration’s purposes and aims. In other words, if we
take seriously the aims of (Article 2) guiding “States in the formulation of their legislation,
policies or other instruments”, of promoting “respect for human dignity”, of fostering a
“pluralistic dialogue about bioethical issues”, a purposive hermeneutic and a wide margin
of interpretation of the Declaration is highly appropriate, not least because of its non-
mandatory language. In such a wide margin of interpretation, I argue that is possible and
wise to take into account the culture and traditions of the social context where principles
and rules are to be implemented.

In this perspective, if we want to recognize a margin of interpretation to single cultural
traditions with regard to the bioethical principles, we should recognize that some practices,
which from our point of view seem to be at odds with some principles, can be consistent
with these principles from different cultural starting points. It is, in other words, a problem
of recognition, more than directly or essentially a legal question.

We should recognize that those principles, which we usually interpret in a certain way,
can be differently understood by other cultures, and that they can do so legitimately: because
they can claim a margin of interpretation as a legitimate hermeneutical parameter, and such
a criterion is what makes it possible to balance universal principles with local cultural tradi-
tions, at least within the international debate.

For instance, the principle of personal autonomy may be interpreted, from different cul-
tures, in different ways, which take into account traditional conceptions of childhood and
adulthood. The problem is that depending on the beginning of the adult age, a person is
allowed to legitimately dispose of his or her body, to be considered in health care decisions,
and to express a valid consensus. But the meaning of adulthood and childhood is clearly
a cultural question, at least in part, thus it would be possible to allow different interpreta-
tions of these words, and to recognize them as consistent with universal standards of the
Declaration: in other words, it may be possible to recognize different practices as consistent
with the same international principle, provided that such interpretation does not imply a
complete denial of this concept: e.g., the adult age can never begin before the physical
development is complete.

Concretely, this mechanism can work as an internationally accepted argument, according
to which different communities, starting from different cultural points of view, can accept
and endorse international charters of rights (e.g. the Declaration), without worries about
the giving up of their culture. Those documents, although closely related to the Western
tradition, do not necessarily express a cultural imperialism, nor are they necessarily incon-
sistent with local traditions. Any culture can legitimately interpret the Declaration in a way
that the stated principles become as much as possible consistent with local culture, so to
be perceived as internal to it (or, at least, not too far from it). In this perspective, no inter-
national body nor any international authority can criticize such different interpretations of
universal principles, provided these interpretations do not unreasonably compress a right,
nor do they determine an application incompatible with its very nature. Being an herme-
neutical parameter, this cultural sensitivity does not affirm that any interpretation is sound,
but simply that different applications from one culture to another are possible, at least with
regard to certain principles (Macioce 2014, 2016a, 2016b).
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The basic idea of such a perspective is purely hermeneutical: truth, and human dignity,
are regulative principles that play the role of guiding our search (and our judicial activity)
under the assumption that we can make mistakes and learn from them, in an ongoing pro-
cess of dialogue and adjustments. Similarly, according to Finnis (Finnis 1980: 231-233), we
can therefore distinguish between concepts of rights (e.g. of the human right to life, of a fair
trial), which can be widely shared, and conceptions of rights, which can deeply differ from
cach other. In a similar perspective, Michael Walzer (Walzer 1994) distinguished between
minimal and maximal meanings of moral concepts, between ‘thin” and ‘thick’ accounts of
morality; both are useful at different times and for different purposes, and they can interact
and work in conjunction. In other words, this is a way to concretely perceive the difference
between universality (of rights) and uniformity (of rules) (Davidson 2001).

Let me give an example. If we consider Articles 5, 6 and 7 of the Declaration we find a
notion of informed consent based on a specific conception of personal autonomy. Accord-
ing to this conception, the individual is seen as the one who can make medical decisions
on his or her own behalf. This is because the Western culture appreciates individual liberty
and self-determination as the more significant values that should be taken into account,
and because illness is interpreted both as something that affects exclusively the individual
body (except for specific cases), and as something that concerns the individual experience.
Thus, this model requires medical providers both to give patients all the information they
need to decide about treatments, and to respect what patients intelligently and voluntarily
decided: in other words, this principle does compel a disclosure of information to patients
as wide as possible, and the respect for patient’s self-determination about treatments to be
performed or avoided.

However, people from several cultures do not really ask for a complete and autonomous
control over their medical decision making. At the same time, rules governing conversa-
tions between physicians and patients do not take into account that according to their
culture some patients want to involve different decision makers, and they ignore the fact
that not all patients want the same information content in disclosures, and not all informa-
tion is sought for the purpose of medical decision making (Bowen 2008; Blackhall et al.
1995). For these reasons, the principle of autonomy and individual responsibility, such as
that of informed consent, can be interpreted as allowing different contents in disclosures,
and different procedures of decision making: for instance, in order to acknowledge the real
influence of cultural context in which the patient is embedded, family-centred decision-
making procedures should be allowed, as well as forms of family group involvement (Mar-
shall 2000; Shaibu 2007; Bonder 2013: 93 ff.). In addressing these peculiar perspectives,
we can stress the fact that from a same concept of autonomy (like that affirmed by the
Declaration) we can infer two different conceptions of personal autonomy, and one of
them can be much more congruent with the patient’s culture: for instance, through a
more communitarian understanding of individual desires, plans, values, we can conceive
them as not independent from the relational network within which the person is embed-
ded, but related to them.

In a similar way we can address the question of bodily integrity and of traditional practices
involving children’s or adolescents’ bodies, which Article 8 of the Declaration (Respect for
human vulnerability and personal integrity) protects by stating that “Individuals and groups
of special vulnerability should be protected and the personal integrity of such individuals
respected”. For it is unquestionable that minors and children are subjects of special vulner-
ability, we can consider cases in which they are subjected to practices such as ritual scarifica-
tion or other mutilations.
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In the much-publicized English case R. » Adesanya (1974), for instance, a woman from
Nigeria, claiming she was following her traditional customs, made small incisions with a
razor blade on the faces of her two sons, aged nine and fourteen: the children were said
to be willing, and their mother’s intention was to make their sons perceived as belonging
to the Yoruba culture. Even if the judge granted the mother an absolute discharge, under-
standing that she did not realize she was breaking the law, I argue that this case, and all simi-
lar ones, should be ruled not by making exceptions in the name of personal ignorance of the
law, but by the recognition of a possible, different interpretation of the bodily integrity. In
other words, it is not a matter of ignorance, but of diverse conceptions of the same concept.

In that case, the correctness of a different interpretation of bodily integrity should be
recognized, even if such an interpretation is strongly far from the mainstream (Western)
bioethical culture. It is possible, for instance, that according to some cultures physical integ-
rity can be respected not merely when the human body is completely and perfectly intact,
but also when a small and not dangerous mutilation contributes to its “purity”, according
to the hermeneutic horizon within which the ritual practice is acted. Of course, this inter-
pretation cannot be as wide as to imply a complete denial of the concept, e.g. by allowing
mutilations that can represent a serious danger for the individual’s health — this is evidently
the case of female genital mutilations.

Conclusion

Global biocthics is a two-level phenomenon. The setting of fundamental values on which
traditions and cultures agree is to be balanced by the efforts to articulate more concrete
bioethical standards within the context of specific religious and cultural traditions. And
according to some scholars, it is precisely the dialectic of global and local perspectives that
can help to construct and corroborate a global bioethics (ten Have and Bert 2013).

Therefore, an anthropological approach to health care and bioethics, and a more nuanced
framework of interpreting bioethical principles, can avoid many weaknesses of perspectives
that presume the existence of rigid and commonly understandable values. As I tried to
explain, this more culturally sensitive perspective does not disavow all claims to common
minimal standards in bioethics; rather, it simply call us to take seriously “the multiplicity of
modes of practical moral reasoning”, and push the bioethics to take an important step in
acknowledging the “multiplicity of moral worlds” (Turner 2001) without falling into the
shortcomings of moral relativism.

In this perspective, I’ve argued that a global community of shared principles should be
fostered, as the outcome of an ongoing process of interpretation, negotiation and dialogue.
These principles cannot override the diversity of cultures and traditions, but — at least in
part — they can make these traditions compatible with each other through a process of
interpretation. Of course, interpretation will never eliminate ethical disagreements, but it
will reduce the distance between different starting points that derive from different cultural
traditions. In other words, the setting of common principles at the international level can
proceed along with the recognition of deep cultural diversities.

As Parekh pointed out, cultural diversity is not (or not primarily) about conflicting val-
ues, but about universal values (even those sanctioned in UNESCO’s Declaration) that
need to be interpreted, prioritized and eventually reconciled, in the light of specific circum-
stances of each society (Parekh 2006: 128).
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V Instances of values and
historicity

The philosophical thread of the
Universal Declaration on Bioethics
and Human Rights

Emilin D’Antuono and Emilia Taglialateln

1. Introduction

There are several points of view starting from which it is possible to analyze the concepts
related to the statements’ thread of the Universal Declaration on Bioethics and Human
Rights (UNESCO 2005). Such concepts can be considered as the cornerstones of ethical,
political, social and juridical major issues that have increasingly animated the international
debate questioning the practical reason on the impervious ground of the search of more
and more democratic ways to regulate the progress of technosciences.

The development of bio-medicine and, more recently, of the so-called convergent tech-
nology, to be considered within the wide frame of their social and institutional implications,
demands commitment to shared principles, procedures of dialogue and decision-making,
individual and collective responsibilities regarding the orientation of transformative pro-
cesses aimed at the promotion of justice and equity in the present and in the future.

Considering the long and winding path of the attempts to overcome ideological con-
trasts and create opportunities for an inclusive debate and an open deliberation to acknowl-
edge differences and pluralities, the UNESCO Declaration of 2005 represents a milestone
for its intent to propose a gripping connection between the problems emerging from the
bioethical debate and the extended constellation of themes resulting from the reflection
and the practice of human rights. Such connection is not new, however, since the genesis
of bioethics is based on the urgency of critical thought about the modalities of intervention
on living things taking into account the epochal changes determined by the “dilatation of
possible” (D’Antuono 2014: 197) unceasingly renewed by science and technology. Bioeth-
ics does not start from scratch or grows in the void; indeed, according to its original context
and its development, this field of research requires the comprehension of the intrinsic cross-
reference to the formulation of human rights.

The early beginning of bioethics was marked by the need to regulate medical trials, which
led to a special attention paid to human rights in order to avoid discrimination and violence.
Such attention remains a feature of bioethical inquiries and practices, finding evidence in
further phases of their developments: starting from the evolution of bioethical investiga-
tions in the 1960s and 1970s, with the discovery of new therapeutic techniques like trans-
plants, and thus the redefinition of the criteria for death, or the more recent progress
of genetic engineering, molecular biology and synthetic biology, which elicit the present
debates on hypothetical scenarios of the post- and trans-human. As time went by, bioethics
established itself as a philosophical, juridical, ethical and political subject of study involving
all the opportunities and risks originating from more advanced forms of intervention on
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life, with a special focus on the autonomy, dignity and integrity of the human being, includ-
ing personal freedom and rights in relation to any external power.

The preamble to the UNESCO Declaration shows that its primary aim was to root
bioethics within the legal frame of the international law of human rights. The reference to
regional and international instruments specifically dedicated to bioethical questions is inte-
grated by a wide range of documents through which the United Nations, since its Universal
Declaration of 1948, has promoted the emancipation from any form of discrimination,
exclusion or exploitation. The whole body of issues mentioned in the Declaration witnesses
the acquisition of the full awareness of the implications connected to the progress of science
and technology. Such awareness also involves the role of communication and education as
the foundation of citizenship and active participation in the public debate, as well as a differ-
ent view on the concept of space and time necessarily connected to the currently globalized
scientific research and the relation between present and future. The present time must lead
to a future that will still endure human life, which the UNESCO Declaration considered
not as an unchangeable natural fact but rather as a historically dynamic one, demanding an
effort for the comprehension of the transformations continuously caused by science and
technology.

In this respect, the Declaration contributes to increase the full awareness that the future
is linked to humankind’s knowledge and action and to the evaluation of the practice result-
ing from them.

2. The re-semantization of universality: the contribution
of the UNESCO Declaration

Bioethics outlines itself as a field of research that can highlight new connections among
scientific, philosophical, ethical, juridical, economical and psycho-social disciplines; within
these connections it creates a fresh point of view on themes and problems regarding life
and its persistence. Bioethics, then, “looks at” people and living worlds focusing on the
individuals’ existence and their multiple types of relations. Bioethical themes involve every
person and the whole humankind in relation to the bios and the cosmos, which are sup-
posed to inquire, to find solutions and take on responsibilities in unison.

One of the most important elements of innovation of bioethics is the establishment of
public debates concerning interpretative categories meant to increase a fully democratic
cthos. As a result, such debates specify new meanings of citizenship through the definition
of new rights and new forms of participation on the themes of life.

Plurality, then, seems to be bioethics’ main feature: plurality of knowledge, through
contaminations of competences exploring the mobile frontiers of technoscientific research;
plurality of social, institutional and political figures who are supposed to question them-
selves on such mobile frontiers and make decisions regarding the modalities of governance
of the transformation process underway.

It is important to underline that this process not only involves exceptional situations
related to specific possibilities of intervention but also crucial existential choices that fit
in the core of common and daily experiences, those regarding the different ways of giv-
ing and ending life, the care for the self and for others, the relationship with non-human
living beings and with the entire biosphere. And this thick body of choices is once again
connected to the theme of plurality. A plurality of paradigms of values outlining areas of
highly conflictive tension concerning the different ways to intend the connection life-rules
(Rodota 2006) and so to define the concepts of liberty and autonomy, justice and solidarity.
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Starting from the latter view we cannot deny that several bioethical issues were, and still
are, triggered by the awareness of inequality and injustice, and thus by the urgent demand
to work them out. Consequently, another source for the bioethical debate is the instance of
equality and justice, which involves socio-political programs and visions of the world and
of the destiny of peoples and individuals. The apparent injustice that the benefits related to
life and health are far too often selectively available clearly plays a part, and the consequent
denouncement acquires the form of “bioethical” theme, renewing the permanent need
to root the reasons and enlarge the forms of responsibility. Responsibility is the duty that
matches the honor to be a human being, thus it is not to be considered as a mere burden,
but rather as a “response”, according to its etymology, which stops us from being blind to
the instances of reality and staying silent, that is to say incapable of making a stand. Indeed
the “philosophical-moral” dimension of bioethics is marked by the willingness, which it is
hoped becomes capacity, to respond and fight blindness and silence, that is strangeness to
the processes concerning the human existence and its rich historical phenomenology.

As a matter of fact UNESCO deals with the complexity of the areas of intervention, the
conceptual articulations and the political-institutional implications of the bioethical debate
that we briefly mentioned previously. Over the years several initiatives have been promoted,
at an international level, by this agency of the United Nations to favor the convergence
towards indispensable principles meant to express the respect of human rights and funda-
mental freedoms.

The UNESCO Charter, signed on November 16, 1945, outlined the role of the orga-
nization underlining the pursuit of peace and security by reinforcing, through education,
science and culture, “collaboration among the nations [. . .] in order to further universal
respect for justice, for the rule of law and for the human rights and fundamental freedoms
which are affirmed for the peoples of the world, without distinction of race, sex, language
or religion, by the Charter of the United Nations” (Article 1).

Right from its genesis, then, UNESCO focuses on the strategic value of education, sci-
ence and culture to promote international cooperation through relationships involving
diversities that are productive of new ways of being and acting. The universality of this proj-
ect is not intended as uniformity, where differences are cancelled, but as an ambitious search
for a confrontation including multiple and diverse historical traditions and concepts of the
world and of humankind. All too often plurality becomes a synonym of “incompatibil-
ity”. The world we live in is undoubtedly plural so the acknowledgment of plurality seems
unexceptionable, yet the further step, that is the achievement of compatibility, becomes a
“narrow gate” : the “many” are “moral strangers” who fail to find a common language and,
making their own idiom absolute, they end up by producing dimensions of incompatibility.

Article 12 clearly and strongly refers to cultural diversity and pluralism, which in the
preamble are considered as “common patrimony of mankind”: “the importance of cultural
diversity and pluralism should be given due regard. However, such considerations are not to
be invoked to infringe upon human dignity, human rights and fundamental freedoms, nor
upon the principles set out in this Declaration, nor to limit their scope”.

The acknowledgment of the value of cultural diversity is essential for a re-semantization
of universality and to share the awareness that it is not Man but men and women who
inhabit the Earth, and it is not one civilization that makes the world human but a multi-
plicity of cultures. This is the only way to overcome the sterile contraposition of conflictive
visions chained to strict relativism or absolute metaphysics. In both cases we run the risk
to assume the concept of culture as hypostasis without historicity, denying the cultures’
dynamic liveliness which finds its unfolding in history itself. In this regard, the Declaration
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properly insists on the explicit reference to the respect for cultural diversity, which is not to
result in the infringement upon human rights.

3. Meanings of dignity in the age of human rights and bioethics

Coming back to some of the elements mentioned in the introduction, it’s necessary to
reflect on the implications of framing bioethics within human rights, which is at the core of
the UNESCO Declaration. It is a significant cultural and political option that contributes
very effectively to determine the re-configuration of the “identity” of this subject of study,
so that starting from an academic or mainly “ethical-philosophical” type of knowledge it
acquires a more and more complex asset in a fully global scenario.

The axiological framework featuring in the Universal Declaration of Human Rights,
explicitly transposed in the UNESCO Declaration, configures a shared kind of ethics already
purified from the conflicts between philosophical and ideological positions. The Charter
of 1948 features principles and values discussed, accepted and subscribed consensually by
omitting any philosophical antithesis, and it uses the high and strongly authoritative lan-
guage of human law. The successful osmosis between “ethical” and “juridical” vocabulary
allows the Declaration to ambitiously re-propose sub-specie bioethical, so to say, the inter-
national law of human rights, which UNESCO undertook in 2003 and completed in 2005
after a laborious process of international consultation.

Therefore, within a framework firmly rooted in the vision of “the right to have rights”
inalienably marking the human being, the notion of dignity is fast foregrounded: human
rights and dignity provide the person with ethical and juridical consistency, giving new light
to an old term. Indeed the word “person” is supposed to identify each and every one in the
reality of their living, to give visibility to the “individuo innalzato a valore” (Bobbio 1944:
119), endowed with rights that in the second half of the 1900s started to represent their
existential condition, the concrete historicity of belonging to different cultures and com-
munities, acknowledging their body and needs of any order and degree.

The commitment of the UNESCO Declaration to formulate the principles of Bioethics
starting from human rights implies the central role of dignity, no longer conceived in a
prospective of hierarchical stratification but equally attributed to any person, granted and
protected from any form of degradation, humiliation and violence. We have learned to com-
prehend the meanings of dignity after hard experience — destabilizing old beliefs — of abusing
the living body of humankind. What was to be considered as concrete violation of dignity
was defined over the decades that witnessed the rise of bioethics and bio-law, right from
the Charters of dignity and the practices of law, from time to time “responsive” to actual
or possible abuses. What history has shown “concavely”, as calamities already occurred and
possible risks, human rights and dignity — which is their matrix — have expressed “convexly”,
with words impossible to be deleted even if the plurality of the meanings they carry is still
debatable. And over the last few years the possible normative use of dignity in bioethics has
been the focus of a very lively international debate, in which the worst arguments claimed
the “uselessness” of this notion due to its intrinsic vagueness (Macklin 2003: 1419). And
the word “vagueness” disregards the polysemy and historical stratification of the values pre-
served by dignity. What is under debate is then a sort of “rhetoric” of dignity, all too often
useful to conservative drifts, whose intent is to fix ex ante interdictions and bans on new
applications of scientific and technological research. The conceptual themes of this debate
are related to the sense that must be given to the relationship between moral and juridical
normativity, and consequently to the multiple meanings that the notion of dignity may have
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in bioethics, which is a sector of deliberation made particularly complex by the necessary
search for compatibility among the different positions emerging from the ethical reflection
and the regulations provided by law at a regional, national and international level.

Analyzing the special trends in the international bio-juridical debate, Deryck Beyleveld
and Roger Brownsword highlighted a significant change in the paradigm of dignity; in their
2001 monograph they distinguished between

two conceptions of human dignity — ‘human dignity as empowerment’ and ‘human
dignity as constraint’. This distinction correlates broadly with the contrast between
the background role typically assigned to human dignity in the founding international
instruments of human right as against the foreground role assigned to it in the recent
instruments that set the framework of modern bioscience. Where human dignity plays
a background role, the governing conceptions human dignity as empowerment; where
it plays a foreground role, the distinctive conceptions human dignity as constraint.
(Beyleveld and Brownsword 2001: 11)

According to Beyleveld and Brownsword the concept of “human dignity as empowerment”
was to be referred to the historical moment following the Second World War, when the notion
of dignity played a pivotal role in the reinforcement of personal autonomy, marking the expan-
sion of freedoms and rights and the recession of any form of external interference — even by the
State — regarding individual choices. The concept of “human dignity as constraint”, instead,
referred to the notion developed within more recent documents of bioethics, where an objec-
tive sense of dignity becomes a source of duties and limits regarding individual autonomy.

The thesis expressed by Beyleveld and Brownsword met much criticism, particularly by
Giorgio Resta who after a careful analysis considers it “infondata, o quanto meno inidonea
ad offrire un valido ausilio ermeneutico per la comprensione dell’attuale contenuto opera-
zionale della nozione di dignita” (Resta 2014: 11). Indeed Resta underlines the objective
sense of dignity that belongs to the UNO Universal Declaration of 1948 and the major
literature of postwar constitutionalism. Article 23 of the Universal Declaration of Human
Rights affirms that “everyone who works has the right to just and favorable remuneration
ensuring for himself and his family an existence worthy of human dignity, and supple-
mented, if necessary, by other means of social protection”. This aspect of dignity as a limit
to private autonomy appears also in Article 36 of the Italian Constitution. However, as
Resta underlines, the meaning of dignity as empowerment is still effective in more recent
international documents concerning bioethical issues. This is the case, for instance, of the
UNESCO Declaration on Human Genome, where dignity is mentioned as the key to
restrain reductionist drifts and avoid limiting individual identities according to their genetic
features, so “to respect their uniqueness and diversity”.

Just a brief mention of these different positions can lead to the comprehension of the
general guidelines of a debate that has grown in the international scenario and has surely
not come to an end yet.

A reference for such debate is the editorial by Ruth Macklin published in the British
Medical Journalin 2003, in which the author states:

Appeals to human dignity populate the landscape of medical ethics. Claims that some
feature of medical research or practice violates or threatens human dignity abound,
often in connection with developments in genetics or reproductive technology. But
are such charges coherent? Is dignity a useful concept for an ethical analysis of medical
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activities? A close inspection of leading examples shows that appeals to dignity are
cither vague restatements of other, more precise, notions or mere slogans that add
nothing to an understanding of the topic.

(Macklin 2003: 1419)

Macklin’s target is especially the document by the US Council on Bioethics appointed by
President George Bush, in which a remarkable attention is paid to the concept of dignity.
Yet, according to Macklin, “the report contains no analysis of dignity or how it relates to
ethical principles such as respect for persons. In the absence of criteria that can enable us to
know just when dignity is violated, the concept remains hopelessly vague” (Macklin 2003:
1420). The US President’s Council on Bioethics tried to reply in 2008 with a ponderous
volume containing 19 essays and commentaries by influential scholars invited to discuss the
questions opening the introduction by Adam Schulman:

Human dignity — is it a useful concept in bioethics, one that sheds important light on
the whole range of bioethical issues, from embryo research and assisted reproduction, to
biomedical enhancement, to care of the disabled and the dying? Or is it, on the contrary,
a useless concept — at best a vague substitute for other, more precise notions, at worst a
mere slogan that camouflages unconvincing arguments and unarticulated biases?
(Schulman 2008: 3)

The answers given by experts such as Daniel C. Dennett, Patricia S. Churchland, Holmes
Rolston III, Nick Bostrom, Martha Nussbaum, and Edmund D. Pellegrino deal with the
theme of dignity from different points of view and do not allow to get to a unitary defini-
tional conclusion. But such difficulty in sharing a definition should not lead to cancel the
word “dignity” in the bioethical and bio-law vocabulary; it should rather urge the com-
prehension of its semantic complexity which cannot be limited to merely instrumental and
ideological uses, and then put forward the need to a wider interpretation in order to catch
both the historical and philosophical aspect of this concept and thus avoid any distortion
or ambiguity.

The absence of a definition of dignity is maybe a felix culpa of the UNESCO Declara-
tion as well as of the organism’s previous documents. The intrinsic univocal vocation of a
definition would frame the polysemy of the word — a polysemy connected to the historical
experience — in a rigid and paralyzing scheme. If “dignity” is one of the great terms of the
human lexicon, if it acquires sense and value in human lifetime, then it cannot and must
not be defined in some essentialist key; on the contrary, it has to be built up starting from
history, from its philosophical conceptualization, from its belonging to the language of
law — ranging from constitutional law to that of human rights — and from the different types
of practice in which it played a part, first of all the jurisprudential one.

Inscribing the debate within a wider historical and philosophical frame, Stefano Rodota
refers to a “revolution of dignity” wellspring of a figure of human being, an anthropology
of the homo dignus whose nucleus is the person different from any abstract subjectivity and
thus intended “come la categoria che meglio permette di dare evidenza alla vita individuale
¢ alla sua immersione nelle relazioni sociali” (Rodota 2012: 183), up to the vertices of the
“constitutionalized person”.

Taken away from the claim of tradition, whose limits and possible evolutive and prospec-
tive interpretations are acknowledged, dignity becomes the keystone of a unitary logic of
rights which indissolubly connects it to freedom, equality and justice. “La dignita” — Rodota
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writes — “non ¢ un diritto fondamentale tra gli altri, né una supernorma. Seguendo la storia
della sua vicenda giuridica, ci avvediamo che essa ¢ venuta a integrare principi fondamentali
gia consolidati — liberta, eguaglianza, solidarieta — , facendo corpo con essi ¢ imponendone
una reinterpretazione in una logica di indivisibilita” (Rodota 2012: 199).

4. The novum of vulnerability

In the self-conscience expressed by humankind in the great Declarations of the 1900s, dig-
nity, freedom and equality belong to one another. At least from a conceptual point of view
they are intertwined by means of a link that cannot be weakened by defining freedom, in
the age of bioethics, mainly as autonomy and self-determination.

The UNESCO Declaration undertakes this mutual belonging and sets the conditions to
avoid conflicts by insisting on the relevance of consent as an instrument to achieve auton-
omy. An informed consent allows the “knowledge” of the patient, surely different from the
doctor’s one yet equally essential, the competence that guides the life of every individual.
Therefore consent grants everybody, even in a condition of fragility, the chance to practice
freedom and capacity of judgment, to evaluate their own interests, measuring them to their
own ethics and personal lifestyles.

The informed consent allows to fulfill the duty of respecting one’s own autonomy and self-
determination and thus freedom and capacity to decide by oneself, whatever the territory
the self encompasses, since the human self'is not an atom but a crossover of relationships.

By the tight link connecting autonomy and responsibility, and therefore one’s own sub-
jectivity and duty towards the others, the UNESCO Declaration protects the principle of
autonomy from solipsistic trends, inscribing relatedness within the core of human iden-
tity. Moreover, the document explicitly mentions “social responsibility” (Article 14) in the
inclusive context of communal life with its needs and demands of solidarity.

Solidarity is one of the major words of the UNESCO Declaration, both as a duty and a
right and above all connective between individuals and peoples, evoked in the diversity of
their conditions in Article 24: “[. . .] solidarity between and among States, as well as indi-
viduals, families, groups and communities, with special regard for those rendered vulnerable
by disease or disability or other personal, societal or environmental conditions and those
with the most limited resources”.

Proposing explicitly as a feature of the human being, the supportive relationship among
generations as well as the interconnection “between human beings and other forms of
life”, with the biosphere as a whole, the Declaration makes “responsibility” a key word by
extending its scope. Mentioning responsibility, the Declaration pays special attention to
the acknowledgment of the sense of vulnerability, referred to peoples and human beings
exposed to the vulnus of life and death, thus structurally “fragile”, regardless of the ways in
which fragility appears in the course of life.

And with the aim to cope with vulnerability science has provided remedies by extending
our freedom in the attempt to heal the wounds deriving from fragility. And also ethics, with
its own reasons within the frame of the pursuit of social good, urges the full consideration
of vulnerability; moreover, law and politics claim to defend vulnerability according to the
principle of “the right to have rights”. If vulnerability is not an “accidental” dimension but
a defining trait of the human condition, if its principle is a way to comprehend humankind
and design their individual and collective daily existence, then it is the premise to consider
the various forms of fragility in terms that exclude the “exception”, the “negative privilege”
and include them in the commonly shared concept of “citizenship”.
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The same autonomy can be defined according to a scale of levels of exercise which includes
the weaker categories and pays attention to the lowest conditions in which it cannot be
implemented at all. In the latter case, as dignity is inalienably connected to the identity of
an individual even in a situation of impossible exercise of freedom, the “incapable” will not
be exposed to the terrible risk of indignity. A risk that history has tragically experienced
and that the clear language of law is supposed to contrast, making the interpretations from
the past of humankind ineffective and meaningless. The informed consent is the means by
which, in medicine and experimental research, autonomy is made inviolable. Article 7 of the
UNESCO Declaration outlines the wide background where such consent has to be formu-
lated at all conditions: “[. . .] the person concerned should be involved to the greatest extent
possible in the decision-making process of consent, as well as that of withdrawing consent”.

Therefore the principle of vulnerability becomes the “remedial” for the issue of auton-
omy once conceived as possible only for “capable” subjects. Principles and rights protect
from “becoming unworthy” due to the loss of autonomy. As a result, the formulation of
the principle of autonomy involves the commitment to improve the conditions that make it
possible, and so it has performative potentialities.

The attention paid “to the distinctness of each individual life” (Nussbaum 2006: 282),
to the singleness of the person that is always characterized by ties of dependence and inter-
dependence, is the keystone of a theoretical reflection which promotes a close connection
between human dignity and the needs characterizing our concrete existential conditions; all
human beings have to deal with them in order to be able to outline the field of their freedom,
and thus independently make their own project of life. In this same direction, particularly
significant are Martha Nussbaum’s ideas; staying within the concept of capability approach
already outlined by Amartya Sen and adopting a newly Aristotelian point of view, she investi-
gates “the prerequisites for living a life that is fully human rather than subhuman, a life worthy
of the dignity of the human being” (Nussbaum 2006: 278). Nussbaum underlines that “need
and capacity, rationality and animality are thoroughly interwoven, and that the dignity of the
human being is the dignity of a needy enmattered being” (Nussbaum 2006: 278). Focusing
on what people are actually able to do and to be, the approach developed by the scholar leads
to a revision of the theories of justice, which implies the urgency to face the wide range of vul-
nerabilities related to the human condition including all the inequalities, especially those con-
nected to gender which Nussbaum considers as the true test for the most relevant political,
economic and cultural choices, both national and international. And if “people are entitled
not only to mere life, but to a life compatible with human dignity, and this entitlement means
that the relevant goods must be available at a sufficiently high level” (Nussbaum 2006: 292),
then “itis the equal dignity of human beings that demands recognition”, as it is related to the
“idea of the social bases of self-respect and non-humiliation” (Nussbaum 2006: 292).

5. The commitment to education and training

The policy of conceptual elaboration and sharing of “universal principles based on shared
ethical values to guide scientific and technological development and social transformation”,
which we have so far mentioned, is reinforced by the promotion of bioethics education,
training and information that the Declaration explicitly considers as an operative commit-
ment. Indeed Article 23 states that

in order to promote the principles set out in this Declaration and to achieve a better
understanding of the ethical implications of scientific and technological developments,
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in particular for young people, states should endeavor to foster bioethics education and
training at all levels as well as to encourage information and knowledge dissemination
programs about bioethics.

This position, which finds previous significance in the “Explanatory Report to the
Oviedo Convention” and in the “Universal Declaration on the Human Genome and
Human Rights” adopted unanimously at UNESCO’s Twenty-ninth General Conference
on November 11, 1997, is symptomatic of a new emphasis placed on information and
education as an essential assumption for the acquisition of individual awareness as well as
for the democratic involvement in public debate. Thus, taking into account a general social
difficulty in metabolizing the innovative processes that upset life and the coordinates of
an anthropology rooted in natural laws considered as insurmountable until a few decades
ago, the issue of educating for an authentic comprehension of the conceptual and practical
changes caused by the development of science and technology appears as an undelayable
responsibility that requires commitment not only at a cultural level but also at an institu-
tional one.

This policy is precisely confirmed also in other documents published by UNESCO in the
years that followed the Declaration, such as the Draft Report on Social Responsibility and
Health released by the UNESCO International Bioethics Committee in 2009; it analyzes
the impact of health literacy, that is the individuals’ capacity to comprehend and manage
the key factors to their own health, and it underlines the role of governments in promot-
ing opportunities for bioethics education, always functional to a proper participation in the
public debate.

Bioethics training is then to be considered as a decisive joint of the “knowledge society”
which represents the primary lever for the construction of new dimensions of citizenship
based on the expansion of a global space of rights.

Among the activities promoted by UNESCO it’s possible to point out important initia-
tives dedicated to the relationship between bioethics and education. Starting from 2004
the Division “Ethics of Science and Technology” has planned an Ethics Education Program
(EEP) arranged with several directions of intervention.

The first one regards the implementation of a Global Ethics Observatory that allows to
know and compare programs of teaching and national legislations. The second pointer con-
cerns the organization of training courses for teachers, and the third area of activity involves
the implementation of a Core Curriculum for the teaching of Bioethics, which took form
in 2008 with the publication of a Syllabus displaying the essential elements of the ethics
education program. The Introduction soon makes clear that the goal of the Core Curricu-
lum is not to impose “a particular model or specific view of bioethics, but articulates ethical
principles that are shared by scientific experts, policy-makers and health professionals from
various countries with different cultural, historical and religious backgrounds”.

The Syllabus is composed of seventeen units, whose aim is to promote the capacity to
identify the ethical issues related to the progress of the sciences of life and also to justify the
choices through rational argumentations, using as a reference the principles expressed in
the Universal Declaration on Bioethics and Human Rights of 2005. Unit 3, for instance,
highlights very significantly the pertinence of the concept of human dignity in the context
of bioethical investigation: the process is arranged in several steps that suggest — starting
from an insight into the notion of dignity in the history of ideas, with a special focus on
Kant’s conception, and in the great Bills of Rights like the Universal Declaration of Human
Rights of 1948 — a dynamic and lay view of the acknowledgment of personal dignity in all
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its manifestations in private and public life. Unit 8 is rich in interesting scopes too, as it
deals with the issues of respect for human vulnerability and personal integrity: assuming
a wide point of view on the semantics of vulnerability, considered not only in its physical
and biological aspects but also in its social ones, the model proposes the interpretation of
the powers of medicine as an instrument to cope with those situations of suffering and
pain that belong to the human condition, whose main feature is the constant exposure to
vulnerability.

Besides the Syllabus, UNESCO has promoted the publication of a series of volumes sug-
gesting a different approach based on the study of cases. The intent is to adopt a strategy
that aims at involving young people in the discussion of new dilemmatic situations con-
nected to the progress of the sciences of life.

These contributions want to propose a reflection on the methodology that may allow the
transition, already advocated by the ONG-UNESCO Comité de Liaison in 2007, from the
teaching of bioethics to the education of bioethics, that is to say from the practice based
on the transmission of knowledge to the research of new modalities of training mediation
suitable for endowing the new generations with the capacity to question themselves know-
ingly on the implications of science and technology, reaching an inter-disciplinary vision,
inclusive and open to a confrontation with values and traditions from different cultures.

In this respect, UNESCO’s commitment to education is strongly based on the philo-
sophical implant of values of the Declaration of 2005, and it even contributes to enlarge its
scope. Such scope, within a unitary frame of extension of rights and acknowledgment of
freedom and responsibility of the scientific research, includes the promotion of practices of
inter-generational educational dialogue, which are the ineradicable assumptions to outline
forms of coexistence whose foundation is respect and solidarity.
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Towards intercultural bioethics
and global justice: the case of
transnational research

Laura Palazzan:

Towards intercultural bioethics

Each culture has perceived and interpreted in its own way the importance and role of bio-
ethics in theoretical and applied fields. There is a huge variety of bioethical questions and
responses within different cultures: the diverse levels of development of scientific knowl-
edge and technological applications in biomedicine raise different issues and as such estab-
lish a different priority in the urgency of solutions, given the different socio-economic and
political-juridical contexts.

The heterogeneous theoretical and practical settings of the many cultures (the beliefs,
conceptions of philosophy and religion, values and principles, traditions, customs and hab-
its), but also the particular way cultures relate to techno-scientific innovation, as well as the
specificity of the political, legal and social context, are certainly factors in diversification. In
this sense, even in bioethics, there is an increasingly important role of the description and
interpretation of the cultural context in which diverse biocthical theories and issues origi-
nate and develop.

In-depth study in this field is becoming more necessary because of the new bioethical
issues arising from the coexistence of different ethnic groups in the same territory and
because of the issues emerging from the relationship between different (even geographically
distant) cultures. It is becoming increasingly evident in our multiethnic societies that the
recipients of care and application of the latest scientific technologies, but also the doctors
and health professionals applying them, are individuals who cohabit in the same social real-
ity despite their often having different cultural roots; different conceptions of life, birth,
suffering, death, health and illness. Moreover, it is clear that solutions to bioethical prob-
lems within a culture often have implications, be they immediate or future, direct or indi-
rect, or external in relation to the specific historical and social conditions from which they
originate: i.e. pandemics, genetic manipulations, international multi-centric trials, environ-
mental issues. There is an ever-growing danger that bioethics directs its attention only
internally to the problems of one’s own culture without looking externally to the problems
of other cultures, especially those in objectively disadvantaged conditions.

There is a need for a macro-bioethics or global bioethics, broadened in space, across cul-
tures, countries, continents and in time, between distant and future generations. A global
bioethics includes necessarily an intercultural dialogue (European Commission, 2010).

This issue is central in bioethical reflection and has given rise to different theories of the
relationships between different cultures.

The ethnocentric paradigm considers one’s culture as being superior to all others in a
hierarchical view. This theory considers in an exclusive manner one cultural perspective as
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“the” predominant bioethics, with the consequent imposition over other cultures. Bio-
ethical ethnocentrism expresses itself in the so-called bioethical imperialism or bioethical
colonialism or, expressed in a softer way, bioethical paternalism. Ethnocentric bioethics
presupposes the superiority of one’s cultural values, considering unnecessary any compari-
son with those of other cultures, and imposes itself on weaker cultures, deemed inferior.

It is a perspective that proposes the “model of assimilation”, requiring that those belong-
ing to other cultures adapt and adjust to the bioethics of the “mainstream” culture and the
“model of subordination”, with consequent (possible) exploitation. Ethnocentric bioethics
is considered unacceptable as it proposes in an arbitrary manner a claim for superiority, with
an attitude of unjustified intolerant “arrogance”.

Multicultural paradigm, in the relativist philosophical prospective, undermines ethnocen-
tric bioethics considering the bioethics of each culture as placed on the same level with regard
to the bioethics of any culture, all cultures being considered equivalent. It is the theory sug-
gesting an attitude of tolerance, interpreted as passive and indulgent acceptance of all mani-
fested bioethics in different cultures. It is the relativist prospective which, from the viewpoint
of the juxtaposition of multiple and diverse bioethics, believes the plurality of bioethics to be
irreducible to unity. In this sense multicultural bioethics considers the search for common val-
ues futile and undesirable, considering plurality better than unity as an expression of richness
and originality. Unity, instead, would be oppressive and suffocating (Baker, 1998).

It is a perspective that contrasts assimilation with the “model of separation”: each culture
is represented and perceived as a “closed” world, which internally affirms its own values and
preserves its own traditions and externally tolerates any other bioethical culture.

The principle of multicultural equivalence, despite neutral and uncritical acceptance of
every culture, is unable to avoid cultural conflict, historically evident, among cultures which
are opposing and incompatible, contextual and simultaneous, allowing the stronger culture
to prevail over the weaker one. Equivalence can lead to self-closure of each culture in itself,
resulting in incommunicability.

In opposition to the ethnocentric and multicultural paradigms in bioethics, the intercul-
tural perspectives try to overcome the hierarchy among cultures and at the same time their
equivalence. This intermediate proposal is possible in the human rights framework, consider-
ing the human dignity as the minimum common value. According to this perspective, equality
must ensure that all human beings, in the universal sense, regardless of cultural belonging,
have dignity. Affirmation of the principle of equality does not mean to ignore or set aside or,
worse still, suppress differences. Affirming equality means assuming the differences. Equal-
ity is the precondition for “recognition” of the “differences”, which is not intended only as
acknowledgement of diversity, but as significant interaction between human beings.

In this perspective, the role of bioethics is not to impose a view as superior denying and
suppressing the others, nor is it to legitimize uncritically every request from each cultural
group. The structural reference to human rights acquires undoubted priority in ethno-
bioethics. The theory of human rights is the “unit of meaning” in relation to which com-
patibility between the rights of different cultures can be implemented moving towards
interculturalism. Pursuing this direction avoids some negative paths: such as those that
demand egalitarianism in assimilation, believing that all humans of diverse cultures should
conform and comply with the dominant culture or those that demand differentiation in
separation, considering that the individuals of different ethnic groups should be guaranteed
by the broadest possible conservation of what makes them different.

The importance of intercultural bioethics consists in the critical search for continuous
mediation and integration of human rights and the specific needs of diverse cultures, in an
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attempt to prevent the abuse and affirming the relational approach of diversity in equality.
Consequently, intercultural dialogue in bioethics would be neither hostile competition nor
passive acceptance of a pragmatic compromise, but rather a constructive search for integration.

The Universal Declaration on Bioethics and Human Rights gives a specific contribution
to the elaboration of an intercultural bioethics both on the level of theory and of practice.

The document outlines a “universal framework” or the minimum principles considered
universally essential for bioethics, identified in the promotion of “respect for human dig-
nity”, “respect for the life of human beings, and fundamental freedoms, consistent with
international human rights law”. The principles set out express the recognition of the duty
to respect human dignity and human rights in a plural cultural setting, given the new pos-
sibilities opened up by techno-science in the biomedical field. Article 3 states that: “Human
dignity, human rights and fundamental freedoms are to be fully respected”; “The interests
and welfare of the individual should have priority over the sole interest of science or society”.

The document recognizes human dignity as a meta-cultural or transcultural value, stress-
ing the fact that “no individual or group should be discriminated against or stigmatized on
any grounds, in violation of human dignity, human rights and fundamental freedoms” (. . .).
Article 12 on “Respect for cultural diversity and pluralism” states: “The importance of cul-
tural diversity and pluralism should be given due regard. However, such considerations are
not to be invoked to infringe upon human dignity, human rights and fundamental free-
doms, nor upon the principles set out in this Declaration, nor to limit their scope”.

Towards global justice and international health cooperation

This perspective of intercultural bioethics leads to comprehension of the meaning of global
justice and international health cooperation, on a theoretical and applied level.

In a globalized world, especially in the field of health, the gap between the so-called
advanced/developed and developing countries is becoming increasingly evident (Falk,
1999). On the one hand, Western countries are steadily thrust towards further improve-
ments in scientific and technological progress directed at guaranteeing even better protec-
tion of health in the health system, in a quantitative and qualitative sense: i.e. the recent
developments in reproductive technologies, genetic discoveries, experimental intervention
in the desire to cure “at all costs”, the enhancement frontiers, that is, medical intervention
not for therapeutic purposes but only for amelioration/improvement. On the other hand,
developing countries are unable to guarantee the survival of individuals (consider the prob-
lem of hunger and poverty), in circumstances where technology is scarce and rudimental,
and there is a lack of basic health care.

In-depth analysis on the distribution of goods in the world (in relation to economic
and health resources) reveals that the world situation is characterized by the existence of
sufficient quantities to address the basic demands of everyone with regard to survival and
health, but that they are unevenly distributed. The amount of food and medicine in the
world is enough to meet global needs, but not everyone has access: only those with ade-
quate economic resources or those living in places where the juridical system makes feasible
the possibility of receiving assistance and care even in the absence of economic resources.

Therefore, there is the perception of “global injustice” and the need to expand the con-
cept of “health” and the “right to safeguard health” in a dimension that goes beyond
localism. Intercultural bioethics highlights the fact that it is essential to broaden our vision
beyond political and cultural boundaries in order to guarantee primary access to basic
health care for everyone regardless of cultural belonging. The goal can only be a common
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intercultural one: guaranteeing equity in health on a global scale. It is a perceived problem
in concrete terms and it has been the object of reflection within specific theories. Although
the sensibility detected regarding unequal distribution of resources in space (in synchronic
terms) is inferior compared with the sensibility addressed to future generations for “sustain-
able development” (in diachronic terms). There is a widespread conviction that indiscrimi-
nate exploitation of natural resources must be avoided for intergenerational justice; less
widespread is the idea of equal distribution of available goods with a view to global justice.

The perspective of intercultural bioethics encompasses justification of significant genuine
instances of global justice. The Declaration of Bioethics and Human Rights sets out in
Article 10 “Equality, justice and equity”: “The fundamental equality of all human beings in
dignity and rights is to be respected so that they are treated justly and equitably”. Article 11
on non-discrimination and non-stigmatization affirms: “No individual or group should
be discriminated against or stigmatized on any grounds, in violation of human dignity,
human rights and fundamental freedoms”. Article 14 on social responsibility and health
underlines the relevance of access to quality health care and essential medicines, especially
for the health of women and children, because health is essential to life itself and must be
considered to be a social and human good and elimination of the marginalization and the
exclusion of persons on the basis of any grounds.

In this perspective, access to health resources should not depend on the free market or
the calculation of social productivity, but be guaranteed to everyone with a view to sub-
stantial, intercultural, international and global justice. What should be placed at the cen-
tre of the argument is not the libertarian principle of individual self-determination or the
utilitarian principle of social convenience, but the dignity of each human being ‘beyond’
autonomy and utility. Society is called upon to take responsibility for unjust inequalities,
giving subsistence to the right of individuals and disadvantaged peoples to assert claims (as
moral rights) and a social duty to solidarity, cooperation and altruism (Article 13).

It is not a task of intercultural bioethics of developing strategies to achieve global health
justice: it is the task of epidemiology, health statistics and bio-economy, together with soci-
ology and cultural anthropology, to address the complex problem of the “rationalization”
of health care costs, balancing the different needs of different cultures by quantifying needs
and designing measures to meet basic needs. Whereas what is incumbent on bioethicists,
first and foremost, is the commitment to shed light on the fact there are people in the
world, cultural areas and groups of particularly vulnerable individuals (within different cul-
tures), in objectively disadvantaged conditions, their being given assistance and help is a
fundamental public duty and it is not lawful to operate against them any rational calculation
of cost saving according to an approach of imposition of strength and exploitation for self-
ish advantage; secondly it is a fundamental bioethical requirement to prevent the allocation
of health resources from violating some fundamental bioethical principles, the first among
them being equality (there can be no social or cultural discrimination of any kind among
the sick benefitting from health resources); thirdly the promotion of training allowing those
who are disadvantaged not only to receive adequate assistance with relation to needs, but to
acquire the skills to be able to collaborate, participate and intervene even actively (and not
only passively) to improve their conditions.

The common goal outlined in intercultural bioethics is clearly the effort to achieve a
progressive alignment of standards in health and welfare in all countries of the world, as well
as suitably taking into account the economic interests that support investment strategies
in their public and private aspects, so that the exclusive profit-oriented rationale, strict but
blind in terms of values, will not be the only guiding strategy, but rather a wise mixture of
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market mechanisms and substantive justice. This is the only perspective in which to establish
the principle of global health cooperation on humanitarian grounds.

Transnational research: the case of clinical
trials in developing countries

The globalization of research would increase the conditions of justice and equality in the
distribution of drugs (Benatar and Singer 2000; Emanuel et al. 2004; Hyder et al. 2004;
Wendler et al. 2004; Petryna 2005; Glickman et al. 2009). Although the globalization of
clinical studies hides, often, the objective of “outsourcing” the experimentation, in order
to reduce costs, simplify and accelerate procedures. The reference is to the experimenta-
tions that involve those populations that are particularly “vulnerable” mainly because of
economic underdevelopment that slows down the progress of science and technology or,
even if economically developed, unaware of ethical issues (Angell 1997, 2006; Varmus and
Satcher 1997; Koski and Nightingale 2001; Shapiro and Meslin 2001; Hawkins and Eman-
uel 2008; Lorenzo et al. 2010). These conditions may expose some populations to a risk
of exploitation for scientific interests, which may hide commercial interests (Pavone 2016:
76). It may be considered as a form of bioethical “colonialism” and “imperialism”, unfair
exploitation and manipulation due to the differences in scientific-technological knowledge
and socio-economic and cultural inequalities (Benatar 1998).

The Universal Declaration on Bioethics and Human Rights expresses the general framework
of reflection with references to human dignity (Article 3), the direct and indirect benefits for
patients participating in the research (Article 4), informed consent (Article 6), respect for
human vulnerability and personal integrity (Article 8), equality, justice and equity (Article 10),
non-discrimination (Article 11), respect for cultural diversity (Article 12), solidarity and coop-
eration (Article 13), social responsibility and health as a fundamental human right (Article 14),
international cooperation (Article 24), promoting the international dissemination of scientific
information, freedom of movement and sharing of scientific and technological knowledge.

The Declaration recalls the general ethical principles of experimentation on human
subjects — recognized in international documents, affirming that they should be applicable
everywhere, without making a distinction between more or less developed countries, avoid-
ing unequal treatment and recognizing the universal justice. This does not mean accepting
a “double standard” of ethics (Macklin 2004 ): on the contrary, it means reiterating that the
ethical standard should be “unique” as concerns principles. Trials in developing countries
must meet the same ethical standards of developed countries (Article 21 b).

The general ethical standards which must be considered mandatory, as substantive ethi-
cal requirements for clinical trials on the international level are the protection of all human
subjects regardless of race, culture, religion, socio-economic status, country of birth or
residence (no discrimination); the guarantee of the conditions of justice, respect of equality
(in the equal access to health) and of different cultural contexts.

The respect of dignity, physical integrity, autonomy of participants and justice between
subjects in accordance to the good clinical practices are ensured through preliminary verifi-
cation of scientific relevance of research; protection of safety and well-being of participants;
equity in the enrolling and selection of participants; balance of reasonable risks compared to
potential benefits; expression of informed consent; appropriate treatment during and after the
trial; compensation for direct damages to health; distribution of equal burdens and benefits.

The application of general ethical standards of clinical trials to the different cultural
context, in particular to developing countries, needs an activity of interpretation and
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specification. In an ethical framework that recognizes the priority of the human dignity
and justice emerges the necessity of additional standards of safeguard to avoid exploitation
or abuse of particularly vulnerable populations because of poverty, lack of education and
understanding of scientific issues, lack of technical skills, scarce resources, disease, inability
to have access to the most basic and essential health products and services.

The process of interpretation might be helped by a community consultation to acquire
better knowledge of local culture and involving community representatives in the elabora-
tion of research projects. In this context, the role of the cultural mediator is important.
The aim is neither to impose foreign ethical standards nor to adapt to local standards, but
to apply generally recognized principles and values taking seriously into account the condi-
tions and needs of the specific culture.

The Universal Declaration on Bioethics and Human Rights underlines some specific
additional standards ethically required, explicitly or implicitly.

1  Responsiveness and direct relevance of the clinical trial to the real health needs and
specific requirements of the vulnerable population of the host country populations
(Article 21 d). International testing should be considered as a priority in relation to the
specific interests and priorities of health of the populations of the host country. In this
sense, the right to health care as protection of the objective good of a person must be
considered a fundamental international right.

2 Enrollment of the subjects should guarantee equity considering the possible advantages
of participants in relation to the population and ensuring benefits both to participants
and to the population as a whole (Article 21 ¢ and 15). The balancing of risks /benefits
should be commensurate with the basic conditions of the population (including nutri-
tional, epidemiological and health conditions), in reference to each individual, but also
to the community. Commensuration of risk for the individual and the population in
relation to the benefits for “third parties” (with reference to the countries performing
the trials) is ethically unacceptable. Research is ethically justified if it provides reason-
ably direct benefits to participants and indirect benefits for the overall population, with
the minimization of risks to people participating in the research, but also for the vulner-
able population as a whole.

3 Informed consent should be tailored to local customs, verifying that it is voluntary and
freely given without coercion, incentives or ‘undue inducement’ (Article 5 and 6) (oral
and witnessed for the illiterate, with permission of community leader or family involve-
ment). With regard to voluntariness and lack of ‘undue’ influence, it should be noted
that in developing countries participation in a trial could be an advantage for those who
have difficulty in obtaining food and basic health care. The socio-economic conditions
could push to participate without an adequate awareness of the risks in the research.
Another problem could be the difficulty of some populations to grasp the concept of
research, which tends to be confused with care and assistance (the so-called therapeutic
misconception). The involvement of other persons in the expression of informed con-
sent is acceptable only if there are ways to verify the actual awareness of individual par-
ticipation (as well as the possibility to withdraw it) and the absence of direct or indirect
external pressure. This awareness should be personal and cannot be replaced by others.

4 An issue connected to informed consent is confidentiality (Article 9). Confidentiality
may be weakened (if not obliterated) given the family’s possible involvement in the
process of the permission to research. The fact that in some cultures there is a lack of
the concept of “privacy” should also be considered. This raises an ethical problem: the
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participation in research may mean, for vulnerable populations, the risk of the stigma
of being sick. In this context, cultural associations may play a supportive role, helping
the patient not to be marginalized.

5  Appropriate treatment should be guaranteed, ensuring that participants enjoy potential
benefits and are compensated for any harm directly related to participation, helping
health care infrastructure to support proper distribution and guaranteeing continued
access to post-trial benefits and treatment to participants and to the population out-
side the research context of the country where the trial is conducted, as expression of
international cooperation and solidarity (Article 15). This means also that protection
should be provided through arrangements of a mandatory insurance in view of possible
damages, where the premium is assessed in relation to the local economic state. This
could be guaranteed also by independent organizations that are non-profit and inter-
nationally accredited, which may have the role of monitoring this ethical requirement.

6 An ecthical requirement is the need to assist developing countries in building the
capacity to become fuller partners in international research both on scientific and ethi-
cal levels, enhancing collaboration and creating an atmosphere of trust and respect.
Assistance should be guaranteed to developing countries during the experimentation
without inflicting on them the burden of the “indirect costs” of the trial, on an already
precarious local health system, and helping them to become full partners in interna-
tional research, stimulating the improvement of the local health system and transfer-
ring technical and scientific skills, involving also doctors and representatives of the
host country, to monitor compliance with ethical standards and avoid abuse. It is an
cthical requirement of experimentation that the investigators assume responsibility and
solidarity in the framework of international cooperation which continues even after the
trial, so that research participants do not feel abandoned. In this sense, experimentation
is justified to the extent that the product — if it proves effective — can become available
to the entire population. There is considerable international debate, even as regards the
ways in which this ethical requirement can actually be met.

7 There should also be specific training for doctors and the medical staff conducting
this experimentation as well as education involving local doctors and health personnel,
often in particularly fragile conditions, so that care becomes a “collaborative partner-
ship” and enables to develop in the host country the skills required to independently
conduct clinical trials and ethical assessments (also, possibly, with the institution of local
Ethical Committees).

The Universal Declaration on Bioethics and Human Rights constitutes a reference point
for the protection of human beings in transnational research, in order to avoid economic
interests prevailing over respect of dignity and justice. There is a need for Western countries
to realize that advances in scientific knowledge do not mean that we can use them to exploit
poor countries for one-way benefit. The intrinsic value of this obligation must be the same
for each country and ensure that each country may benefit from the positive results of
clinical trials regardless of the level of literacy, wealth, social advancement, techno-scientific
progress. This is one of the concrete paths to deliver global justice in health and welfare.
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The legal perspective of the
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and Human Rights
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Introduction

One of the most recent features of the emerging international tools relating to bioethics is that
it assigns an important role to human dignity and human rights. UNESCO’s Universal Decla-
ration on Bioethics and Human Rights (hereafter the Declaration) is the best example of that.
It is in fact a result and a manifestation of a deeper concern, closely connected to the mission
of UNESCO: the recognition and the protection of human dignity and human rights are seen
as guarantees that progress in science will contribute to peace, security, and prosperity. This,
on the other hand, underscores the problems arising from the pressing process of globalization
and, consequently, what is called global bioethics, which also considers structural injustices and
social inequalities, particularly in health, health care, and environment (Solinis 2015).

The globalization of health care, medical research, and the technology has created a
different context to such an extent that the major bioethical concern is no longer only the
power of science and technology. It is also the global health, discrimination, and the nega-
tive effects of higher levels of income disparities, contemplated as fundamental problems of
our era. These are in effect problems that, in the light of the protection of human dignity
and human rights, produce contradictory and unsustainable situations, such as those refer-
ring to the persistence of readily treatable diseases and the development of science and
economic inequality on a world scale (Farmer 2003: 192).

In this sense, despite the great number of existing international documents relating to
bioethical issues, the 2005 Declaration is the first instrument that comprehensively deals
with the linkage between human rights, human dignity, and bioethics (Macpherson 2007:
588-590). In addition, with the Declaration virtually all of UNESCO’s Member States
have reached an agreement in a very sensitive area.

The 2005 document seems nonetheless to cause difficulties in relation to the interpreta-
tion and implementation of its provisions. The Declaration is in fact a typical ‘soft law” agree-
ment, which does not have a binding effect per se. It is conceived to have such effect in the
long term, during which Member States play a very crucial role, as explained by Andorno
in Chapter I of this volume. Its compliance mechanism is in other words limited to States’
self-reporting of their implementing steps. Besides, the connection between human rights,
human dignity, and bioethics appears to be consistent with the Declarations’ main objective:
the development of international normative standards in the area of bioethics.! Sometimes,

1 Following a feasibility study to assess the possibility of elaborating an international instrument on bioeth-
ics, the 32nd UNESCO General Conference considered it opportune and desirable for UNESCO “to
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though, it fails in practice at achieving this goal because of principles that are too broad and
appear to lack of genus proximum et diffeventia specificn.?

It is true that the Declaration includes powerful principles, such as human rights and
human dignity. It is also true, however, that these principles denote slippery ideas, par-
ticularly when relating to the international arena and global bioethics (Gert 2014: 13-27).
That is the case of the ‘universality” of human rights and human dignity, largely atfirmed in
the Declaration, but not clearly explicated.

After some remarks about the sense of the existing global bioethics, in this Chapter
we will focus attention on the form and the content of the Declaration (this issue will be
further discussed in Chapter VIII). This is in fact a result of a compromise, which implies
an interaction between ‘bioethics” and ‘biopolicy’.? In this perspective, we will analyse the
practical effects of the 2005 document. In particular, we will try to understand if the linkage
between human rights, human dignity, and bioethics is beneficial for atfirming the so-called
global bioethical standards that, at the end of the day, is the primary objective of the 2005
Declaration.

The need for a global bioethics

Today’s growing appeal of the bioethics may be attributed to the empowering combina-
tion of two important notions, traditionally linked to moral philosophy and philosophy
of law: ‘application’ and ‘principle’ (Stanton-Jean 2016: 14). In this field application has
a double connotation. It indicates that bioethics is available for what we usually do. As a
consequence, it tries to affirm practical implications, in order to resolve our daily problems.
In this sense, bioethics can contribute to:

e the clarification of everyday difficulties arising not only in health and health care, but
also in other fields, such as those referring to socio-economic inequalities and environ-
mental issues;

e the analysis of ethical dilemmas;

e the resolution of complex cases.

The second feature is focused on ‘principles’. If bioethics is conceived as applied ethics
in some sensitive areas, then subsequent reflection is needed on what is being applied. In
this case the first thing to say is that bioethics should include principles coherent with the
moralities of obligation or the ‘moral objects’ in life sciences, medicine, and technology,
which have dominated modern ethical discourse (Stout 2004: 163). From a juridical point
of view, these ‘objects’ reflect into the idea of contemporary constitutionalism implying the
recognition and the protection of human dignity and human rights that, as many know,
are strictly related to the recent history of the Western legal system (Alicino 2010: 1-32).
It should be noted that, with the rapid dissemination of information and the pressing
process of globalization, the bioethical questions — and the relative moral objects — are now
more frequently and openly discussed. They are no longer the exclusive concern of scien-
tists and medical professionals. They involve all the people and society as a whole, including

set universal standards in the field of bioethics for due regards for human dignity and human rights and
freedoms, in the spirit of cultural pluralism inherent in bioethics” (UNESCO, 2004: 45-46).

2 Sece infra, paras. 3—4.

3 For these notions see infra, para. 4.
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future generations. Disease, disability, death, suffering, and environment are human experi-
ences that sooner or later affect everybody. For these same reasons, bioethics is no longer
just an academic field, as policy makers too are drawn into examining the questions related
to medicine, life sciences, and technology advances.

On the other hand, because of globalization, these advances spread around the globe,
bringing with them new bioethical queries. Take for example the cloning techniques that,
even if developed in some States, can be applied in others, irrespective of the national law
applicable. At the same time, and from a different perspective, diverse bioethical issues arise
because of inequality and injustice: if, for instance, an effective medication for diseases (such
as HIV, malaria, and tuberculosis) is available in some countries, it is ethically problematic
when patients die in others because of a lack of economic resources (Pavone 2012: 65).

This shows that technological progress, new knowledge, new diagnostics, preventive and
therapeutic interventions and their applications have significantly changed medicine, life
sciences, and health care, giving rise to new ethical dilemmas in highly developed and less
developed States. In addition, the existence of global markets has created new problems
such as organ trade, medical tourism, corruption, bioterrorism, pandemics, malnutrition,
hunger, and climate change. And, even though such troubles exist only in some local-
regional contexts, many times they also have serious consequences for the rest of the world.

It is a fact that, while some bioethical problems have expanded to operate on an inter-
national and global scale, rules governing such problems are still based on the national
perspective. Nevertheless, in the last two decades new bioethical queries have demonstrated
that national legislations or regulations are no longer sufficient — if not ineffective — in this
field. The global character of contemporary science and technology, increasing number
of researches coming from different nations, social-economic inequalities, environmental
damages, and new transnational crimes have indeed produced the need for a worldwide
approach in bioethics.

Traditional bioethical issues are now confronted with new challenges. Hence, it is true
that bioethics may have primarily originated in Western States, but it is also true that its
implications are relevant on a global scale. For this, bioethical discourse can no longer be
referred only to national territories. It has de facto become supranational, involving the
concerns of all human beings wherever they are. This means that, in the perspective of con-
temporary bioethics, it is not sufficient to export its principles to non-Western countries.
Rather, in order to address the new transnational tasks, bioethics needs to rethink its West-
centered approach without, however, losing sight of the role of the States’ laws, except that
they need now to be harmonized. The new context implies supranational action designated
to affirm shared principles and provisions, supported by a practical cooperation for their
interpretation and application.

From here stems the contribution of UNESCO that, especially in the last two decades,
has tried to bring about a real change in this field. In doing so, it has generally approved
recommendations and declarations, thus proposing to Member States principles that are
susceptible of inspiring national legislations, guidelines, and /or regulations. Its main goal is
to provide a ‘universal’ (or at least a more globalized) understanding of bioethical issues. The
2005 Declaration could be considered as one of the most important steps into this direction.

The legal form

The Declaration constitutes an original initiative, which combines bioethics, human dignity,
and human rights, thus sustaining the development of a supranational approach in this
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field (Boussard 2009: 293). The Declaration, though, ‘invites’ Member States to promote,
rather than to implement, its content.* In positivist international law, only binding docu-
ments are to be implemented. The 2005 document is undoubtedly a non-binding text. It
falls in the ambit of quasi-legal instruments that, promoting some national policies, is in line
with the State-centered approach of ‘international law’; the body of rules that traditionally
governs the relations between or among nations.

Member States, which have not already done so, are encouraged to establish indepen-
dent, multidisciplinary, and pluralist ethics committees,® to promote informed pluralistic
public debate, to foster bioethics education and training, and to take appropriate legal mea-
sures to facilitate transnational researches.® International organizations such as UNESCO
will continue to assist countries to develop an ethical infrastructure, so that human beings
everywhere can benefit from the advances of science and technology within a framework of
respect for human dignity, human rights, and fundamental freedoms.” Some provisions of
the Declaration aim in any case at giving its principles the greatest audience possible, also
highlighting the role of non-State actors. In this sense, it is significant that Member States
adopting the Declaration have committed themselves to encourage the establishment of
national ethics committees as a way of fostering information and knowledge in bioethics.

The Declaration is in fact addressed to States, giving them primacy in the implementa-
tion of its provisions; what Articles 22-24 precisely establish. On the other hand, however,
the 2005 document “provides guidance to decisions or practices of individuals, groups,
communities, institutions and corporations, public and private”;® what carries the original
intent of the drafters, scientific experts who are members of the International Bioethics
Committee (IBC) (Boussard 2009: 294-295). It should be noted that between these two
approaches there is not discrepancy, as it might appear to be at first sight. The 2005 docu-
ment is indeed in line with precedent international human rights law, whose provisions are
seen as a common standard of achievement for all people and all nations: they seek to enlist
every individual and every organ of society in a universal attitude.

In sum, from a legal point of view, it is clear that the 2005 Declaration is not a binding
instrument. Nonetheless, the recent history of universal human rights demonstrates that
what starts as soft law can in time obtain a more effective impact; as is the case, for instance,
with regard to the 1948 Universal Declaration on Human Rights. This means that the
2005 Declaration may in future become an incentive for other national and supranational
initiatives, leading to the drafting of legally binding documents, such as the European Con-
vention on Human Rights and Biomedicine, adopted in the regional context of the Coun-
cil of Europe (Council of Europe 1997). Otherwise, the 2005 Declaration could at least
become a point of reference for national and regional jurisprudence: it is not by chance that
it has been cited as a relevant text in some important case-laws, like those referring to the

4 Sece Article 22, where it is affirmed that “States should take all appropriate measures, whether of a leg-
islative, administrative or other character, to give effect to the principles set out in this Declaration in
accordance with international human rights law. Such measures should be supported by action in the
spheres of education, training and public information”.

Article 23.2.

Article 24.

7 See Article 25: “1. UNESCO shall promote and disseminate the principles set out in this Declaration. In
doing so, UNESCO should seck the help and assistance of the Intergovernmental Bioethics Committee
(IGBC) and the International Bioethics Committee (IBC). 2. UNESCO shall reaffirm its commitment
to dealing with bioethics and to promoting collaboration between IGBC and IBC”.

8 Article 1.

[N}
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European Court of Human Rights (European Court of Human Rights 2006: para. 42)
(Pavone 2009: 101).

However, all of this says that the 2005 document is the beginning — rather than the
end — of the process of standard-setting of bioethics on the global (universal) scale. So, in
order to better evaluate the real impact of the Declaration, special attention needs to be
given to the application and the practical implications of its provisions at local, national,
and regional levels.

The substantive content

From a general point of view, the Declaration establishes principles determining the differ-
ent obligations and responsibilities of the ‘moral agent’ in relation to different categories of
persons, their dignity and their environment. As a consequence, these principles are arranged
according to a gradual widening of the range of ‘fundamental needs’: human dignity, human
rights, sharing of benefits, limiting harms, autonomy, consent, privacy, equality, respect for
cultural diversity, solidarity, social responsibility, protection of the biosphere and biodiversity.
In the light of these needs, the Declaration tries to balance individualist and communitarian
perspectives, which are evaluated from at least three sectors: medicine and health care; social-
economic background; and environment. In other words, the Declaration addresses “cthi-
cal issues related to medicine, life sciences and associated technologies as applied to human
beings, taking into account their social, legal and environmental dimensions”.” From here
stem the multiple aims of the 2005 document, which includes the necessity to provide “a
universal framework of principles and procedures to guide States in the formulation of their
legislation, policies or other instruments in the field of bioethics”.1?

More specifically, the Declaration recognizes the principle of autonomy of persons to
make decision,'! as well as the principle of solidarity among human beings and international
cooperation.'? It emphasizes the principle of social responsibility and health,'® which aims
at orienting bioethical decision-making towards urgent issues, such as access to quality
health care, essential medicines for weaker subjects (poor people, children, and women, for
example) adequate nutrition and water, reduction of poverty and illiteracy, and improve-
ment of living conditions. In order to advance decision-making, the Declaration’s principles
are to be understood as complementary and interrelated: each norm shall be considered in
the context of the others, as appropriate and relevant in the circumstances.'* This said, the
most important thing is that the Declaration anchors its bioethical rules in principles refer-
ring to human dignity, which also implies the recognition and protection of human rights
and fundamental freedoms.'®

The section on the ‘application’ (Articles 18-21) is also innovative because it provides
the spirit in which the Declaration’s provisions ought to be applied. It calls for profes-
sionalism, honesty, integrity, and transparency in the decision-making process, appropriate
assessment-management of risk, and ethical transnational practices that help in avoiding

9 Article 1.
10 Article 2.
11 Article 5.
12 Article 13.
13 Article 14.
14 Article 26.
15 See infra.
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exploitation of countries that do not have an ethical infrastructure. If the application of the
Declaration’s principles is to be limited at the national level, only legislation or statutory law
should do it. This applies as well for very sensitive areas, such as public safety, detection and
prosecution of criminal offences, protection of public health, and protection of rights of
others. In any case, such legislation needs to be consistent with international human rights
law,'¢ which means that “[n]othing in this Declaration may be interpreted as implying for
any State, group or person any claim to engage in any activity or to perform any act contrary

to human rights, fundamental freedoms and human dignity”."”

A compromise between bioethics and biopolicy

As can be easily noticed, the form and content of the Declaration is necessarily a result of com-
promise, which is a normal way of proceeding during supranational negotiations. In this partic-
ular case, however, the compromise is affirmed not only between nations, with their different
socio-cultural, religious, and legal traditions. It also involves the dialectic relationship between
science and politics or, to be more accurate, between bioethics (based on the relevance of evi-
dence in the life of science and technology) and biopolicy (based on the behaviour of policy
makers in sensitive matters) (Somit and Peterson 2012: 3-12). This, on the other hand, shows
that bioethical issues are no longer the exclusive concern of scientists and medical professionals
(Plomer 2005: 23-42). They also entangle fundamental aspects of everyday life and, as such,
imply some of the most important tasks of policy makers. All of this is even more evident by the
fact that the IBC’s experts drafted the preliminary text of the Declaration, but the governmen-
tal authorities made the ultimate decision on it (Magnus 2016: 30). In this manner, the linkage
between science and politics reflected into the content and form of the 2005 document.

The product of this double interaction can certainly be seen as a vital characteristic of
the Declaration, which enjoys the support of virtually all UNESCO’s Member States with
a range of diverse ethical views: UNESCO has in effect been able to manage very different
positions, find common grounds among various traditions, and indicate minimum stan-
dards for bioethics that could be universally acceptable (Andorno 2009: 223-240). Never-
theless, the double interaction might also reflect into the Declaration’s weakness, which is
mainly due to the vagueness, if not the ambiguity, of its principles. These two conflicting
interpretations (vital characteristic s weakness) can in any case be explained by the fact
that political logic does not always coincide with scientific rationality, as, from the opposite
perspective, the structure and argumentation provided by scientific experts are not always
completely implemented by political negotiations. After all, it is not an accident that these
two diverging interpretations are particularly evident in the light of the ‘aims’ of the Dec-
laration, especially when related to the ‘general aims’ of bioethics (Levitt and Zwart 2009:
367-377; Schuklenk 2010: 83-87).

The aforementioned interaction has in fact led UNESCO to the adoption of indetermi-
nate but, and at the same time, very powerful concepts, like those referring to human rights
and human dignity. Take, for example, Article 2(c), where it is stated that one of the most
important aims of the Declaration is “to promote respect for human dignity and protect
human rights, by ensuring respect for the life of human beings, and fundamental freedoms,
consistent with international human rights law”. So, in this sense, the 2005 document

16 Article 27.
17 Article 28.
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recognizes the importance of freedom of scientific research and the benefits derived from
technological developments. But it also stresses “the need for such research and develop-
ments to occur within the framework of ethical principles set out in this Declaration and to
respect human dignity, human rights and fundamental freedoms”.!® Even Article 3, specifi-
cally devoted to human dignity and human rights, simply affirms that they (human dignity
and human rights) “are to be fully respected”. And that is all. Not to mention Article 12
which, underling the “importance of cultural diversity and pluralism”, affirms that these
considerations are in any case “not to be invoked to infringe upon human dignity, human
rights and fundamental freedoms”.

In sum, the 2005 document puts human dignity and human rights at the centre of its
principles without, however, explicating their normative content and concrete impact. It
seems that we should accept them as fundamental axioms of the Declaration and its bio-
cthical system. One can always say that we might take human dignity and human rights as
universally used. This solution, though, is not without problems, notably when related to
the inter-supranational arena. In this context some policy makers use the rhetoric of human
dignity to argue, for instance, against gay rights, access to medically assisted procreation,
voluntary euthanasia, and a number of additional purposes. Conversely, others use the same
human dignity-related rhetoric, but they come to diametrically opposed conclusions.

To give a more specific example, in situations like abortion we should wonder whether
the life of the parent bears the same dignity as that of the newborn child. Based on the view-
point that all forms of life relating to human beings are sacred, in some legal traditions the
foetus must enjoys the same rights as the mother. And this explains why, from this ethical
perspective, abortion is forbidden: here the foetus is considered a human being from the
very beginning of the pregnancy or at least from an early stage of the pregnancy. Another
position, though, will say that parental dignity is not equivalent to that of the newborn.
And, having said that, it is easier to grant the mother the option of undergoing an abortion.
Now, on the basis of the 2005 Declaration, some States pass laws on this issue, sometimes
creating a balance between these different viewpoints. However, for others the 2005 docu-
ment argues that unborn infants have no right for dignity (Schmidt 2007: 578-584).

Article 6(1) of the Declaration gives us another important example. It states that part of
a patient’s dignity is expressed in the doctors’ obligation to obtain informed consent to the
proposed medical procedure, with the exception of life-threatening emergencies (where it
is impossible to obtain the patient’s informed consent):

[a]ny preventive, diagnostic and therapeutic medical intervention is only to be car-
ried out with the prior, free and informed consent of the person concerned, based on
adequate information. The consent should, where appropriate, be express and may be
withdrawn by the person concerned at any time and for any reason without disadvan-
tage or prejudice.

Because consent is considered an expression of human dignity, a broad-ranging informed
consent is not ethical. Nevertheless, there can be situations where obtaining consent can
harm the patient and detract from his or her dignity as well. Every situation and every patient
should therefore be regarded individually and according to the particular circumstances of
the case. It means that human dignity cannot be treated as a constant and immutable value.

18 Article 2(d).
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Which is also proved by the fact that there are societies where it is acceptable for close rela-
tives (parents, spouses) to take part in the decision-making process and where talking to
them about the patient is part of the culture (UNESCO 2011: 86).

This leads to another remark. Although human rights were conceived with the individual
in mind, there is a strong trend towards collective rights, such as the right to speak one’s
native language and educate children in that language, the right to cultural preservation, the
right to national self-determination, the right to peace, the right to a healthy environment,
and so on. Now, in this perspective UNESCO understands that, for example, individuals
have the right to refuse vaccinations. But it also affirms that society has the right to vaccinate
its citizens in order to promote health. On this point, Article 3(2) of the Declaration declares
that “[t]he interests and welfare of the individual should have priority over the sole interest
of science or society”.! At the same time, though, Article 14(1) states that “[t]he promotion
of health and social development for their people is a central purpose of governments that all
sectors of society share”. Vaccination of the population reduces rates of illness and therefore
it is expected that public interest dictate policies supporting vaccination. Considered the
most effective treatment for some diseases today, vaccination is in any case not an obliga-
tion: people who do not desire vaccination will usually not receive it; they must remember,
though, that there may be consequences to non-treatment. Yet there could be circumstances
in which individual interests do not take priority over public interests. So, preserving public
welfare and reducing diseases are important values, and when they conflict with the individ-
ual’s right to refuse treatment, a balance must be struck between these two needs. As a con-
sequence, each situation should be evaluated on its own merits and each society, State, and
government must define a balanced policy based on its values (UNESCO 2011: 114-115).

These examples make it evident that, when linked with bioethical issues, human dignity
and human rights are not perhaps so universal as they might seem. Moreover, from this
point of view the 2005 Declaration mirrors the phenomenon of agreeing on the lowest
common denominator, which implies principles that everybody agrees upon, ignoring items
about which there is no an ‘universal’ consensus.?’ The other way to reach an agreement in
matters like these is to choose formulations that are sufficiently vague and that each ethical
system can accept; what might include that each system can interpret them consistently with
its own cultural-religious vision. UNESCO surely is not arguing that everyone can use the
Declaration in random interpretation. Given the vague definition of its principles, this is
nevertheless a scenario that needs to be taken into serious consideration.

Additionally, UNESCO accepts that academic bioethicists are probably not too impressed
with the scientific substance of the Declaration, which is in fact addressed to Member States
and their policy makers. Yet this might precisely be another problem. We should not forget
that the 2005 document targets bioethical issues and that, as such, includes uninformed
statements on research ethics. Hence, harms would be caused if some Member States were
to make the Declaration’s principles the foundation of their own laws, but on the basis of
an ‘unscrupulous’ — that is to say ‘unscientific’ — interpretation. Perhaps, in cases like these it
is not certain that UNESCO may oppose it effectively.?! This is because of the vagueness of

19 On the problems about the interpretation of this Article see Schuklenk (2010: 84-85).

20 The Declaration was in effect adopted unanimously, without any contrary votes or recorded abstentions
(Kirby 2008-2009: 309-331).

21 Indeed, as an intergovernmental third party, UNESCO is in a unique position to ensure that while the
international progress of science and technology are not unduly impeded, research participants world-
wide are also properly protected.
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the Declaration’s principles and, consequently, the different interpretative possibilities that
can be extracted from them: selecting among these possibilities, one can always say that my
interpretation is as licit and appropriate as yours.

In brief, the Declaration was formulated with the aim of achieving consensus from all
UNESCO Member States. Although initially drafted by the bioethics experts in the IBC,
the contents were subject to substantial editing by governmental officials, whose negotia-
tion produced an instrument with principles framed at a very high level of abstraction. The
Declaration has thus been criticized for being “at best a toothless statement of vague prin-
ciples, and at worst a potential source of mischief that will harm research and public health
efforts” (Wolinsky 2006: 355).

The reasons for adopting human dignity and human rights

A this point we have to understand the reasons behind the striking insistence on human
rights and human dignity that can be found in the Declaration. Surprisingly, and despite
all the aforementioned problems, the answer is quite simple: biomedical effects are closely
related to basic prerogatives of human beings, individually or collectively. Hence, if human
dignity and human rights are generally recognized as the foundation of these prerogatives,
then it is normal that they are mentioned as the ultimate rationale of legal frameworks for
regulating practices in biomedical technology.

In this manner, the notions of dignity and human rights can at least be considered as
the last barrier against the alteration of some basic characteristics of the human beings,
which might result from some disgraceful practices; like those referring to the painful and
often deadly experiments on thousands prisoners conducted by a number of Nazi doctors
in the first half of the last century. It is not by chance that the 1997 Universal Declaration
on Human Genome and Human Rights directly appeals to the notion of human dignity in
order to reject such practices.?> Moreover, in the light of global perspective, human dignity
might be considered as one of the most important principles of bioethics.

While there is no clear definition for it, dignity reflects into the need to promote respect
for the intrinsic value of every human being. This is coherent with the role played by the
concept in both the 1948 Universal Declaration of Human Rights (UDHR) and the Char-
ter of Fundamental Rights of the European Union (the EU Charter) where, among other
things, it is stated that “[a]ll human beings are born free and equal in dignity and rights”?3
and that “[hJuman dignity is inviolable”: as such, “[i]t must be respected and protected”.?*
Thus, human dignity is here considered an overarching principle, which is normally accom-
panied by other effective and practical human rights (Kirby 2008-2009: 309-331).

The dignity of the human person is not only a fundamental right in itself. It is also a
foundation for subsequent freedoms and rights. Take for example the right to privacy, as

22 See Articles 11 (“practices which are contrary to human dignity, such as reproductive cloning of human
beings, shall not be permitted. States and competent international organizations are invited to co-operate
in identifying such practices and in taking, at national or international level, the measures necessary to
ensure that the principles set out in this Declaration are respected”) and 24 (“the International Bioeth-
ics Committee of UNESCO should make recommendations, in accordance with UNESCO’s statutory
procedures, addressed to the General Conference and give advice concerning the follow-up of this Dec-
laration, in particular regarding the identification of practices that could be contrary to human dignity,
such as germ-line interventions”) of the Universal Declaration on Human Genome and Human Rights.

23 Article 1 of UDHR.

24 Article 1 The EU Charter.
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stated in Article 88.2 of the General Data Protection Regulation, approved by the Euro-
pean Parliament on 14 April 2016.

Member States may, by law or by collective agreements, provide for more specific
rules to ensure the protection of the rights and freedoms in respect of the processing
of employees’ personal data in the employment context. . . . Those rules shall include
suitable and specific measures to safeguard the data subject’s human dignity, legitimate
interests and fundamental rights, with particular regard to the transparency of process-
ing, the transfer of personal data within a group of undertakings, or a group of enter-
prises engaged in a joint economic activity and monitoring systems at the work place.
(Council of the European Union 2016; my italics)

This implies that right to privacy actually enables individuals to maintain their autonomy
and live as they want. More specifically, as stated in Article 9 of the 2005 Declaration,

[t]he privacy of the persons concerned and the confidentiality of their personal informa-
tion should be respected. To the greatest extent possible, such information should not
be used or disclosed for purposes other than those for which it was collected or con-
sented to, consistent with international law, in particular international human rights law.

In this sense, the right to privacy is an integral part of human dignity (European Data
Protection Supervisor 2015), which means that the protection of that right “should be
based directly on the protection of human dignity” (Floridi 2016: 2). The right to privacy,
though, sometime conflicts with other rights, such as the right of other persons to know
the truth about their health. In such situations, we must then find a reasonable balance
between different prerogatives. And we should do this on the basis of the protection of
human dignity.

Although UNESCO?’s rules concerning bioethics recognize a central role to human dig-
nity, they also underscore the fact that this principle alone cannot solve most bioethical
dilemmas. Human dignity is not a magic formula that can be invoked to find a precise
solution to the complex challenges posed by current bioethical issues. In order to become
functional, it needs other — and perhaps more — concrete concepts, like those referring to
privacy, informed consent, physical integrity, equality, solidarity, non-discrimination. Not
for nothing, these concepts are normally formulated by using the terminology of human
rights. Here the example is given by Article 3.1 of the 2005 Declaration, which adds
“human rights and fundamental liberties” when referring to human dignity. This indicates
that one of the most important achievements of the Declaration consists precisely in hav-
ing “integrated the bioethical analysis into a human rights framework” (Kirby 2005: 126).

Certainly, it is not easy to define human dignity in clear and unambiguous terms. But
the same happens with other basic conceptions, such as justice and freedom. However, it
would seem unreasonable to argue that we should abandon these important notions. It is
true that the bioethical debates show often an inflationary use of the expression ‘human
dignity’. And this would invite us to avoid it, especially when no additional explanation is
given to make it clear why a particular practice is regarded as being in conformity — or not —
with dignity (Schuklenk 2010: 83-87). Nonetheless, the abusive rhetoric surrounding this
principle also reflects concerns about the need to ensure respect for the “human exception-
alism” (Floridi 2016: 5). And this remains a solid argument in favour of the protection of
human rights via the principle of human dignity that, on the other hand, is by far broader
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than simply ensuring respect for ‘autonomy’. Indeed, the human dignity—related principle
also includes the protection of those who are not yet or no longer autonomous, such as
newborn babies and persons suffering from serious mental disorders.

Besides, the connection between human rights, human dignity, and bioethical issues lets
us go beyond individual concerns and focus the attention on some practices that risk harm-
ing humankind as a whole, including future generations. This is the reason why the 2005
Declaration appeals to the notions of human rights and human dignity to identify “emerging
challenges in science and technology taking into account the responsibility of the present
generations towards future generations”.?® But this is also the reason why the Declaration
has broadened the scope of bioethics to include considerations about the environment, bio-
sphere, and biodiversity: it is no longer possible to advance science and technology with-
out reflecting on the impact of our actions on the environment and other living beings.?®
Hence, unlike traditional bioethics discourse, which tends to place the emphasis mainly on
individual persons, the reference to human dignity and human rights leads the Declaration
to underline the new context of the global bioethics, where all sectors of society can play an
important part in ensuring the ethical conduct of biomedical research and clinical practice.
This explains the principles of solidarity and internal cooperation,?” which are further sup-
ported by other principles, like those related to social responsibility and sharing of benefits.?®

For these reasons, and despite the difficulties offered by its notion, the use of a human
dignity framework might facilitate the formulation of supranational (and it is hoped uni-
versal) standards in the field of bioethics. In such a sensitive field, where socio-cultural and
religious-legal traditions come into play, the feature of human dignity should in any case
not be underestimated.

A step into the process of global bioethics

After all, the reference to human dignity and human rights is not an entirely new approach
in bioethics (Andorno 2009: 223). For example, the 2003 /69 Human Rights and Bioeth-
ics Resolution of the UN Commission on Human Rights repeatedly mentions the “dignity
of the human being”, also recalling that,

according to the Universal Declaration of Human Rights, the International Covenants
on Human Rights and other human rights instruments, recognition of the inherent
dignity and of the equal and inalienable rights of all members of the human family is
the foundation of freedom, justice and peace in the world.

(Office of the High Commissioner for Human Rights 2003)

25 Preamble of the 2005 Declaration. See also Articles 2 (“[t]he aims of this Declaration are: . . . (g) to
safeguard and promote the interests of the present and future generations”) and 16 (“[t]he impact of life
sciences on future generations, including on their genetic constitution, should be given due regard”) of
the Declaration.

26 See Article 17 of the 2005 Declaration: “[d]ue regard is to be given to the interconnection between
human beings and other forms of life, to the importance of appropriate access and utilization of biologi-
cal and genetic resources, to respect for traditional knowledge and to the role of human beings in the
protection of the environment, the biosphere and biodiversity”.

27 Sece Articles 13 and 24 of the 2005 Declaration.

28 See Articles 14 and 15 of the 2005 Declaration.
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Likewise, the Declaration of Helsinki on Research Involving Human Subjects® states that
“the duty of physicians who are involved in medical research [is] to protect the life, health,
dignity, integrity, right to self-determination, privacy, and confidentiality of personal infor-
mation of research subjects” (World Medical Association 1964). Moreover, the 1996 State-
ment on the Principled Conduct of Genetics Research — adopted by the Human Genome
Organisation; Ethical, Legal, and Social Issues Committee — adheres to international norms
of human rights, accepting and upholding “human dignity and freedom” (HUGO 1996).
Even Article 1 of the Convention on Human Rights and Biomedicine — approved by the
Council of Europe on 14 April 1997 — atfirms that

Parties to this Convention shall protect the dignity and identity of all human beings and

guarantee everyone, without discrimination, respect for their integrity and other rights

and fundamental freedoms with regard to the application of biology and medicine.
(Council of Europe 1997)

In this sense, the 2005 Declaration can be seen as a fundamental step into a wider pro-
cess of internationalization of the bioethical rules, which puts at the centre of its actions
the protection of human dignity that, in turn, is at the core of human rights. For a more
accurate application of the espoused principles, the Declaration should be then read in the
light of this process and together with supplementary advices; such as reports elaborated by
the IBC, including those on Consent (IBC 2008), Social Responsibility and Health (IBC
2010), Respect for Human Vulnerability and Personal Integrity (IBC 2013) as well as the
2014 report concerning non-discrimination and non-stigmatization. By expounding on
the principles, these documents offer a more comprehensive understanding of the 2005
Declaration.®

It should be also noted that Article 19 of the Declaration calls for the establishment of
ethics committees at various levels. In particular, it affirms that independent, multidisci-
plinary and pluralist ethics committees should be established, promoted, and supported in
order to:

(a) assess the relevant ethical, legal, scientific and social issues related to research proj-
ects involving human beings; (b) provide advice on ethical problems in clinical settings;
(c) assess scientific and technological developments, formulate recommendations and
contribute to the preparation of guidelines on issues within the scope of this Declara-
tion; (d) foster debate, education and public awareness of, and engagement in, bioethics.

As matter of fact, the need for such bodies flows from increasingly rapid scientific progress
and the new possibilities that, on the other hand, create tensions between what can and

29 This Declaration was adopted by the 18th World Medical Association (WMA) General Assembly on June
1964. It has been amended many times. The last amendment was approved by the 64th WMA General
Assembly, Fortaleza, Brazil, October 2013.

30 In 2009 UNESCO also published a book entitled The UNESCO Universal Declaration on Bioethics
and Human Rights: Background, Principles and Applications (UNESCO 2009). This book provides a
thorough examination article-by-article of the Declaration, explaining how it could be used as a tool to
address ethical issues. As almost all of the authors were involved in the elaboration of the Declaration,
their contributions reveal its historical background and the potential interpretation and application of its
principles, including those referring to human dignity and human rights.



96 Carmela Decaro Bonelln et al.

what may be done in regard to the protection of human dignity and human rights. The
traditional principles of medical ethics are not providing the necessary answers. Thus, the
core mission of the national bioethics committees (NBCs) is to examine these issues, in an
interdisciplinary effort, ascertaining what constitutes responsible action at the interface of
the biological sciences, medicine, and health care. NBCs endeavour to clarify issues and
produce ethical judgements that are conducive to discussion. Their opinions are meant to
foster debate and ultimately contribute to the well-being of the people concerned. They do
not provide ready-made answers: NBCs’ goal is not to lay down the supposedly only politi-
cally or morally correct positions for Member States. They must instead make a substantial
contribution to the discussion among the public and the authorities (UNESCO 2010). In
this manner, NBCs play an important role in establishing global bioethics norms and rules,
by stimulating awareness for all stakeholders (IBC 2013b).

Hence, from bottom to top and from top to bottom, the aforementioned process of
internationalization of the bioethical rules can contribute to a greater respect for human
dignity and human rights, by facilitating the participation of citizens in decisions that
directly or indirectly affect them. For these reasons, since the adoption of the Declaration,
assistance to some Member States in establishing NBCs and training their components has
been a major part of the work of UNESCO in this very sensitive and strategic field.

Conclusion

Born in the 1970s, bioethics was traditionally conceived as a response to the power of
medical science and technology. It expanded as a public discourse empowering individual
citizens and encouraging States’ law in some areas as research, transplantation, reproduc-
tion, and end-of-life care. Since then, and under the pressing processes of globalization,
bioethics has rapidly evolved into a strong discipline with a wider conceptual and method-
ological framework.

This type of bioethics remains in any case subject to the needs of more developed coun-
tries, which are confronted with scientific advances and technological innovations. From
here stem a bioethical framework that is often irrelevant for the majority of the world popu-
lation living in less developed regions, with limited or no access to health care and benefits
from the progress in science and technology.

Supranational bioethics has therefore emerged as a new type of discourse, specifi-
cally devoted to the impact of globalization on citizens across the world. The traditional
approaches on advanced technologies, scientific researches, and sophisticated health care
are no longer sufficient. Bioethics needs to be extended, taking into account the practical
effects of globalization and focusing on the forgotten, invisible, ignored billions of people,
who are powerless and voiceless Gostin and Dhai 2012: 33-37.

Together with the human dignity and human rights discourse, supranational forum have
in particular been trying to offer an innovative platform for redefining crucial notions of
bioethics and, in this perspective, stimulating national legislators to harmonize their laws
with those of the others States. This also implies the need to find a balance between “unity
and ‘diversity’, that is the peaceful coexistence between several socio-cultural and legal tra-
ditions in an increasingly globalized viewpoint. The major contribution of UNESCO over
the two past decades is that it has contributed to this change, promoting a broader view of
bioethics, which is more and more involved in human dignity and human rights concerns.
The 2005 Declaration could be considered as a result of this effort. The challenge is now
to put its principles into practice.
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We should in fact be aware that, while it is of crucial importance, until now the 2005
document is only the first stage towards a common and better understanding of current
bioethical issues. We clearly need to make a step forward.
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VIII The role of soft law
in bioethics

1lja Richard Pavone

Introduction

UNESCO is the only UN Specialized Agency with a specific mandate on bioethics and
life sciences, and it has accordingly established international standards on the protection
of human rights in the domain of science and medicine (Koch and Fischer 1997: 455).
Mention should be made of the three universal declarations adopted by the General Con-
terence of UNESCO, which constitute the pillar of ‘international biolaw’: the Universal
Declaration on the Human Genome and Human Rights (UDHGHR, 1997), the Interna-
tional Declaration on Human Genetic Data (IDHGD, 2003), the Universal Declaration on
Bioethics and Human Rights (UDBHR, 2005). The UDBHR was the culmination of an
original design aimed at including bioethics within international human rights law and to
give rise to the ‘universal law of bioethics’ (Kirby 2009: 326). It had the goal of promoting
common and shared principles and shaping, using the words of Baker, a “negotiated moral
order”, which represents a compromise between moral areas open to a negotiation and
areas closed to any negotiation (Baker 1998: 233).

In its standard-setting activity in this field, UNESCO opted in favour of soft law instru-
ments, or non-binding agreements rather than hard law instruments. The question arises
as to why UNESCO opted for this choice. The answer isn’t quite as easy, since the achieve-
ment of a consensus on a binding treaty on these so divisive matters would have been a ‘mis-
sion impossible’ (Anglois 2013: 65). Just consider the difficulties met at the regional level
to approve the text of the Council of European Convention on Human Rights and Bio-
medicine (Biomedicine Convention or Oviedo Convention), which was eventually adopted
without the participation of important European States, like Germany and United King-
dom, that (for opposite reasons) did not sign the treaty (Birnbacher 2001; Pavone 2009:
44).! Therefore, representative of governments realized during the negotiation process of
the UDBHR that too rigidly defined duties would have only led to inefficiency, by deterring
States from signing or ratifying a potential convention or treaty, or approving a declaration.

The goal of this chapter is to argue that non-binding instruments, far from being purely
rhetorical as some may believe, are — under a realist view of international law (Kranser
2002) — the most suitable legal tool in order to come to terms with the concepts and

1 Germany criticized the possibility envisaged by the Convention to carry out non-therapeutic research on
incapable persons (considering therefore the Convention as “too indulgent” towards scientific research).
United Kingdom, instead, blamed the prohibition to create embryos in vitro for research purposes estab-
lished pursuant to Article 18, Para. 2, of the Convention (considering therefore the Convention as “too
restrictive” towards scientific research) (Birnbacher 2001: 461).
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categories related to global bioethics and to fill the legal vacuum on this subject. In addi-
tion, I will sustain that those instruments are the first step in the pursuit of a global com-
mon framework on bioethics, through the passage from a liberal view to a communitarian
ideology, promoting a more salient role for concepts of solidarity, community and public
interest. Any attempt to negotiate a universal treaty on these matters, on the model of the
core human rights treaties would be, therefore, doomed to failure.

Soft law in the sources of international law

As affirmed by Raustiala, international agreements can be negotiated as binding as well as
non-binding agreements (the author differentiates between contracts and pledges, whereas
the first create legal obligations and the latter only moral or political commitments) (Raus-
tiala 2005: 581).

The term ‘soft law” — coined by the Anglo-American doctrine — is generally used to indi-
cate a series of acts, located in a ‘grey area’ of international law, in contrast with the ‘white
area’ of hard law, not homogenous as to their origin and nature that, although void of bind-
ing legal effects, can however have a legal relevance in the long term (the only immediate
effect is in the field of good faith). The authors of the “classical school’ of international law,
however, deny any legal effect to soft law instruments (Gross 1965: 48).

Indeed, soft law is deemed to establish and delineate objectives to be achieved in the long
term rather than in the present, programs rather than prescriptions, guidelines rather than
strict obligations.

Soft law rules are characterized by elasticity, flexibility and vagueness of the contents and
of the scopes: in fact, the UDBHR aims to “provide a universal framework of principles and
procedures to guide States in the formulation of their legislation, policies or other instru-
ments in the field of bioethics” (Article 2 Paragraph 1).

This terminology is meant to indicate that the instrument or provision in question is
not in itself ‘law’, but its importance within the general framework of international legal
development is such that particular attention requires to be paid to it (Shaw 2014: 83-84).

Although a univocal definition does not exist, soft law can however be described as “nor-
mative provisions contained in non-binding texts” (Shelton 2003: 292). This phenomenon
has been so qualified by scholars, because of the easy and flexible method of law creation;?
in fact soft law offers a simpler package to accept by States than hard law (for a critical over-
view, see Klabbers 1995: 167).

Soft law is not included within the ‘traditional’ sources of international law listed in
Article 38 of the Statute of the International Court of Justice (ICJ) that are treaties and
customary law.? According to the Vienna Convention on the Law of the Treaties (1969),
“treaty means an international agreement concluded between States in written form and
governed by international law, whether embodied in a single instrument or in two or more
related instruments and whatever its particular designation” (Article 2.1, a). Customary
international law “results from a general and consistent practice of states followed by them

2 Report of the Secretary General on international legal instruments and mechanism, UN Doc.
E/CN.17/1996/17 /add 1, page 12.

3 Other sources listed in Article 38 of the ICJ Statute are ‘General Principles of Law’, ‘Judicial Decisions’
and ‘Writings’.
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from a sense of legal obligation”.* In fact, according to a ‘classical view’, sources are “the
sum of the substantive rules, principles or other materials from which a particular legal
norms is nourished” (Friedmann 1963: 279).

Soft law encompasses a broad range of acts, inter alia, resolutions of intergovernmental
organizations — IGOs (in particular resolutions of the UN General Assembly), such as the
Universal Declaration of Human Rights (1948) and the Declaration on the Principles of
Friendly Relations Among Nations (1970),° declarations adopted as the outcome of inter-
national conferences convened by the United Nations, such as the Stockholm Declaration
on Human Environment (1972), the Rio Declaration on Environment and Development
(1992), the Agenda 21 (1992), the Millennium Development Goals (2000), the Johan-
nesburg Declaration on Sustainable Development (2002) and the Sustainable Development
Goals (2015); declarations adopted as the outcome of high-level political meetings, such as
the Conference on Security and Cooperation in Europe (CSCE) Helsinki Final Act, that
led to the development of the human rights doctrine in Eastern Europe; resolutions dealing
with topics that traditionally fall outside States” domestic jurisdiction, such as disarmament,
outer space, the deep seabed, marine protection. In the field of fisheries management one
can register, for instance, several codes of conduct, guidelines and plans of actions of IGOs
and UN Specialized Agencies. Examples of important acts on this topic are the UN General
Assembly Fisheries Resolutions, the FAO Code of Conduct for Responsible Fisheries, the
FAO International Code of Conduct on Pesticide Management, the FAO International Plan
of Action for Conservation and Management of Sharks (Ipsoa-Sharks) and the Memoran-
dum of Understanding on the Conservation of Migratory Sharks adopted in 2010 under the
auspices of the Convention on Conservation of Migratory Species of Wild Animals (CMS).

Environmental law is an example of a branch of international law where, as observed
by Heriksen, soft law instruments are “prevalent” (Heriksen 2017: 37), starting with the
Stockholm Conference, whose core principles have been then ‘codified’” by domestic leg-
islations and conventions, treaties and protocols. Some of them, through the spontaneous
observance by States, have over time acquired the status of customary rules (i.e. the precau-
tionary principle, the no-harm principle, the polluter-pays principle, the duty of coopera-
tion, notification and consultation) (Birnie, Boyle and Redgwell, 2009: 12).

Another domain characterized by a proliferation of soft law instruments is that of emerg-
ing technologies, which comprehends nanotechnology and cyber security (Marchant and
Allenby 2017: 108). In this area, for instance, the International Organization for Stan-
dardization (ISO) set international standards for nanotechnology risk management (2009),
and the Organization of American States (OSA) adopted the Declaration Strengthening
Cybersecurity in the Americas (2012).

In this context, mention should also be made of standards developed by the World Orga-
nization for Animal Health (former Office International des Epizooties— OIE) in the emerg-
ing field of animal welfare law, such as the Terrestrial Animal Health Code and the Aquatic
Animal Health Code.

4 American Law Institute, Restatement of the Law, Third, the Foreign Relations Law of the United States,
American Law Institute Publishers, St. Paul, MN 1987. §102(2).

5 GA Declarations, in particular, can be defined, according to the UN practice, as a solemn instrument
resorted to only in very rare cases relating to matters of major and lasting importance where maxi-
mum compliance is expected (Report of the Commission on Human Rights, United Nations document
E/3616/Rev. |, paragraph 105, eighteenth session, Economic and Social Council, 19 March-14 April
1962, United Nations, New York).
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When trying to establish the specific legal relevance of soft law and the distinction
between mere social rules and law, one aspect emerges. Soft law is supposed to have legal
effects in the long term only if and when States comply with a determined set of rules
enshrined in a declaration: while treaties pose immediately duties of implementation upon
States Parties after their entry into force, soft law norms are only “potentinlly binding”
(Andorno 2013b: 69). Soft law is indeed conceived “as the beginning of a gradual process”
which requires further steps to make such acts compulsory for States; otherwise, it would
not be labeled as ‘law’ but merely as ethics or moral principles (or at least, I would add as a
social norm) (Andorno 2007).6

In the process of ‘hardening’, soft law firstly permits and facilitates the assessment of cus-
tomary rules or general principles of international law, performing a function of interpreta-
tion of international law. Second, it can be a first step in the creation of non-written rules,
since it permits and facilitates the appraisal of customary norm. Third, it is sometimes the
beginning of a treaty-making process, paving the way to the adoption of a binding treaty,
as in the case of the Universal Declaration on Human Rights, whose content had been then
translated in the Covenant on Civil and Political Rights (1966) and in the Covenant on
Economic, Social and Cultural Rights (1966).

In the long term, the principles enshrined in the UDBHR did not however create
hard law by leading to the adoption of a convention. However, scholars assumed that for
instance the Nuremberg Code, a soft law instrument, gained the status of “international
legal document” (Annas 1992: 121). Other scholars argue that the principles enshrined in
the Nuremberg Code, the Declaration of Helsinki and CIOMS Guidelines have become
customary international law binding on all States except persistent objectors (Fidler 2001:
326). The same happened with the Declaration; it did not create new norms, but rather
codified and reiterated existing principles in the domain of bioethics.

The role of declarations in UNESCO standard-setting activity

A declaration is defined as “a solemn instrument resorted to only in very rare cases relating to
matters of major and lasting importance where maximum compliance is expected”.” As pre-
viously examined, declarations do not have any binding legal effect, although, in the IGOs’
practice, some of them can constitute the material source of legal rights and duties. This is
the case, for instance, of an interpretative declaration, an instrument annexed to a conven-
tion, with the aim of providing an interpretation to its terms (Asamoah 1966).8 Another
case is provided by the principles contained in resolutions of international conferences that

6 The questions on the value of soft law had been raised when the UDHR was adopted in 1948. In this
regard, the International Court of Justice (ICJ), in its advisory opinion on the Legality of the Threat
or Use of Nuclear Weapons, notes that General Assembly resolutions, even if they are not binding, may
sometimes have normative value.

7 Report of the Commission on Human Rights, United Nations document E/3616/Rev. |, paragraph
105, cighteenth session, Economic and Social Council, 19 March-14 April 1962, United Nations,
New York.

8 A similar process has been endorsed at the regional level by the Council of Europe, which sustains
its treaties with explanatory reports that provide information to clarify the object and purpose of a
convention and to better understand the scope of its provisions. See, for instance, the Explanatory
Report to the Convention for the Protection of Human Rights and Dignity of the Human Being with
Regard to the Application of Biology and Medicine, ETS No. 164, available at https://rm.coe.int/
CoERMPublicCommonSearchServices/DisplayDCTMContent?documentIld=09000016800ccde5.
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can be ‘translated’ in an international treaty, as it happened and still happens in the sector
of international environmental law; or they can be recalled in a treaty, whereas it explicitly
establishes that States Parties oblige themselves to respect the provisions of the soft law act
recalled. For instance, the Polish—-German Treaty of Good Neighbourship and Friendly
Cooperation (1991) establishes that the Parties commit themselves to respect the principles
established by CSCE on minorities.

As stated by Sloan, declarations adopted by the General Assembly are binding as they ema-
nate from a body that operates as an “agent of the international community” (Sloan 1948: 19).

It is worth underlying, in this regard, that under a legal point of view, there is not a
real difference between a recommendation and a declaration in the practice of the United
Nations and its Specialized Agencies; on the contrary, the UN General Assembly often
adopts recommendations that do contain declarations (Marchisio 2012: 163).

The same discourse can be translated to UNESCO practice; although there is not an
explicit provision in the UNESCO Constitution mentioning declarations,’ this has not,
however, diminished their role in the standard-setting activity of the Organization (Yusuf
2006: 130). In fact, in its practice, the UNESCO General Conference adopted several
declarations; this kind of legal instrument became, in fact, quite common in the General
Conference activity since 1966, as the first UNESCO declaration was adopted (Declara-
tion on Principles of International Cultural Cooperation). In order to ‘codify’ its standard-
setting activity through declarations, the General Conference enacted a legal framework
for the elaboration, examination, adoption and follow-up of declarations, charters and
similar standard-setting instruments (Resolution 33 C).!° According to the procedural
rules, the adoption of declarations “do not rest on any specific constitutional or regula-
tory basis but draw on practice within the Organization, in contrast to conventions and
recommendations”. Declarations are generally adopted by consensus, while conventions
and recommendations require respectively a two-thirds majority and a simple majority
within the General Conference. We can affirm that the UNESCO General Conference
expresses its legislative powers (de lege lata) through the adoption of conventions as well
as of declarations.

The difficult struggle for consensus in the field of bioethics

The UDBHR was the peak of the standard-setting activity of UNESCO in the field of
bioethics, determining the establishment of a corpus of international rules, labeled as

9 UNESCO, since its establishment in 1946, adopted several legal instruments in the field of education,
science, culture, according to Article IV.B.4 of the its Statute (‘standard-setting instruments’), which attri-
butes a normative function to the General Conference. Two categories of legal instruments — conventions
and recommendation, unlike declarations — are specifically mentioned in Article IV.B.4, and can be con-
sidered as the main standard-setting instruments in the promotion of the goals of the Organization. The
first convention was the Agreement for Facilitating the International Circulation of Visual and Auditory
Materials of an Education, Scientific and Cultural Character (1948); the first reccommendation was the
Recommendation on International Principles Applicable to Archeological Excavations (1956).

10 The procedural rules for the adoption of a declaration have been established during the 33rd session of the
General Conference. (Multi-stage procedure for the elaboration, examination, adoption and follow-up of
declarations, charters and similar standard-setting instruments adopted by the General Conference). See
Legal framework for the elaboration, examination, adoption and follow-up of declarations, charters and
other similar standard-setting instruments (33 C/20), Paragraph 3, available online at http://portal.
unesco.org/en/ev.php-URL_ID=28555&URL_DO=DO_TOPIC&URL_SECTION=201.html.


http://portal.unesco.org/en/ev.php-URL_ID=28555&URL_DO=DO_TOPIC&URL_SECTION=201.html
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“international biolaw” (Andorno 2013Db). It is a branch of international human rights law
of recent evolution, which had its normative peak between 1997 and 2005, as part of the
“expansive phase of bioethics” (Caporale 2015: 219), and now is facing a ‘crisis’ in the
crafting of new norms, at least at the global level.!! The same discourse can be translated
to the sector of environment, whereas after a period of intense standard-setting through
the adoption of binding treaties in the phase of ‘environmental globalism’, such as the
Framework Convention on Climate Change (1992), the Biological Diversity Convention
(1992), the Convention on Desertification (1994), the law-making process registered few
legal developments the last decade.

The most relevant novelty in this field is represented by the Paris Agreement on climate
change of 2015 (into force since 4 November 2016). This Agreement however does not
contemplate any concrete commitment upon States, limiting its scope to general obliga-
tions, and it is based upon “mandatory and non-mandatory provisions relating to parties’
mitigation contributions” (Bodansky 2016: 142).12

The new branch of international law named as biolaw is characterized by a relative exi-
guity of binding international agreements and at the same time by a proliferation of soft
law rules, in what can be considered as an excessive fragmented and pluralistic regulation.
On the international stage, the three ‘core bioethical texts’ (the Declaration of Geneva,
the Nuremberg Code, the International Code of Medical Ethics), whose principles are
nowadays widely accepted and followed by the scientific community, are soft law agree-
ments. To these acts one may add the WMA (World Medical Association) Declaration of
Helsinki (DOH [and its revised versions]), the CIOMS (Council for International Orga-
nizations of Medical Sciences) Ethical Guidelines on Biomedical Research, the two WHO
resolutions on human cloning,'® the WHO World Health Regulations, the UN Declaration
on Human Cloning, the ECOSOC Resolution 2004 /22 on Preventing, Combating and
Punishing Traffic in Organs, the above-mentioned UNESCO declarations. At the regional
level, the Council of Europe since 1976 adopted several recommendations and resolutions
on bioethical matters, ranging from xenotransplantations to biobanks.!* In the American
continent, the Pan American Health Organization enacted in 2012 a Resolution on bioeth-
ics and the integration of health in bioethics, in which the Organization quoted, inter alin,
the UDBHR.'®

11 At the regional level, one can mention, as a legal development, the EU Regulation No. 536,/2014 on
Clinical Trials on Medicinal Products for Human Use, or the CoE Convention on Action against Traf-
ficking in Human Beings (2015).

12 Inthe United States, the former president Barack Obama could directly ratify the Agreement (later challenged
by Donald J. Trump), bypassing the Senate, since the climate deal was considered not as a “Treaty’, but as a
mere ‘Executive Agreement’. ‘President Obama: The United States Formally Enters the Paris Agreement’,
<https://obamawhitehouse.archives.gov/blog,/2016,/09 /03 /president-obama-united-states-
formally-enters-paris-agreement> last accessed 02-08-2017.

13 Resolution WHA 50.37 on Human Cloning for Reproductive Purposes and Resolution WHA 51.10 on
Ethical, Scientific and Social Implications of Cloning in Human Health.

14 See, for instance, Recommendation Rec(2003)10 of the Committee of Ministers to Member States on
xenotransplantation Recommendation Rec(2006)4 of the Committee of Ministers to Member States
on research on biological materials of human origin.

15 28.a Conferencia Sanitaria Panamericana, 17-21 September 2012, Resolucién CSP28.R18, Bioética:
Hacia la integracion de la ética en el dmbito de la salud.
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Also at the domestic level, the regulation of some branches of science and medicine is
still carried out through soft law instruments, such as ministerial guidelines,'® codes of
conduct,!” recommendations, deontological codes, without resorting to laws, decrees or
other ‘hard’ legal instruments.!®

The adoption of treaties relies entirely, in fact, on the political will of States, and their
implementation is determined by their suitability to the domestic social and political set-
ting. The case of the United States and climate change is emblematic in this regard. The
Obama administration pushed for the adoption of a new climate change deal in substitu-
tion of the Kyoto Protocol and was at the forefront in climate change negotiations; instead,
President Obama’s successor Donald Trump, due to a different view on global warming
and his wish to protect first US domestic interests, decided to withdraw the United States
from the Agreement.'?

In the light of the above-mentioned central role of national interests in making com-
mitments at the international level, it is not surprising therefore, that the only treaties on
such a sensitive issue as bioethics have been enacted at the regional level by the Council of
Europe, with the adoption of the Biomedicine Convention and its four additional proto-
cols.?® In that case, the CoE’s Council of Ministers decided to adopt a framework conven-
tion with the aim of ‘codifying’ the consistent amount of recommendations on bioethical
matters adopted since 1976. In this regard, it is worth recalling also the activity of the
European Union (EU) in the field of bioethics, through the inclusion of core principles in
Article 3 of the Charter on Fundamental Rights (Right to Integrity of the Person), such
as the respect for informed consent and the prohibition of practices that imply a financial
gain of the human body (surrogate motherhood or organ trafficking), and the banning
of human cloning. The Charter was initially void of any legal effect, before being incor-
porated into the Treaty on the European Union (TEU, Lisbon version, into force since
2009).

More in general terms, the choice to enact just soft law rules in the field of global bioeth-
ics is in line with the stagnation in terms of quantitative and qualitative production of “for-
mal international law” in favour of “informal international lawmaking” (Pauwelyn, Wessel
and Wouters 2014: 734).

Several scholars criticized the fact that the existing international rules on bioethics
lack legal enforceability and are often vaguely worded (Macpherson 2007: 588). In the

16 In Italy, many controversial aspects of Law No. 40,2004 (Rules on medically assisted procreation) have
been at a later time clarified or modified not by a new law, but by ministerial decrees and guidelines
adopted by the Health Ministry (often following judicial judgements).

17 One can quote as example in Italy, the Code of Ethics of the Italian National Institute of Health.

18 Municipal law today operates in the context of international law. Principles expressed even in a decla-
ration of principles can have an impact at the domestic level (i.e. judicial decisions). For instance, the
European Court of Human Rights, in the case Evans v. the United Kingdom (Application No. 6339 /05,
Judgement of 10 April 2007) quoted Article 6 of the UDBHR (Para. 52) — amongst the relevant inter-
national texts —in support of'its thesis. It does not mean that, as such, the principles of the UDBHR bind
ajudge or a State to their implementation; it simply means that they provide an interpretative tool to the
judge that must apply international shared standards.

19 Statement by President Trump on the Paris Climate Accord, 1 June 2017, https://www.whitehouse.
gov/the-press-office /2017 /06,/01 /statement-president-trump-paris-climate-accord.

20 Additional Protocol on the Prohibition of Cloning Human Beings (CETS No. 168); Additional Proto-
col Concerning Transplantation of Organs and Tissues of Human Origin (CETS No. 186); Additional
Protocol Concerning Biomedical Research (CETS No. 195); Additional Protocol Concerning Genetic
Testing for Health Purposes (CETS No. 203).
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particular case of the UDBHR, it was not an easy task to enucleate bioethics within the
human rights discourse; indeed, from a European perspective, the link between interna-
tional human rights law, human rights and bioethics seems obvious, but not everybody
fully agrees to this stance in other countries (Ashcroft 2010: 639). For instance, the concept
of ‘human dignity’ is not the same throughout the world and differs according to factors
such as culture, nation and religion. In fact, some non-European delegates were concerned
about the European footprint of the basic values and principles that have been established
in the Declaration. In this regard, Western Europe and North American States on one side,
and Asian States on the other side, were at odds over whether the Declaration should be
based on a human rights framework. The Declaration eventually reconciled these different
views, enucleating “basic” of “fundamental” principles universally accepted, and shaping a
negotiated moral order (Baker 1998: 233) on some topics which formed the negotiation
platform amongst the different stakeholders involved in the drafting process.

The price to be paid for the global endorsement of the few principles enshrined in the
UDBHR consisted in the impossibility to craft more detailed provisions in a binding treaty.
However, the UNESCO Declaration on Bioethics must not be confused with other guide-
lines and declarations devised by non-governmental professional organizations, such as
WMA or CIOMS, that can be defined as purely political arrangements or codes of profes-
sional ethics. In fact, these set of codes of conduct and guidelines adopted by NGOs, like
the Declaration of Helsinki (DOH), cannot be classified as soft law. The legal value of the
DOH - for instance — lays primarily in the influence it had over decades on the medical class
in the development of international and national codes of conduct and domestic rules that
incorporated its principles (Plomer 2005: 5). The DOH is not however a legal rule stricto
sensu, despite its strong impact at the domestic level and its influence on the shaping of
municipal law on biomedical research. Indeed, as argued by Thiirer, only subjects of inter-
national law (states and IGOs) can adopt legal instruments classified as soft law (Thirer
2012: 271). UNESCO declarations have been, in fact, devised by an intergovernmental
organization, which represent the will of the governments and have therefore a higher hier-
archical value than NGOs’ codes of conduct and guidelines. In this regard, it is important
to underline that the same term ‘law’” encompasses legal effects; otherwise, one would use
another term instead of ‘soft law’, i.e. code of ethics, moral code, code of conduct, guide-
line. Andorno clearly points out that UNESCO declarations, given their intergovernmental
nature, cannot be classified as “purely ethical or rhetorical recommendations deprived of
any legal effect” (Andorno 2009: 225).

The choice of soft law in negotiating global
bioethics as the only option

As previously observed, the standard-setting activity of UNESCO in the field of bioethics
relied upon the legal instrument of the ‘declaration’ of an international organization.

The UDBHR represents a global consensus on some bioethical topics, such as the rec-
ognition of the moral supremacy of human beings over the advancements of science on the
basis of the concept of human dignity and of the principles of informed consent, individual
autonomy and self-determination as human rights, the reaffirmation of the protection of
future generations, as well as of the environment, the biosphere and biodiversity (Magnus
2016: 29).

The adoption of the UDBHR posed and still poses two main problems strictly inter-
related, concerning respectively its content and its legal value. As to the first point, many
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important bioethical issues have not been included in the Declaration, because they are
too divisive and the moral values at stake and the religious beliefs were too different. The
final version of the Declaration did not eventually include non-negotiable issues as broad-
ranging as the beginning of life (access to artificially procreative techniques, procreative
rights, the legal status of the human embryo, the legitimacy of scientific research on human
embryos, stem cell research, gene therapy) and the end of life (active or passive euthanasia,
assisted suicide), included the right to access to palliative care or the question of the legal
value of the advanced directives. These shortcomings have been the object of criticism
(Benatar 2005: 220-224; Macpherson 2007: 588-590), highlighting the failure of the
UDBHR to introduce new bioethical principles (that should have then been translated into
duties). In particular, other scholars underlined the fact that the Declaration simply restated
widely accepted principles, such as informed consent and individual autonomy, which are
already contained in several municipal laws or domestic guidelines or codes of conduct,
just listing desirable objectives, without establishing concrete measures to implement them
(Williams 2005: 210). Technology transfer and benefit sharing are amongst the few inno-
vative principles established by the Declaration, while no mention is made to big data and
health (Faunce and Nasu 2009). However, Andorno argued in favour of the Declaration,
stating that “the greatest merit of this instrument is to gather those principles and to inte-
grate them into a human rights framework. In sum, the purpose of the declaration is not to
invent new bioethical principles or to provide the definitive solution to the growing list of
bioethical dilemmas” (Andorno 2013b: 84).

Despite these shortcomings, its adoption represented nonetheless a first but significant
step in the pursuit of common shared values in the field of bioethics and in the creation of
customary law. In this regard, the simple fact that all the States of the international commu-
nity (the Declaration was adopted by consensus) agreed on common bioethical principles is
in itself an accomplishment in the promotion of human rights in the domain of medicine.
On this subject, ten Have affirmed that: “The unanimous adoption by the member States
is not merely symbolic but gives the declaration moral authority and creates a moral com-
mitment” (ten Have 2011: 21).

As to the issue of the legal value of this global instrument on bioethics, in the light of the
difficulty of reaching an agreement on some ethical issues because of being too divisive, the
adoption of a strictly treaty-based instrument such as a framework convention — as previ-
ously observed — would not have been a feasible option (although the initial proposal by the
French delegation provided for the elaboration of a convention on bioethics) (Idrissi 2009:
317). It is not surprising, therefore, that the International Bioethics Committee (IBC), in
its preparatory report of 2003, purposely recommended the choice of a non-binding agree-
ment, dropping its initial idea of drafting a convention. In particular, it affirmed that “given
that the aim of such an instrument will by its nature be broad and will receive the broadest
acceptance possible by public authorities, the scientific community and the general public,
the Working Group considers it preferable, in the initial stage, to settle on a declaration”.?!

In its 2003 report the Working Group went further, and in support of'its thesis, recalled
at Para. 43 cases of UN treaties in the field of human rights that have been preceded by a
declaration (the two International Covenants of 1966, the Convention on the Elimination

21 ‘Report of the IBC on the Possibility of Elaborating a Universal Instrument on Bioethics’, SHS/
EST/02/CIB-9/5 (Rev. 3), (Rapporteurs: Leonardo de Castro and Giovanni Berlinguer), 13 June
2003, paragraph 42; Available at: http: //unesdoc.unesco.org/images,/0013,/001302 /13022 3¢.pdf.


http://unesdoc.unesco.org/images/0013/001302/130223e.pdf

108  Ilja Richard Pavone

of All Forms of Racial Discrimination, the Convention on the Elimination of All Forms of
Discrimination Against Women and the Convention on the Rights of the Child).?? In fact,
the UN negotiation practice in the field of human rights has sometimes foreseen, as a first
step, the adoption of a declaration which contains guidelines and an invitation to States to
follow them, which generally anticipates, as a second step, the adoption of a treaty or con-
vention on the same topic.

Also in the cases of the UDHGHR and of the IDHGD, the IBC opted for soft law instru-
ments, providing several justifications. For instance, the IBC affirmed that it would have
been easier and quicker to find an agreement on non-binding instruments that, therefore,
do not request ‘formal steps’ such ratification, accession or acceptance (Langlois 2013: 65).

The Ad Hoc Committee on Human Cloning confronted itself with the same problems in
negotiating a binding agreement with the aim of regulating this technique.?® In this case, a
Working Group of the Sixth Legal Committee of the GA started to work on an international
convention banning human cloning, but it was eventually forced to rely on a declaration
(Pavone 2008: 3). The reason for this failure was due to the irreconcilable differences on the
interpretation of the term ‘human cloning’. In this regard, a group of States led by Costa
Rica and the United States wanted to extend the ban of reproductive human cloning to all
kinds of cloning, also including stem cell research (‘therapeutic cloning’); while other States,
such as Belgium, Canada, United Kingdom, intended to limit the ban to reproductive human
cloning. As a compromise, the United Nations Declaration on Human Cloning was eventu-
ally adopted on 8 June 2005 (by majority and not by consensus) (Arsanjani 2006: 164).%*
This declaration was however weak since its approval, being that many States (i.e. United
Kingdom) voted against its adoption. Its legal value is therefore weakened if compared to the
UDBHR, whose framework principles are based on the acceptance of the whole global com-
munity. Indeed, a key element that provides some legal value to a declaration is given by the
absence of objections (which implies adoption by unanimity or consensus).

The relation between soft law and hard law
in the field of bioethics

According to the traditional theory of international law, what differentiates hard law and
soft law is the enforceability of treaties and conventions with respect to declaration of prin-
ciples (Jennings, Watts 1992: 32). In fact, in line with the principle pacta sunt servanda,
States must comply with the obligations contained in a treaty or convention and must
modify their domestic legislations accordingly in order to implement a treaty or conven-
tion. In case of violation of their duties of implementation, they commit an internationally
wrongful act, entailing an international responsibility. It has legal consequences, as another
State Party might, for instance, take countermeasures against the responsible State or bring
the case to the attention of the International Court of Justice or of an arbitrate. Treaties

22 Another example is represented by the UN Convention on the Rights of Persons of Disabilities (20006),
whose forerunner is represented by the UN Standard Rules on the Equalization of Opportunities for
Persons with Disabilities (1994).

23 The Committee was established by the GA pursuant to Resolution 56,/93 of 28 January 2002 on “Inter-
national convention against the reproductive cloning of human beings”.

24 The Declaration on Human Cloning invites UN Member States “to adopt all measures necessary
to prohibit all forms of human cloning inasmuch as they are incompatible with human dignity and the
protection of human life” (Annex, lect. 4).
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or conventions generally contain provisions concerning the resolution of disputes that may
arise on the interpretation of the treaty or in case of non-compliance. Conversely, the text
of the UDBHR (as well as that of other declarations), does not establish any legal conse-
quence in case of breach of its provisions and /or of non-compliance; the UDBHR merely
predicts that States should (not ‘shall” or ‘must’) “take all appropriate measures, whether
of a legislative, administrative or other character, to give effect to the principles set out in
this Declaration” (Article 22, ‘Role of States’). Therefore, the drafters of the Declaration
invited States “to promote rather than to émplement the content of the UDBHR?” (Boussard
2007: 293), since only hard law instruments establish the duty of translating their content
in domestic law. As a practical consequence, therefore, no State may invoke the violation
of the provisions of the UDBHR by another State before an international court/arbitra-
tion, or may adopt countermeasures as a reaction to a wrongful act. In fact, as observed by
Dupuy, one major concern in the field of biolaw regards how “to trigger state responsibility
for violation of principles of bioethics” (Dupuy 2007: 33).

Therefore, compliance with the standards established by UNESCO declarations — devised
in a soft language that is susceptible to subjective evaluation — presents serious problems. In
addition, the drafters of the UDBHR failed to introduce a reporting mechanism like that
established in the UDHGHR (Boussard 2007: 125). However, one must underline in this
regard that, under the UNESCO Constitution, Member States already have a duty of sub-
mitting periodical reports to the Organization on the state of implementation of UNESCO
instruments,?® along with an associated follow-up procedure.

The Biomedicine Convention, by contrast, established the duty of the Parties to make
available a judicial procedure to prevent or put a stop to an infringement of its norms
(Article 23). It therefore covers not only infringements which have already begun and are
ongoing, but also the threat of an infringement. Also Article 25 stated that “appropriate
sanctions may be applied in event of infringement of a Convention’s right”. The aim of
the sanctions provided for in Article 25 is to guarantee compliance with the provisions of
the Convention, although in their practices, States Parties never invoked the mechanism set
up by Article 25.

However, despite the formal difference between duties or pledges and the level of enforce-
ability of hard law if compared to soft law, some scholars have so far argued that the sources
of law as expressed in the ICJ Statute are no longer in line with the evolution of the inter-
national community (Cardenas Castaneda 2013: 355). It seems, indeed that, in the light of
the transformation of international law, the development and implementation of interna-
tional law are no longer exclusively reserved to the traditional sources of international law.

It is also interesting to point out that, according to this line of thought, the difference in
terms of efficacy between a framework convention and a declaration is not as impressive as
it may seem. As stated by Kratochwil “it is highly significant that the hardness or softness
of [rules] can no longer be derived simply from the formality or genesis of the instrument”
(Kratochwil 1989: 200). Therefore, regardless of formal ratification of a treaty, interna-
tional agreements and subsequent obligations may also arise, as observed by van Hoof,
from a “more formless expression of consent or acceptance” (van Hoof 1983: 181). Is the

25 Article VIIT (‘Reports of Member States’) of the UNESCO Constitution, states: “Each Member
State shall submit to the Organization, at such times and in such manner as shall be determined by the
General Conference, reports on the laws, regulations and statistics relating to its educational, scientific
and cultural institutions and activities, and on the action taken upon the reccommendations and conven-
tions referred to in Article IV, paragraph 4”.
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will of the States and the level of detail of an international act that determines the legal
nature of an agreement. In some cases, we can find less detailed norms in the text of a treaty
and more detailed norms in the text of a declaration. As affirmed by Dupuy “the hard or
soft nature of the obligation defined in a treaty provision should not necessarily be identi-
fied on the sole basis of the formally binding character of the legal instrument in which the
concerned norm is integrated and articulated” (Dupuy 1991: 430).

Take for instance the case of ‘periodic reports’ — that States Parties must submit to a relevant
treaty body, explaining on how the provisions of a treaty are being implemented — established
as a compliance mechanism both by declarations and treaties (mostly in the field of human
rights).?® In their practice, invariably States are often delayed and overdue in submitting their
periodic reports, and in many cases they draw a highly positive picture of their achievements,
and deny their failures to comply, without recognizing substantial problems. This happens in
particular in the UN system with the human rights treaty regime, demonstrating that despite
being in presence of a treaty, the degree of compliance is low (Posner 2014: 72).

Therefore, the real difference between a treaty and a declaration does not rely on its
form, but on several factors, such as the language adopted in the act (the more detailed it is
and less space it leaves to extensive interpretations), on how much the topic matters for the
States and on the consequent role of reputation on that issue, as well as on the compliance
measures it established.

Therefore, what is crucial as to the obligatoriness of an international agreement is not
its form, but the intention of the Parties as inferred from all the relevant circumstances as
to whether they intended to create binding legal relationships between themselves (Barelli
2009: 958). This intention can be ‘translated’ in a treaty that must be precisely worded and
that must specify the exact obligations undertaken or the rights granted. In fact, one can
argue that a State decides to comply with the provisions of a treaty or of a declaration not
according to its legal value, or because it fears to commit an internationally wrongful act,
but in the light of its personal interests to maintain its reputation. I fully agree accordingly
with the position of Goldsmith and Posner in The Limits of International Law, whereas they
claim that international law is too weak to improve the world in any significant way and that
it primarily reflects the interests of the most powerful states (Goldsmith and Posner 2007).

In this regard, it is worth recalling the thoughts of some scholars that deem that ‘reputa-
tion’ is the key element that determines compliance with international law by the States,
and the formal legal nature of an international rule, whether is a treaty or a declaration,
does not have any effect in terms of major or minor compliance by States (although the US
withdrawal from the Paris Agreement is an exception to this position). Reputation, as well
economic and political interests, are the key elements that determine the behavior of a State
in the international arena (Guzman 2006: 379).

Indeed, in State practice, the number of cases that comported the recourse to the instru-
ment of the sanction to enforce a Party to comply with the provisions of a treaty or that
have been brought under dispute settlement procedure is very limited. In fact, in general
terms, States refrain from imposing sanctions, given the deterioration of bilateral relations
that they do imply (Guzman 2002: 1868). In the case of environmental law, the inefficacy

26 Examples of committees established by the treaty bodies with the aim of monitoring the core international
human rights treaties are the Human Rights Committee, the Committee on the Elimination of Racial
Discrimination, the Committee on the Elimination of Discrimination Against Women, the Committee on
the Rights of Persons With Disabilities. See www.ohchr.org/EN/HRBodies/Pages/TreatyBodies.aspx,
last accessed 02-08-2017.
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of traditional sanction mechanisms, determined, the development of a new system, labeled
as Non-Compliance Procedures (NCPs) (Fitzmaurice and Redgwell 2000).

More coercive enforcement mechanisms are instead set up by disarmament treaties, that
cover topics that are vital to the security of the homeland. Take for instance the Iran Nuclear
Deal of 2015,% that established a strict compliance procedure. In less vital topics for State
security — as in the cases of human rights as well of bioethics — States prefer to envisage less
stringent monitoring mechanisms.

It is generally understood that the legal force of soft law corresponds to the opinio juris
on its content, expressed by the adoption of the text by consensus. As stated by Sohn,
“unanimously declarations are a new method of creating customary international law”
(Sohn 1978: 22). In this view, some declarations of principles adopted by IGOs, such as
the UDBHR, can be compared in terms of compulsoriness to framework conventions. As
is well known, framework conventions, unlike lawmaking treaties, are generally vaguely
worded and establish weak structures aimed at monitoring the degree of implementation of
the treaty (Boczek 2005: 33).

The tendency in lawmaking to produce agreements with an extremely vague content,
more declaratory than perceptive, is emblematic of the current phase of stagnation in the
international law-making process. In this regard, it is interesting to quote the division made
by Raustiala between strong and weak structures that differentiate the degree of enforce-
ability of a treaty (Raustiala 2005: 581). Take for instance the United Nations Framework
Convention on Climate Change (1992), which, although formally a treaty, established
very general principles that given their non-self-executing nature revealed a scarce practi-
cal impact at the domestic level (the same argument can be made with regard to the Paris
Agreement on Climate Change of 2015).

More specifically, in the field of bioethics, the failure of the Biomedicine Convention is
a mirror image of the impossibility of shaping a global and shared bioethics. Although a
regional instrument, the Convention had the aspiration to become a global treaty, being open
for signature also to non—Member States of the Council of Europe (like Australia, Canada,
Holy See, Japan, Mexico, United States of America), that never signed it. If to this element we
add the non-participation of CoE Member States like Austria, Belgium, Germany, Italy and the
United Kingdom, the Convention failed in its main purpose of being the basis for the forma-
tion of subsequent widely accepted non-written rules in the field of bioethics. In few words,
the Oviedo Convention did not follow the path of other international treaties that have codi-
fied several branches of international law (i.e. environmental law, law of the sea, space law).

I agree in this regard with the view of Dows, Rocke and Barsoon according to whom
the ‘legal nature’ of an international agreement is determined by the ‘depth’, which is “the
extent to which [an agreement] requires states to depart from what they would have done
in its absence” (Dows, Rocke and Barsoon 1996: 383).

The role of the UNESCO standard-setting activity in the
formation of non-written norms in the field of bioethics

As stated by Shelton, “non-binding norms can have complex and potentially large impact
in the development of international law” (Shelton 2014: 160). Customary law requires

27 Joint Comprehensive Plan of Action, Vienna, 14 July 2015, http://ceas.curopa.cu/archives/
docs/statements-ecas/docs /iran_agreement/iran_joint-comprehensive-plan-of-action_en.pdf.
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two elements: opinio juris (the psychological element) and diuturnitas (State practice). It
is generally recognized that whereas the vast majority of States consistently vote for resolu-
tions and declarations on a specific topic, that amounts to opinio juris and a binding rule
may very well emerge provided that the requisite of diuturnitas can be proved (this is not,
however, the case of the UN Declaration on Human Cloning, that was adopted by major-
ity). The UDBHR undoubtedly contributed to the emergence of non-written rules in the
field of bioethics, evidencing the emergent custom and assisting in establishing the contest
of some rules, although its principles had not been uniformly implemented. For instance, in
South Africa, the Declaration had little legal impact; in fact, a study carried out by Rheeder,
although recognizing the importance of the UDBHR, highlighted a simply ‘moral impact’
of the UDBHR (Rheeder 2014: 51). In other cases, like that of China (Xiaomei 2009: 5)
and Brazil (Cruz, de Lima Torres Oliveira and Cordén Portillo 2010), the Declaration
had instead a strong impact and influenced domestic law. However, in many countries the
principles set out in the Declaration have been included in professional codes of conduct
or guidelines (in Singapore, the Bioethics Advisory Committee included the Declaration
amongst its core principles), but not in laws.

The key question is to assess which of them have become part of customary international
law. Positive examples are represented by the principle of informed consent; the right to the
highest attainable standard of physical and mental health; the right to respect of family and
private life; the right to enjoy the benefits of scientific progress and its applications (Smith
2012: 72).

In the case of informed consent, this principle has been affirmed in the UNCCPR (Arti-
cle 7)® and reiterated in all the UNESCO declarations (Article 5, & of the UDHGHR,;
Articles 8 and 9 of the UDHGD; Article 6 of the UDBHR) as well as in the CoE Con-
vention on Biomedicine (Article 5), in its Additional Protocol on Biomedical Research,
in the EU Charter on Fundamental Rights (Article 3), in EU directives and regulations,*
guidelines and codes of conduct of NGOs (i.e. the Declaration of Helsinki), and included
in domestic legislations of developing countries.®® Therefore, the cumulative enunciation
of this principle by numerous binding and non-binding instruments helped to express the
opinio juris of the world community.

It marked the transmutation of the principle of informed consent from a political and
moral principle to a legal right and with consequent obligations for States, particularly
taken in conjunction with Article 5 of the Oviedo Convention. This principle has been
recalled in judgments of international and domestic tribunals.?!

28 Article 7 (“Consent to medical treatment and experimentation”) provides that “no one shall be
subjected without his free consent to medical or scientific experimentation”.

29 See for instance, Directive 2001,/20,/EC of the European Parliament and of the Council of 4 April 2001
on the approximation of the laws, regulations and administrative provisions of the Member States relat-
ing to the implementation of good clinical practice in the conduct of clinical trials on medicinal products
for human use, and Regulation (EU) No 536,/2014 of the European Parliament and of the Council of
16 April 2014 on clinical trials on medicinal products for human use, and repealing Directive 2001 /20/
EC (para. 30-33).

30 Informed consent has been, for example, disciplined in the South African National Health Act
(2003), in the Tanzanian Guidelines of Ethics for Health Research in Tanzania (2009), and recognized
in India by the Supreme Court in the case: Samira Kohli vs. Prabha Manchanda Dr. & ANR 1(2008)
CPJ 56 (SC).

31 For instance, the Italian Constitutional Court in the Judgment n. 438,/2008 established that
informed consent is a fundamental right of each individual, which draws its foundation in Article 32
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Faunce, in this regard, affirmed that “ethical requirements for informed consent before
medical or scientific treatment probably constitute international law as involving general
principles of law under article 38 (1) (c) of the Statute of the International Court of Justice”
(Faunce 2005: 173).

The US Supreme Court went further stating, in particular, that the prohibition against
non-consensual human medical experimentation has become a norm of customary interna-
tional law (Abdullaki v. Pfizer, Inc.). The Court has in particular recognized in the require-
ment of informed consent all the elements of a customary norm, such as opinio juris and
diuturnitas (Annas 2011: 194),3? quoting, in support of its thesis, several soft law instru-
ments, such as the Nuremberg Code, the Helsinki Declaration and the UDBHR.

This principle has been then included — after the adoption of the UDBHR - in several
legislations of non-Western countries, like for instance, China (Xiang and Wey 2014).33

Also the prohibition of reproductive cloning, enshrined in all the most recent interna-
tional acts on bioethics®* and in many domestic legislations (Langlois 2017), has acquired —
according to many scholars — the status of customary law (Ruffert and Steinecke 2011:
7), although there is still much controversy on the legitimacy of ‘therapeutic cloning’, or
somatic cell nuclear transfer. In the case of reproductive cloning, over 60 countries world-
wide have adopted a legislation on reproductive cloning and no country has ever legislated
in order to allow this practice.

The fact that the principle of informed consent and the prohibition of reproductive
human cloning have reached the status of customary rule of international law testifies to
the key role played by the UNESCO declarations adopted since 1997 in the field of bio-
medicine in the global acceptance of fundamental principles on the protection of human
rights in the sector of medicine.

Conclusion

Soft law plays a pivotal role in regulating several branches of international law, like envi-
ronment, sea, space, the governance of emerging technologies such as gene editing and
cyber security, and international biolaw, in the light of the ‘practical’ possibility it provides
to reach a consensus on moral sensitive topics (since it is not legally binding). Although
soft law cannot be included within the sources of international law, since it does not have

of the Italian Constitution (right to healthcare and not to be subjected to a forced treatment). The
European Court of Human Rights in several judgements on health-related issued referred to informed
consent as a fundamental principle based on the European Convention on Biomedicine (i.e. Pretty v. the
United Kingdom, Glass v. the United Kingdom, Vo v. France, Lambert Vo. France).

32 Rabi Abdullahi v. Pfizer, Inc., United States Court of Appeals for the Second Circuit; text. Available at:
http://hrp.law.harvard.edu/wp-content /uploads /2011 /02 /abdullahi-v-pfizer-slip-op.pdf.

33 In Chinese law, the duty of a physician to request prior informed consent of a patient undergoing
a medical intervention is established at Article 26, Para. 2, of the “Law of the People’s Republic of China
on Medical Practitioners” (1998). This principle has been subsequently recalled in guidelines and codes
of conduct adopted by the China Food and Drug Administration (CFDA) and the Ministry of Health
(i.e. “Ethical Review Methods for Biomedical Research Involving Humans” and “Guiding Principles for
Ethical Review of Drug Clinical Trials”.

34 Sce for instance, the UN Declaration on Human Cloning, Resolution of the World Health Orga-
nization on Cloning in Human Reproduction, Additional Protocol to the Convention on Human Rights
and Biomedicine on the Prohibition of Human Cloning, Article 13 of the EU Charter on Fundamental
Rights, Article 11 of the UNESCO Declaration on Human Genome and Human Rights.
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any legal force, it is at the bottom of the process of formation of binding (written or non-
written) rules.

In this regard, some scholars predicted the UDBHR would have been the precursor
to a universal treaty on bioethics by UNESCO that would have gathered the core prin-
ciples established in the three UNESCO declarations devoted to bioethics (Nys 2006: 5).
However, although Nys’s view did not yet come true, the evaluation on the impact of the
UDBHR more than 10 years after its adoption is positive. Indeed, it constitutes — at the
same ‘moral’ level of the Declaration of Helsinki — a foundational piece in the construction
of international biomedical law, a new branch of international law that can be identified by
the general recognition of human dignity as the key moral principle and of the link between
bioethics and human rights (Andorno 2013b: 16).

The UDBHR can be placed within the series of international acts filling vacuums, whose
provisions have not a full but at least some legal relevance. In fact, it is widely accepted that
an IGO’s declaration that establishes provisions in an unregulated domain of international
law — in the absence of other contrary legal provisions — can set “minimum standards”
widely accepted and recognized as having a legal effect (Schermers, Blokker, 2011: 788).

The UDBHR, in particular, had the merit to codify core bioethical principles that are
nowadays widely accepted (the balance between benefit and harm in medical research,
autonomy and individual responsibility as the basis of each medical intervention, respect
for privacy and cultural diversity and pluralism) or have acquired the status of international
customary law (i.e. the principle of informed consent before a medical intervention). If
its impact on the European level can be considered as irrelevant, given the existing legal
framework, like the Biomedicine Convention and its four additional Protocols that already
established many principles of the UDBHR, or the Nizza Charter, it was a blueprint for
the regulation of bioethics in developing countries. Indeed, in those countries laws and/
or regulations on bioethics have been enacted only in the last few years after the adoption
of the Declaration. In this framework, the Declaration fulfilled its function of providing an
adequate “framework of principles and procedures to guide states in the formulation of
their legislation, policies and other instruments in the field of bioethics” (Article 24).

In particular, its real innovation lies in the recognition of collective rights in the field
of bioethics, in addition to the traditional individual rights related to personal autonomy.
Principles such as technology transfer, benefit sharing, the need to protect the biosphere,
are related to a new ‘communitarian’ dimension of bioethics.

However, on the other side of coin, we must point out that the excessive proliferation
of soft law instruments in the field of bioethics and in related sectors (environment, bio-
technology, human rights, food and agriculture, cyber security, animal welfare), denotes
the lack of will by the States to limit their sovereignty in these sensitive domains that they
still do consider as belonging to their domestic jurisdiction. In fact, as underlined by some
scholars, the world community is witnessing a progressive detachment between the solemn
enunciations of IGOs and the normative choices of the States (Campiglio 2010: 634). This
trend confirms the concerns of some scholars on the stagnation in international lawmak-
ing, previously discussed, and denotes the beginning of a new era in the lawmaking process
based on the increasing recourse to informal deals to regulate the relations amongst States.

In addition, the UDBHR, like other declarations and guidelines, is weakened by the
absence of enforcement procedures and penalties in case of breach. In fact, from the per-
spective of the victims of violations of the rights established in the UDBHR, there is a lack
of a procedure that allows to litigate at courts these new rights in the field of biomedi-
cine. In this regard, the Declaration only plays an indirect role of reference or guidance to
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domestic courts or international tribunals facing individual complaints for human rights
violations, but it lacks direct legal authority and legal strength.

In general terms, the UDBHR inscribes itself in the current tendency of international
law (from a law of coexistence to a law of positive cooperation), which amplified its sectors
of intervention (Friedmann 1964). Within this tendency, States rely ever greater upon the
instrument of soft law agreements; this is particularly true, as previously highlighted, for the
sector bioethics and life sciences (Friedrich 2013).

As a matter of fact, soft law agreements provide at present the only realistic means of
dealing with bioethical issues at a global level, and are in line with the current tendency of
proliferation of informal international lawmaking, highly described and critically assessed in
the literature (Pauwelyn 2012: 13).
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IX The UNESCO Universal
Declaration on Bioethics
and Human Rights and the
normative transition from
Corporatocene to Sustainocene

Thomas Alured Faunce

Introduction

The United Nations Scientific, Education and Cultural Organization (UNESCO) Universal
Declaration on Bioethics and Human Rights (UDBHR) involves a complex melding of three
normative systems and one pseudo-normative system. Three of these normative systems, bio-
cthics, international human rights and domestic law, are reasonable extrapolations of natural
law social contract thought-experiments such as that influentially expressed by Rawls in his
Theory of Justice drawing upon the work in this area of Locke, Rousseau and Kant.! As Rawls
expressed it, the hypothetical original social contract was not one to enter a particular society
or to set up a particular form of government. Rather, the guiding idea was that those estab-
lishing the prototype for civil society would decide upon principles that could be applied
equally to lead to the flourishing of all. Rawls settled on two basic principles in this context.
The first required equality in the assignment of basic rights and duties. The second required
that social and economic inequalities, such as wealth and authority, are only just if they result
in compensating benefits for everyone including the least advantaged members of society.?
The fourth normative tradition relevant in this context involves trade and investment rights
available only to multinational corporations, to claim damages from states before arbitrators.
This is termed a ‘pseudo-normative’ tradition because the existence of a set of enforceable
rules privileging artificial persons who do not vote, pay little if any tax, but start wars or take
over health and educational institutions with the primary aim of maximising profit (rather
than acting according to principles applicable to all) is fundamentally incompatible with the
basic principles of social contract theory as developed by Locke, Rousseau, Kant and Rawls.

The hypothesis tested here is that the UDBHR is central to an emerging normative pro-
cess whereby international human rights law and bioethics can be used to calibrate not only
domestic judicial and statutory law, but the claims of corporations threatening or involved
in trade and investment arbitral proceedings. This new normative process, it will be argued,
will assist in the transition out of a governance era privileging the rights of multinational
corporations (the Corporatocene) into one respecting the interests and sustainability of all
life on earth (the Sustainocene).

This is a controversial thesis for several different reasons. First, as will be seen, it is difficult
to determine the extent to which the UDBHR has emerged out of a solid theoretical founda-
tion in academic bioethics or international human rights and, if it has, whether that conceptual

1 J. Rawls, Theory of Justice, Oxtord University Press, Oxford 1971.
2 Ibid., 14-15.
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backbone should be categorised as coherent with the positivist systems of law which defines law
by reference to a constitutional rule of recognition and the capacity to distinguish it from pri-
vate morals. Second, the sovereign importance of any normative system utilising constitutional
provisions, legislation and judicial decisions is now significantly challenged by the power of mul-
tinational corporations to claim damages before arbitral panels using dispute settlement mecha-
nisms in trade and investment agreements such as the North American Free Trade Agreement
(NAFTA),? the Energy Charter Treaty 1994* and the Trans Pacific Pavtnership Agreement.’

Background to the UDBHR

In 2003, UNESCO released a report it had commissioned from its international bioethics
committee on the possibility of elaborating a Universal Declaration or Convention on Bio-
ethics.® This was the outcome of work that had begun with a resolution of the UNESCO
General Conference at its 31st Session, calling on its Director-General to submit “the techni-
cal and legal studies undertaken regarding the possibility of elaborating universal norms on
bioethics”.”

To assist in the production of a draft text, a team of eminent international scholars was
appointed under the chairmanship of Justice Michael Kirby of the High Court of Austra-
lia. To further assist Justice Kirby, on 18-19 November 2004 a meeting of both bioethics
and international human rights experts was convened by the author at Manning Clark
House (MCH) in Canberra, Australia, to discuss a draft text.®* The MCH experts meeting
recommended that substantial consideration be given as to whether the UDBHR was to
be the precursor to a UNESCO International Convention on Bioethics and Human Rights
involving binding norms under public international law for those nations who signed and
ratified. If so, they argued, then there would be major ramifications for the normative
frameworks of both bioethics and public international law, including their application to
multinational corporate actors. The development of the UDBHR was prescient given that a
large part of international human rights law was now concerned with health-related matters
that strongly overlapped with bioethical concerns and principles.’

The resultant Universal Declaration on Bioethics and Human Rights (UDBHR) is what is
known as a ‘non-binding’ declaration under public international law, insofar as that discipline

w

www.naftanow.org, last accessed 02-08-2017.

www.encharter.org, last accessed 02-08-2017.

http:/ /dfat.gov.au/trade /agreements/tpp /pages/trans-pacific-partnership-agreement-tpp.aspx, last accessed

02-08-2017.

6 UNESCO, Report of the IBC on the Possibility of Elaborating a Universal Instrument on Bioethics,
SHS/EST/02/CIB-9/5 (Rev. 3), Paris, 13 June 2013.

7 UNESCO, 31C/Resolution: Bioethics Programme: Priorities and Perspectives, UNESCO General Conference,
31st Session, Paris, 2002. UNESCO, ‘Report of the IBC on the Possibility of Elaborating a Universal Instru-
ment on Bioethics,” SHS /EST /02 /CIB-9 /5 (rev 3), 2003. UNESCO, ‘Elaboration of the Declaration on
Universal Norms on Bioethics,” Third Outline of a Text SHS /EST /04 /CIB-Gred-2 /4 rev.2, Paris, 2004.

8 MECHM Manning Clark House Meeting of Bioethics, Health Law and International Human Rights
Experts Consensus Statement on the UNESCO Universal Bioethics Declaration. 18-19 November 2004.

9 United Nations, 1966, International Covenant on Civil and Political Rights. Adopted 16 Dec 1966, entry

into force 23 March 1976. GA Res 2200A (XXTI). UN GAOR supp (no 16) 52. UN doc A/6316. UNTS,

999: 17. United Nations, 1966, International Covenant on Economic, Cultural and Social Rights. Adopted

16 Dec 1966, entry into force 3 Jan 1976. GA Res 2200A(XXI). UN Doc A/6316, UNTS; 993: 3 United

Nations. (1945). United Nations Statute of the IC] 1945 UNTS; 1: xvi. United Nations. (1948). Universal
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is defined by Article 38 of the Statute of the International Court of Justice.'® Another way
of describing the UDBHR s to call it ‘soft law,” a controversial term generally referring to
a loosely defined category of putative norms for which states commit to merely having a
legitimate interest in mutual compliance, rather than any formal undertaking of enforceable
obligations (whose role in bioethics has been described by Pavone in the previous chapter
of this book).!"1213 Thus ‘soft-law” could apply to a range of quasi-legal international norms
from constructive ambiguities (such as corporate reward for ‘innovation,’ or encouragement
to regulatory ‘transparency’ in multilateral and bilateral trade and investment agreements),
to guidelines and standards of measurement by expert panels or committees of intergovern-
mental organisations or peak non-governmental organisations.'* The decision to create an
ostensibly hybrid bioethics—human rights text such as the UDBHR may be viewed, indeed, as
a complex geo-political trade-off amongst those elected and corporate oligarchies controlling
nations in the decentralised, non-hierarchical international governance system.!'®

Article 1 of the UDBDR indicates that the principles of that text are not just addressed to
states (as would be expected of a public international law document) but also to individuals,
communities and corporations. It reads:

Avrticle 1 —scope

1. This Declaration addresses ethical issues related to medicine, life sciences and associated
technologies as applied to human beings, taking into account their social, legal and
environmental dimensions.

2. This Declaration is addressed to states. As appropriate and relevant, it also provides
guidance to decisions or practices of individuals, groups, communities, institutions and
corporations, public and private.

[emphasis added ]

Article 2 indicates that the UDBHR has a variety of aims, which include legal, ethical and
political objectives. Articles 2 (c¢) and (d) also refer to promotion of respect for human dig-
nity distinctly from protection of human rights.

Avrticle 2 — aims

The aims of this Declaration are:

(a) to provide a universal framework of principles and procedures to guide states in the
formulation of their legislation, policies or other instruments in the field of bioethics;

10 B. Simma, P. Alston, The Sources of Human Rights Law: Custom, Jus Cogens and General Prin-
ciples, Australian Yearbook of International Law, 1992, vol. 12, pp. 82-102.

11 J. Klabbers, The Redundancy of Soft Law, Nordic Journal of International Law, 1996, vol. 67, pp. 167-178.

12 J. Mann, Dignity and Health: The UDHR’s Revolutionary First Article, Health and Human
Rights, 1998, vol. 3, no. 2, pp. 31-38.

13 J. Raz, The Nature of Rights, Mind, 1984, vol. 93, pp. 194-202.

14 T. A. Faunce, Will International Human Rights Subsume Medical Ethics? Intersections in the UNESCO
Universal Bioethics Declaration, Journal of Medical Ethics, 2005b, vol. 31, pp. 173-178.

15 K. Raustiala, Form and Substance in International Agreements, The American Journal of International
Law, 2005, vol. 99, no. 3, pp. 581-614.
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(b) to guide the actions of individuals, groups, communities, institutions and corporations,
public and private;

(¢) to promote respect for human dignity and protect human rights, by ensuring respect
for the life of human beings, and fundamental freedoms, consistent with international
human rights law;

(d) to recognise the importance of freedom of scientific veseavch and the benefits devived from
scientific and technological developments, while stressing the need for such research and
developments to occur within the framework of ethical principles set out in this Decla-
ration and to respect human dignity, human rights and fundamental freedoms;

(e) to foster multidisciplinary and pluralistic dialogue about bioethical issues between all
stakeholders and within society as a whole;

(f) to promote equitable access to medical, scientific and technological developments as well as the
greatest possible flow and the rapid sharing of knowledge concerning those developments
and the sharing of benefits, with particular attention to the needs of developing countries;

(g) to safeguard and promote the interests of the present and future generations;

(h) to underline the émportance of biodiversity and its conservation as a common concern of
humankind.

[emphasis added ]

The UDBHR, as we shall see, contains socially important principles supporting equity in
technology and knowledge transfer as well as transnational benefit, particularly in Articles
14, 15 and 21. The normative foundations of such principles or norms and whether they
can legitimately be called such under public international law or bioethics are controversial
topics. Some theoretical bioethical justifications for UDBHR technology transfer statements
could be consequentialist, based on potential adverse outcomes for national security of an
inadequate response. Others could be deontological — linked to the foundational need in
a nominally liberal society for institutions to respect basic elements of human capacity and
functioning and to inspire efforts for the public good. Some justifications could be virtue-
oriented: supporting justice, fairness, respect for human dignity as character traits that should
manifest in a well-ordered society as they do in people who apply culturally valued principles
consistently in the face of obstacles. Legal positivists would generally consider the UDBHR as
not formed in connection with a legal rule of recognition thus emphasising pursuit of social
virtues such as certainty and consistency rather than justice and equity. Nonetheless even they
would consider that the UDBHR principles could influence the creation of legal norms.

As mentioned earlier, the thesis being advanced here is that UDBHR principles directed
at governments and at corporations encouraging equity technology transfer and transna-
tional benefit will have an important role in facilitating the transition from Corporatocene
to Sustainocene. It is now necessary to consider those latter terms in more detail.

Corporatocene to Sustainocene transition

The term ‘Holocene’ (“recent whole”) was attached to the post-glacial geological epoch
by the International Geological Congress in Bologna in 1885. It is defined as beginning
10,000 years ago. From that time until about 1800 cE, humanity’s activities barely changed
the natural systems of this world. Since 1800 with the onset of the Industrial Revolu-
tion, the development of the capacity to fix atmospheric nitrogen as a fertilizer, improved
sanitation health care and transport, increasing human population and its impact, have
dramatically enhanced our capacity to extinguish other species, burn photosynthesis fuels
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archived over millions of years (in the form of coal, oil and natural gas) thereby increasing
greenhouse gas concentration of CO, in the atmosphere, as well as destroy and convert land
ecosystems to cities of bitumen and asphalt. In the 1920s V. 1. Vernadsky, P. Teilhard de
Chardin and E. Le Roy devised the term ‘noosphere’ (the world of thought) to emphasise
the growing role played by humankind’s brainpower and technological talents in shaping
its own future and environment.'

In what seems to be an extension of the nodsphere idea, it has been argued that human
activity has pushed this planet from the Holocene into what has been termed the ‘Anthro-
pocene’ period, a term coined by Crutzen in 2002."7 ‘Anthropocene’ refers to an epoch
when human interferences with earth systems (particularly in the form of influences on
land use and land cover, coastal and maritime ecosystems, atmospheric composition, river-
ine flow, nitrogen, carbon and phosphorus cycles, physical climate, food chains, biological
diversity and natural resources) have become so pervasive and profound that they are not
only becoming the main drivers of natural processes on earth, but are threatening their
capacity to sustain life.!® Salutary facts driving academic and policy interest in moving from
the Anthropocene to a different type of human-controlled epoch are not only the anthropo-
genic greenhouse-gas-driven increase in severe weather events, but the projected increase of
global human population to around 10 billion by 2050 with associated energy consumption
rising from ~400E] /yr to over 500E] /yr beyond the capacity of existing fossil-fuel-based
power generation.' The research underpinning the push to develop an environmentally
better energy and climate policy also emerged strongly from influential commentaries such
as the Intergovernmental Panel on Climate Change?® and the Stern Report.?! In the Paris
Accord of 2015 (into force since 2016) governments of most of the world’s nations agreed
to 1) a long-term goal of keeping the increase in global average temperature to well below
2°C above pre-industrial levels; 2) to aim to limit the increase to 1.5°C; since this would sig-
nificantly reduce risks and the impacts of climate change; 3) on the need for global emissions
to peak as soon as possible, recognising that this will take longer for developing countries;
4) to undertake rapid reductions thereafter in accordance with the best available science.?

But is ‘Anthropocene’ an accurate term? Five features of the Anthropocene epoch are
alleged to dominate its policy debates: population, poverty, preparation for war, profits and
pollution.? Of these, every one except the first, overpopulation, is a direct outcome of the
increasing socio-political influence and desire to maximise shareholder profits and executive

16 P.]J. Crutzen, E. Stoermer, Global Change Newsletter, 2000, vol. 41, p. 17.

17 P.J. Crutzen, Geology of Mankind, Nature, 2002, vol. 415, p. 23.

18 W. Steffen, P. J. Crutzen, J. R. McNeill, The Anthropocene: Are Humans Now Overwhelming the Great
Forces of Nature, AMBIO: A Journal of the Human Environment, 2007, vol. 36, no. 8, p. 614.

19 H. H. Rogner, United Nations Development World Energy Assessment, United Nations, Geneva,
2004, vol. 5, p. 162.

20 R. K Pachauri, A. Reisinger eds., Report of the Intergovernmental Panel on Climate Change, Geneva,
Switzerland, 2007.

21 N. Stern, The Economics of Climate Change: The Stern Review: Cabinet Office HM — Treasury, Cambridge
University Press, Cambridge, UK, 2007.

22 European Commission, Climate Action. Paris Agreement, 2015. Available at:  https://ec.europa.cu/
clima/policies/international /negotiations/paris_en (accessed July 2017). The Paris Agreement is now
challenged by the decision of President Trump to withdraw from the Agreement (https://www.white
house.gov/blog,/2017 /06,01 /president-donald-j-trump-announces-us-withdrawal-paris-climate-
accord; last visited July 2017).

23 B. Furnass, From Anthropocene to Sustainocene. Public Lecture. Australian National University, 21
March 2012.
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remuneration of multinational corporations. It is not the average citizen who is responsible
for an oversupply of food that is dumped in one part of the globe while in another part peo-
ple starve to death. It is likewise not the responsibility of average people but of profit-seeking
multinational armaments manufacturers that many wars break out and cause such great loss
of life. Pollution on a grand scale is more than anything else a problem created by oil and
coal and mining companies, plastic manufacturing companies, the global agrifood business.
Looked at critically it is more appropriate to term the Anthropocene the ‘Corporatocene’.

The dominant political and social actor in the Corporatocene is the multinational corpo-
ration. Such artificial human entities significantly erode the sovereignty of the state. They
do this by large donations to political parties who in turn ensure a process of turning over
public assets to corporate hands (privatisation), preventing the establishment of new public
assets (through requirements under trade and investment agreements to compensate cor-
porate actors for loss of investment), use of judges, police and military to enforce patents
and create wars to maintain profit, facilitate the transfer of money by the wealthy to oft-
shore tax havens as well as by inhibiting the development of governance arrangements or
new technologies that would hamper this process.

In the early 1990s, civil society prevented the creation of a supranational investment protec-
tion agreement (the Multilateral Agreement on Investment or MIA) that would have allowed
the global implementation of principles that allowed supranational corporations to sue (before
small panels of commercial arbitration lawyers with little understanding of or desire to apply
international public law) other nations who have imposed governance requirements (even
when in the public health and environmental interest based on good scientific evidence) if
their commercial interests are thereby impeded. Such investor-state provisions surfaced again
in the 1994 North American Free Trade Agreement (NAFTA) between the United States
(US), Canada and Mexico.?* They are now part of over 2,000 bilateral investment treaties
(BITs).% They are probably the main reason the US Trade Representative sought to create
the Trans Pacific Partnership Agreement and will lobbied for as a major inclusion in the Trans-
Atlantic Trade and Investment Agreement. They grant investors covered by them a right to
initiate dispute settlement proceedings (before a panel of trade lawyers known as commercial
arbiters) for damages against foreign governments in their own right.?®

The conflicted individuals officiating on such arbitral proceedings view such investment
agreements as private contracts, are paid by the parties and do not necessarily take account
of domestic public health and environment protections — creating a pro-investor jurispru-
dence. Investor-state challenges have occurred in relation to a broad spectrum of public
health and the environment legislation and policies. Statutes on water protection, waste dis-
posal and waste treatment as well as universal health care and access to affordable medicines
have been challenged by supranational corporations seeking damages under investor-state
mechanisms on the basis that such legislation actually or potentially erodes the investments
of multinational corporations in a country. Investor-state provisions have been criticised as

24 AFTINET TPP submission to Minister for Trade viewed March 2010 www.dfat.gov.au/trade /fta/tpp/
subs/tpp_sub_aftinet_081103.pdf. Ranald and Southalan, The Australia—US Free Trade Agreement:
Trading Australia Away? Australin Fair Trade and Investment Network. Available at: www.bilaterals.org/
IMG/pdt/ranald.pdf; last accessed 02-08-2017.

25 S. Ganguly, The Investor-State Dispute Mechanism (ISDM) and a Sovereign’s Power to Protect Public
Health, Columbin Journal of Transnational Law, 1999, vol. 38, p. 113.

26 UNCTAD, Dispute Settlement: Investor—State. United Nations Publication 2003. Available at:
www.unctad.org/en/docs/iteiit30_en.pdf, viewed April 2010.
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allowing foreign investors leverage to undermine government legislation promoting, for
example, sustainable development, environmental protection and public health policy.?”
Investor-state dispute settlement claims have challenged attempts by nation states to regu-
28 neurotoxins,?’ hazard-
ous lawn pesticides®® and carcinogenic gasoline additives.3! The mechanism has also been
used by foreign corporations to attempt to overturn legislation on water security,3 waste
disposal,®® waste treatment® and a US ban on cattle with suspected bovine spongiform
encephalopathy (BSE or mad cow disease).?®

The investor-state legal mechanism sits in a twilight zone between international public
law (including international human rights law) and commercial arbitration. Tobacco manu-
facturer Philip Morris’s investor-state claim against Australia’s plain packaging legislation
(scientifically proven to reduce the rate of youth smokers) is an example of how such provi-
sions cut across bioethical and international human rights principles related to the right to

late against chemicals proven to cause developmental disability,

health. The United States registered corporations (even those who have their headquarters
in other nations for tax purposes) have rarely if ever lost an investor-state dispute settlement
(ISDS) claim; indeed endorsing this meta-understanding appears to be an implicit prereq-
uisite for selection as a trade and investment arbitrator.

Supranational corporations undoubtedly could use this ISDS mechanism to claim com-
pensation where a new technology for distributed food, fuel and fertilizer (such as global
artificial photosynthesis) was subsidised by a government on the basis that its products were
more environmentally friendly or safe from a public health point of view.

Humanity in the Corporatocene developed the capacity to diagnose what may be termed
‘planetary illness’, by robust measures such as biodiversity loss (and species extinction),
atmospheric carbon dioxide levels, availability of fresh water.?® Such tests resemble those
that allowed medical science to diagnose human illness in the 19th century, a period when
few effective remedies were in existence.

27 D. Esty, Bridging the Trade-Environment Divide, Journal of Economic Perspectives, 2001, vol. 15, no. 3,
pp. 113-130.

28 NAFTA - Chapter 11, Investment Cases Filed Against the Government of Canada Cromptom
(Chemtura) Corp v Government of Canada viewed April 2010. Available at www.international.gc.ca/
trade-agreements-accords-commerciaux /disp-diff/crompton_archive.aspx?lang=en.

29 US Department of State. Ethyl Corp v Government of Canada. Available at www.state.gov/s/1/
c3745.htm 12 April 2010.

30 US Department of State Dow AgroSciences LLC v. Government of Canada. Available at www.
state.gov/s/1/c29885.htm 12 April 2010.

31 Governor of California Executive Order D-5-99, March 25 1999 cited in S. Gaines, Methanex
Corp v United States, American Journal of International Law, July 2006, vol. 100, no 3, pp. 683-689.

32 Sun Belt Water Inc Notice to submit a claim to arbitration under Chapter 11 NAFTA. Viewed
April 2010. Available at www.international.gc.ca/trade-agreements-accords-commerciaux,/topics-domaines /
disp-diff/sunbelt.aspx?lang=eng, viewed August 2017.

33 US Department of State. V. G. Gallo v Government of Canada. Available at www.state.gov/s/1/
¢29744 .htm 12 April 2010.

34 Metalclad Corp v United Mexican States. Available at www.state.gov/s/1/c3752.htm 12 April 2010.

35 US Department of State Cases regarding the border closures due to BSE concerns. Available at
www.state.gov,/s/1/c14683.htm viewed April 2010.

36 W. Steffen, A. Persson, L. Deutsch, J. Zalasiewicz, M. Williams, K. Richardson, C. Crumley, P. Crutzen,
C. Folke, L. Gordon, M. Molina, V. Ramanathan, J. Rockstrom, Johan, M. Schefter, H.J. Schellnhuber,
U. Svedin, 2011, The Anthropocene: From Global Change to Planetary Stewardship, AMBIO: A Journal
of the Human Environment, 2011, vol. 40, p. 739
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A terminological revision from Holocene to Corporatocene focuses public awareness
and policy attention more precisely on for-profit multinational corporations, the core of the
problem here for democratic governance and environmental sustainability.?” It also focuses
on the need to move to a different type of vision and system — one that reverences all life
on earth and in which the major players in political power seek to consistently apply univer-
sally applicable principles. It further encourages human innovation to develop technological
therapies for the global problems the earth faces. Such a vision is that of the Sustainocene.

The Sustainocene

The term ‘Sustainocene’ was coined by the Canberra-based Australian physician Bryan
Furnass in 2012.%8 It has been described as referring to a period where governance structures
and scientific endeavour coordinate to achieve the social virtues of ecological sustainability
and environmental integrity as influentially propounded by eco-economists such as
E. F. Schumacher (with his concept of ‘small (and local) is beautiful’) and Kenneth Boulding
(with his idea of ‘Spaceship Earth’ as a closed economy requiring recycling of resources) as
well as Herman Daly with his notion of ‘steady state’ economies drawing upon the laws of
thermodynamics and the tendency of the universe to greater entropy (dispersal of energy).®

One area of academic research and policy development that fits well with “Sustainocene”
thinking is that centred on the idea that this planet should be treated not just as a distinct living
entity (James Lovelock’s Gaia Hypothesis), but as a patient.*’ ‘Planetary medicine’ as this field
is known has become a symbolic rubric focusing not just public and governmental attention
on the interaction between human health, technological development and sustainability of
the biosphere.*! In this emerging discipline, characteristic features of the Corporatocene
epoch such as anthropogenic climate change and environmental degradation, as well as gross
societal imbalances in poverty and lack of necessary fuel, food, medicines, security and access
to nature, are targeted as intrinsically global pathologies, the resolution of which requires
concerted efforts to implement a wide range of not just renewable energy technologies but
bioethical principles including those related to protecting the interests of future generations
and preservation of biodiversity. One of the major differences between the Corporatocene
and the Sustainocene may be that in the latter humanity was able to develop a planetary
therapeutic: notably global artificial photosynthesis (‘AP”). This is arguably one of the most
significant technologies to which the UDBHR provisions will apply.

Sustainocene and global artificial photosynthesis

When we travel in aircraft across the world it is easy to see the extent to which human con-
crete and asphalt structures are proliferating across the face of the planet. Such structures
contribute little to the ecosystems around them. They do not enrich the soil or provide

37 T.A. Faunce, Who Owns Our Health. Medical Professionalism, Law and Leadership Beyond the Age
of the Marker State, University of New South Wales Press: Sydney, 2007.

38 B. Furnass, From Anthropocene to Sustainocene: Challenges and Opportunities. Public Lecture. Australian
National University, Sidney, 21 March 2012.

39 T. A. Faunce, Nanotechnology for o Sustwinable World: Global Artificinl Photosynthesis as the Moral
Culmination of Nanotechnology, Edward Elgar, Cheltenham 2012.

40 J. E. Lovelock, Gaia, the Practical Science of Planetary Medicine, Gaia Books, London 1991.

41 T. McMichael, The Biosphere, Health, and “Sustainability”, Science, 2002, vol. 297, no. 5584, p. 1093.
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oxygen or absorb carbon dioxide. Yet we are almost at the point where nanotechnology and
artificial photosynthesis can be engineered into such structures so they can be made to “pay
their way” in an ecosystem sense.

The material preconditions for offering global artificial photosynthesis as a planetary
therapeutic for the Sustainocene are strong. More solar energy strikes the earth’s surface in
one hour of each day than the energy used by all human activities in one year.*> At present
the average daily power consumption required to allow a citizen to flourish with a reason-
able standard of living is about 125kWh /day. Much of this power is devoted to transport
(~40 kWh/day), heating (~40 kWh/day) and domestic electrical appliances (~18 kWh/
day), with the remainder lost in electricity conversion and distribution.*® Global energy
consumption is approximately 450 EJ /yr, much less than the solar energy potentially usable
at ~1.0 kilowatts per square metre of the earth — 3.9 x 10° EJ /yr even if we take into the
carth’s tilt, diurnal and atmospheric influences on solar intensity.** The question of how
best to use this solar energy remains a major contemporary policy conundrum. Photovol-
taic (PV) energy systems (which put solar photons into batteries, or the electricity grid)
are improving their efficiencies towards 25%, and the cost of the electricity they produce is
nearing or has past grid parity in many nations. The development of “smart-grid” (allow-
ing energy-carrying capacity to fluctuate coherently in accord with renewable source input
and output) and “pumped-hydro” (using diurnal PV electricity to pump water to high
reservoirs so it can be run down through turbines at night) will assist the viability of this as
a national energy source. Even large solar farms, however (for example taking up 200 m?
per person with 10%-efficient solar panels) could produce but ~50kWh /day per person.*
Yet the problem has been solved by plants a billion years ago — to use it to make fuel and
food locally in the same organism that captures the light, by drawing upon the resource of
atmospheric carbon dioxide.

Similarly, there has been much policy interest in developing what is termed the ‘hydrogen
economy’ in which hydrogen is used ubiquitously as a carbon-neutral energy vector (for
example source of electricity via fuel cells or as a fuel itself when combined with atmospheric
nitrogen to form ammonia) and source of fresh water (when combusted). Major policy
documents have outlined the case for a hydrogen economy.**##849 Significant scientific
challenges here include the need to lower the cost of hydrogen fuel production to that of
petrol, the difficulties in creating a sustainable and low carbon dioxide route for the mass
production of hydrogen, the need to develop safe and more efficient storage (including the
difficulties of compressing and cooling the hydrogen), the need to develop regulations and

42 L. Hammarstrom, S. Hammes-Schiffer, Artificial Photosynthesis and Solar Fuels, Accounts of
Chemical Research, 2009, vol. 42, no. 12, p. 1859.

43 D.]. C. MacKay, Sustainable Energy-Without the Hot Air, UIT, Cambridge, 2009, p. 204.

44 A. B. DPittock, Climate Change: The Science, Impacts and Solutions, 2nd edition, CSIRO Publish-
ing. Collingwood, 2009, p. 177.

45 D.J. C. MacKay, op. cit., p. 41.

46 European Hydrogen and Fuel Cell Technology Platform. Available at www.hfpeurope.org/hfp/
keydocs.

47 US Department of Energy: Hydrogen Posture Plan. Available at www.hydrogen.energy.gov/.

48 The Hydrogen Economy: Opportunities, Costs, Barriers and R&D Needs, National Research
Council and National Academy of Engineering Report. Available at www.nap.edu/catalog,/10922 . html.

49 E4tech, Element Energy, Eoin Lees Energy, A Strateguc Framework for Hydrogen Energy in the
UK. Available at www.berr.gov.uk /files /file26737 .pdf.
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safety standards at national and international levels as well as the need to develop stable
incentive systems for large-scale investment in this area that will not fluctuate with oil prices.

One of the main problems at present with moving to a global hydrogen economy is the
carbon-intensive energy required to produce hydrogen in large quantities by steam refor-
mation of hydrocarbons, generally methane. Hydrogen (H,) on a weight basis has three
times the energy content of gasoline. Liquifying H, requires a complex and expensive pro-
cess in which approximately 35% of H, energy is lost. Compression of H, similarly requires
considerable external energy and a cylindrical shape.®® This problem partially may be solved
by considering the vast nitrogen resource constituting 78% of the atmosphere. Hydrogen
and nitrogen can be combined to make ammonia — a valuable fuel and source of fertilizer.

Making an abundant and easily accessible form of hydrogen (ATP) by the splitting of
water using energy from the sun is the second and most important aspect of solving the
puzzle. The process of photosynthesis is that by which plants (i.e. cyanobacteria now pre-
served as stromatolite fossils in places such as Shark Bay in Western Australia and Zebra
River in Namibia) have created the ecosystems of the earth. Photosynthesis (in its tradi-
tional form utilising biology) provides the fundamental origin of our oxygen, food and the
majority of our present-day fuels; it has been operating on earth for 2.5 billion years.®!

The process of doing photosynthesis is so well understood that it is a feasible scientific
challenge to not only replicate it but improve upon it.>? The capacity to store solar energy in
transportable chemical bonds is the feature that makes enhanced photosynthesis so intrigu-
ing as a form of renewable energy.

Photosynthesis can be considered as a process of planetary respiration: breathing in it
creates a global annual CO, flux®® and on expiration an annual O, flux.** In its present
nanotechnologically unenhanced form, photosynthesis globally already traps around 4,000
EJ /yr solar energy in the form of biomass.*® The global biomass energy potential for human
use from photosynthesis as it currently operates globally is approximately equal to human
energy requirements (450 EJ /yr).56:57:%8

Biologic photosynthesis is a research trial that has been successfully conducted by life
on carth for billions of years. It would be sensible to consider improving upon it as a likely
pathway to energy security and environmental sustainability for humanity.

At the same time as the puzzle of how to do photosynthesis most effectively began to
exercise the minds of some scientists, humanity developed a revolutionary approach to
making things — nanotechnology. Nanotechnology is the science of making things from

50 A. Sartbaeva, V. L. Kuznetsov, S. A. Wells, P. . Edwards, Hydrogen Nexus in a Sustainable Energy Future,
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components that are not much bigger than a few atoms, less than 100nm (a nanometer is a
billionth of a metre). The chief policy interest to date with nanotechnology has been con-
cerned with ensuring its safety.’ Corporations (as was to be expected in the Corporatocene)
have focused on making money from nanotechnology through consumer products such as
lightweight, strong sporting goods (carbon fibre golf clubs and racing bikes) and odourless
socks and shirts as well as packaging that preserves food as it is flown or container-shipped
around the world (with nanosilver).

Experts, however, have encouraged nanotechnology researchers instead to systematically
contribute to achievement of the United Nations Millennium Development Goals (as they
then were), particularly energy storage, production and conversion, agricultural productiv-
ity enhancement, water treatment and remediation.®® Nanotechnology could equally be
prioritised to focus on achievement of the Sustainable Development Goals: 1) One in five
people still lacks access to modern electricity, 2) 3 billion people rely on wood, coal, char-
coal or animal waste for cooking and heating, 3) Energy is the dominant contributor to
climate change, accounting for around 60% of total global greenhouse gas emissions and
4) Reducing the carbon intensity of energy is a key objective in long-term climate goals.©!

Yet the case can be made that looked at from an idealistic perspective coherent with basic
ethical and human rights principles, the moral culmination of nanotechnology should be
global artificial photosynthesis (‘GAP’).®? In simple terms ethics is a process of develop-
ing principles that can be consistently applied by all rational persons to produce virtue
and mutual flourishing. In such basic ethical terms if humanity breathes oxygen, its build-
ings should make oxygen. Ethically, if humanity breathes out carbon dioxide, its buildings
should resorb from the atmosphere that greenhouse gas. The idea of making the all human
structures on the earth’s surface do photosynthesis without biology is an ethical commit-
ment at the core of the vision of a transition to a Sustainocene epoch. In this way technol-
ogy operating at a billionth of a metre can improve upon and take some economic pressure
off a biological system successfully operating for billions of years. The development of an
economy based on practical solar fuels (whether focusing primarily on splitting water to cre-
ate hydrogen, or also utilising atmospheric nitrogen to make ammonia) will be a major step
in shifting the biosphere from what has been termed the ‘Corporatocene’ to the Sustaino-
cene epoch. It will no doubt also become a governance battlefield as corporations earning
vast profits from oil, coal and fracking gas attempt to use patent laws and ISDS proceedings
to prevent governments from facilitating deployment of such new renewable energy and
climate change mitigation technologies in accordance with principles of justice and fairness
such as those in the UDBHR.

Many researchers in the AP field will continue for several decades to consider that geneti-
cally modifying or utilising plants can and will continue to be the best option. They will
seck for example to genetically manipulate or even synthetically reproduce photosynthetic
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plants and bacteria to maximise their light capture and carbon reduction activities.®® This
is likely to remain an attractive area because scientists will be able to deliver results in
short grant cycles. Yet long term the AP field will begin to shift towards non-biological
nanotechnology-based AP. This is not simply because the scientific challenge of under-
standing and replicating natural AP is intriguing but there are significant implications of
being able to capture many more photons than natural systems, to use them more efficiently
to make fuel and food and fertilizer not only from atmospheric carbon dioxide, but from
atmospheric nitrogen.

One model of a Sustainocene powered by solar fuels involves bio-mimetic polymer pho-
tovoltaic generators plugged into the national electricity grid to power (near large sources
of seawater, CO,, waste heat, high solar irradiation and proximity to end use facilities)
large-scale hydrogen fuel and waterless agriculture, chemical feedstocks and polymers for
fibre production.®* This model has the advantage of the ‘light’ and ‘dark’ reactions being
uncoupled in relation not only to energy/material flow balance, but also to the requirement
to be co-located in space. Yet such a model favours power concentration in the hands of a
few and in that sense is less ethical than a model of GAP which emphasises individual and
community involvement in micro or local generation of fuel and food through AP products
installed as a policy priority on domestic dwellings and vehicles.®® There is a simple ethical
message at the core of the Sustainocene in telling people that nanotechnology will be used
to make buildings function like trees. A device that can do this and is available to cheap
purchase and installation, like the mobile phone or Internet, could rapidly transform society
into a place more characterised by virtues like equity and environmental sustainability.

Yet if global artificial photosynthesis is to be utilised this way, governance principles such
as equitable transfer of such transformative technologies will need to be in place.®®¢” It is
here that the UDBHR principles on equity in technology transfer addressed to corpora-
tions could have a critical role in developing positive law domestic norms to counteract the
pseudo-legal norms developing at the behest of multinational corporations out of trade and
investment agreements.

Technology transfer and transnational benefit in the UDBHR

The UDBHR contains three substantial provisions on technology transfer and transnational
benefit likely to assist in shaping the principles by which new renewable energy and climate
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change technologies (such as AP) are globally deployed. These are found in Articles 14, 15
and 21.

Avrticle 14 of the UDBHR velevantly provides

2. Taking into account that the enjoyment of the highest attainable standard of health
is one of the fundamental rights of every human being without distinction of race,
religion, political belief and economic, or social condition, progress in science and
technology should advance:

(a) access to quality health care and essential medicines, especially for the health of
women and children, because health is essential to life itself and must be considered
to be a social and human good;

(b) access to adequate nutrition and water;

(c) improvement of living conditions and the environment;

(d) elimination of the marginalisation and the exclusion of persons on the basis of any
grounds;

(e) reduction of poverty and illiteracy.

Article 14 of the UDBHR goes beyond Article 66.2 of TRIPS (Agreement on Trade-Related
Aspects of Intellectunl Property Rights) by linking technology transfer explicitly to a list of
five global public goods. In this sense Article 14 of the UDBHR may represent a potentially
revolutionary step in the task of evolving international technology transfer norms. The
provision links to international human rights law through the language of “fundamental
rights”.%® More particularly, it expressly links progress in science and technology (such as
AP) to the conceptual penumbra of the international right to health as well as economic,
social and cultural rights. At the same time, the reference in 14.2 (a) to health being “a
social and human good” emerges more from the language of bioethical discourse.®’
Article 14’s reference to “progress” in science and technology supports the view that the
focus in the UDBHR is on not just transfer of fully mature technology, but of knowledge
transfer at the earliest stages of the research process. The reference in Article 14.2 (a) to
progress in science and technology advancing access to essential medicines necessarily is
likely to promote debate about the difference between “innovative” and “essential” medi-
cines and whether each term should be defined by, for example, the operation of competi-
tive markets or by scientific evidence of objectively demonstrated therapeutic benefit.”

Avrticle 15 — shaving of benefits

1. Benefits resulting from any scientific research and its applications should be shared
with society as a whole and within the international community, in particular with

68 S. K. Sell, Private Power, Public Law: The Globalization of Intellectunl Property Rights, Cambridge
University Press, Cambridge 2003.
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developing countries. In giving effect to this principle, benefits may take any of the
following forms:

(a) special and sustainable assistance to, and acknowledgement of, the persons and
groups that have taken part in the research;

access to quality health care;

provision of new diagnostic and therapeutic modalities or products stemming from
research;

support for health services;

e) access to scientific and technological knowledge;

—
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f) capacity-building facilities for research purposes;
(g) other forms of benefit consistent with the principles set out in this Declaration.

2. Benefits should not constitute improper inducements to participate in research.

This provision appears considerably broader than the articulations of technology transfer
norms in public international law. First of all, the concept of sharing benefits here expressed
may permit, for example, evidence-based expert assessment of whether the technology
being transferred is actually of cost-effective benefit to the developing nation, that is, a
science-based evaluation of whether it represents true ‘health innovation’. Second, the shar-
ing of diagnostic and therapeutic modalities or products stemming from research (core
aspects of technology transfer norms under public international law) is linked here with
provision of and access to health services and care.”! Third, technology transfer is here
associated with principles requiring access to scientific and technological knowledge and
capacity-building facilities for research purposes.

Avrticle 21 — transnational practices — of the UDBHR provides

1. States, public and private institutions, and professionals associated with transnational
activities should endeavour to ensure that any activity within the scope of this Declara-
tion, undertaken, funded or otherwise pursued in whole or in part in different states,
is consistent with the principles set out in this Declaration.

2. When research is undertaken or otherwise pursued in one or more states (the host
State(s)) and funded by a source in another state, such research should be the object
of an appropriate level of ethical review in the host state(s) and the state in which the
funder is located. This review should be based on ethical and legal standards that are
consistent with the principles set out in this Declaration.

3. Transnational health research should be responsive to the needs of host countries, and
the importance of research contributing to the alleviation of urgent global health prob-
lems should be recognised.

4. When negotiating a research agreement, terms for collaboration and agreement on the
benefits of research should be established with equal participation by those party to the
negotiation.

71 J. H. Barton, New Trends in Technology Transfer: Implications for National and International
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5. States should take appropriate measures, both at the national and international levels,
to combat bioterrorism and illicit traffic in organs, tissues, samples, genetic resources
and genetic-related materials.

This provision takes up the unique challenge to the global normative architecture surround-
ing the activities of multinational corporate actors provided by Article 1 of the UDBHR.
Article 1 provides:

2. This Declaration is addressed to states. As appropriate and relevant, it also provides
guidance to decisions or practices of individuals, groups, communities, institutions and
corporations, public and private.

Article 21.1 of the UDBHR, in this context, may be viewed as creating non-binding, best
endeavours encouragement for multinational corporations to ensure that their health tech-
nology research, for example, conforms to principles such as those set out in Articles 14 and
15 of the UDBHR. Articles 21.2 and 21.3 taken together appear to define ‘transnational
research’ as research undertaken or otherwise pursued in one or more state(s), but funded
by a source in another state. This careful wording makes clear that the funding need not
be provided by the state itself, but may derive, for instance, from private corporate sources,
national or multinational in origin. Enunciation of the precautionary principle in relation
to new developments in biotechnology and of the duty of humans to protect the environ-
ment for its own sake would be significant in this context. Yet arguably the second half of
Article 21.3 goes beyond this, towards the evolution of a broader norm relating to transna-
tional benefit in global health technology research in particular.

The principle stated in the second half of UDBHR Article 21.3, that states and public
and private corporate actors should recognise the ‘importance of research contributing to
the alleviation of urgent global health problems’ has similarly important policy implications
for global health. It has implications, for example, for university research policies, which
could encourage a shift in academic decision making about research directions at the com-
mencement of public-funded basic science projects. It likewise has implications for licensing
conditions and governance oversight of multinational corporations and the extent to which
nations begin to move towards a science-based rather than market assessment (distorted by
advertising and anti-competitive practices) approach to regulating technology innovations
like to assist global health (such as AP).”

Intersections of UDBHR technology transfer with public
international law and trade agreements

The UDBHR principles relevant to new technologies should be read in the context of how
developing countries over the last few decades have implemented a variety of domestic
policies to facilitate technology transfer from developed nations and multinational corpora-
tions and to encourage transnational benefit from new health technologies. These range
from policies promoting science education, to funding for the creation and acquisition of

72 T. A. Faunce, Toward a Treaty on Safety and Cost-Effectiveness of Pharmaceuticals and Medi-
cal Devices: Enhancing an Endangered Global Public Good, Globalization and Health, 2006, vol. 2,
pp- 5-15.
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innovative technology, tax incentives for purchase of capital equipment and increased and
enforced intellectual monopoly privileges (IMPs) (generally termed ‘intellectual property
rights” (IPRs)).”? In the late 1970s, many developing countries sought in vain a Code of
Conduct to regulate technology transfer under United Nations (UN) auspices.”

The International Covenant on Civil and Political Rights (ICCPR) and International
Covenant on Economic, Social and Cultural Rights (ICESCR) (in Articles 2 and 2 (1) and
3 respectively) require states to take steps “individually and through international assistance
and cooperation, especially economic and technical” to fulfil their human rights obligations
in a manner that is non-discriminatory and responsive to the needs of the most vulnerable
and marginalised groups. Also relevant could be the international human right to seek,
receive and impart information which is part of the right to freedom of expression and the
right to the enjoyment of the benefits of scientific progress (Article 19 ICCPR and Arti-
cle 15(1) (b) ICESCR). Progressive realisation of the international human right to health,
in this context, remains an important normative component of the Universal Declaration
of Human Rights (UDHR) and ICESCR (Article 25 UDHR, Article 12 ICESCR). In the
same category is the human right to share in scientific advancement and its benefits (Arti-
cle 27 UDHR).” Presently nearly a hundred multilateral agreements refer to technology
transfer, mostly as a ‘transfer in” process by which developing countries seek to gain access
to technical goods and know-how imported from the developed world.”¢

In the late 1990s, technology transfer was strategically incorporated into agendas in the
World Trade Organization (WTO) that regulated technology as ‘tradable commodity’.””
The Agreement on Trade-Related Aspects of Intellectunl Property Rights (known as TRIPS)
in Article 7 noted that IPRs (IMPs) should contribute to the promotion of technological
innovation and the transfer and dissemination of technology. Article 8.2 permitted coun-
tries to adopt “appropriate measures” to prevent the abuse of IPRs (IMPs) or “resort to
practices” that “adversely affect the international transfer of technology”. Furthermore,
Article 66.2 of TRIPS addresses the issue of development, providing that:

Developed country Members shall provide incentives to enterprises and institutions in
their territories for the purpose of promoting and encouraging technology transfer to
least-developed country Members in order to enable them to create a sound and viable
technological base.

In 2001, WTO members established a Working Group on Trade and Technology Trans-
fer to examine the relationship between trade and the transfer of technology to develop-
ing countries. In the same year, the TRIPS Council required developed-country members
to submit detailed reports on the functioning in practice of the incentives provided to
their enterprises for the transfer of technology in pursuance of their commitments under
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Article 66.2. This reflected a long history of efforts by developing countries to enhance the
relevance of the WTO for development, including the earlier, stalled proposal for a Code of
Conduct on Technology Transfer.”s

Licensing has become one of the major legal methods of technology transfer. It involves
a permission granted by the patent owner to another to use the patented invention on
agreed terms and conditions, while the patent owner continues to retain ownership of the
patent. Licensing not only creates an income source for the patentee, but also establishes
the legal framework for the transfer of the technology to developing nation researchers
and engineers. A nation’s power to regulate licensing practices that are abusive of technol-
ogy transfer is contained in Article 40 of TRIPS. Technology transfer as a process often
commences with innovations in academic institutions created with public funds. Successful
technology transfer generally requires adaptive investments by local firms in technologies
made available and affordable.””

Yet, a major stumbling block to the populations of developing countries gaining ben-
efit from such initiatives remains that patent holders (often multinational corporations)
view norms of technology transfer and transnational benefit as disproportionately cutting
into their profits while adding to their costs.®® This has resulted in peak non-governmental
organisations and developing-nation stakeholders suggesting that norms of technology
transfer under public international law have been deliberately shaped as ‘soft law’ best
endeavours principles lacking the type of enforcement mechanism that IPRs (IMPs) gained
under TRIPS (for instance trade sanctions upon breach of obligations). In practice, such
stakeholders often claim, technology transfer norms under public international law tend
to merely facilitate multinational corporations locating their production facilities within
developing countries, to take advantage of the cheap labour or low-cost natural resources.?!

This controversy provided part of the background to the adoption of the Doha Declara-
tion on TRIPS and Public Health in 2003.%? Paragraph 7 of the Declaration provides:

We reaffirm the commitment of developed-country members to provide incentives
to their enterprises and institutions to promote and encourage technology transfer to
least-developed country members pursuant to Article 66.2.

Yet, developing nations continue to raise concerns at the Council for TRIPS about the lack of
effective action by developed countries to comply with Article 66.2 of the TRIPS Agreement.
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The World Intellectual Property Organization (WIPO) Development Agenda in its efforts to
promote technology transfer refers chiefly to public international law instruments such as the
ICCPR, ICESCR and TRIPS and makes little obvious reference to bioethics.®?

The above discussion has highlighted tensions between developing and developed
nations in this area. It has nonetheless demonstrated that norms of technology transfer
and transnational benefit do have a legitimate and explicit place in core texts of public
international law.* Those texts can be viewed as providing their own legitimacy for such
norms in a positivist manner within the traditional framework of international law set out,
as mentioned, in Article 38 of the Statute of the International Court of Justice. This becomes
an important part of the conceptual background for technology transfer and transnational
benefit norms in the UDBHR.

A comparison can be made here to the Norms on the Responsibilities of Transnational Cor-
porations and Other Business Enterprises with Regard to Human Rights, which was adopted
by the UN Sub-Commission on the Promotion and Protection of Human Rights in August
2003, after years of effort and deliberation. The legal status of the latter instrument is similar
to the UDBHR in the sense that it is likely to influence, but has not acquired any formal
status under public international law.3 Although the Norwms on the Responsibilities of Transna-
tional Corporations and Other Business Enterprises with Regard to Human Rightsis arguably a
restatement of international legal principles about corporate social obligations, it remains con-
troversial whether these types of norms targeting individual human beings and corporations
(artificial entities, recognised as persons for some legal purposes) can be adequately explained
within the traditional framework of public international law.%¢ Public international law has
established itself as a valuable but by no means sufficient system in which obligations related
to international public health and technology transfer may be developed and debated.?”#

It could also be argued that there is no need to locate a definitive normative foundation
in public international law now for the UDBHR or its technology transfer and transnational
benefit provisions. Given its existing inchoate formal status under public international law,
the UDBHR, like the Norms on the Responsibilities of Transnational Corporations and Other
Business Enterprises with Regard to Human Rights could be viewed as a transition phase
towards health norms under international ‘hard’ law such as those in the regional European
Convention on Human Rights and Biomedicine. In force since 1997 (having acquired the
requisite number of ratifications), this latter regional convention has a firm normative sta-
tus under international law. Its status under customary international law is also strong, the
European Court of Human Rights having taken it into account in dealing with cases where
the relevant countries had not even ratified or signed the document.?? It covers comparable
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matters relevant to technology transfer, such as equitable access to health care (Article 3)
and scientific research (Chapter V). Thus principles of technology transfer and transnational
benefit in the UDBHR, like those in the UDHR, may not only eventually be accepted as a
part of customary international law, but as part of a similarly binding international conven-
tion or conventions.” This International Convention on Bioethics and Human Rights may
have its own monitoring committee receiving states’ reports, issuing general comments and
receiving communications from individuals concerning breaches of such obligations.

‘UNESCO Declaration on Photosynthesis and Human Rights’

We have seen the UNESCO Universal Declaration on the Human Genome and Human
Rights and the UDBHR encourage the evolution of legal norms coherent with bioeth-
ics and human rights that challenge norms privileging corporate power. The next stage
towards establishing the governance conditions for the Sustainocene could be a UNESCO
Universal Declaration on Photosynthesis and Human Rights. Such a text could be the first
to declare that photosynthesis, arguably a more important invention of biology than the
human genome, as common heritage of not just humanity but all forms of life.

This would begin the normative process of protecting photosynthesis from excessive
patents promoting inequitable or unsustainable use within the class of United Nations trea-
ties involved with protecting the common heritage of humanity (such provisions cover, for
instance, outer space,”! the moon,?? deep sea bed,”® Antarctica® and world natural heritage
sites®®). Five core components are generally regarded as encompassing the common heri-
tage of humanity concept under public international law. First, there can be no private or
public appropriation; no one legally owns common heritage spaces or materials. Second,
representatives from all nations must manage such resources on behalf of all (this often
necessitating a special agency to coordinate shared management). Third, all nations must
actively share with each other the benefits acquired from exploitation of the resources from
the commons heritage region, this requiring restraint on the profit-making activities of
private corporate entities and linking the concept to that of global public good. Fourth,
there can be no weaponry developed using common heritage materials. Fifth, the commons
should be preserved for the benefit of future generations.”*”

The claim for artificial photosynthesis and its core components to common heritage
status would likely be at an inchoate stage initially. Probably the closest analogies involve
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claims that genetic diversity of agricultural crops,”® plant genetic resources in general,”
biodiversity'® or the atmosphere!® should be treated as not just areas of common concern
but subject to common heritage requirements under international law.

The UNESCO Universal Declaration on the Human Genome and Human Rights, for
example, in Article 1 declared that: “The human genome underlies the fundamental unity
of all members of the human family, as well as the recognition of their inherent dignity and
diversity. In a symbolic sense, it is the heritage of humanity.” Article 4 states: “The human
genome in its natural state shall not give rise to financial gains”.!> Other international law
concepts coherent with such a principle include those that may declare the basic processes
of photosynthesis a global public good,'* an aspect of technology sharing obligations,'** or
those arising under the international right to health (set out for example in Article 12 of the
United Nations International Covenant on Civil and Political Rights).'® The UNESCO
Declavation on the Responsibilities of the Present Generations Towarvds Future Generations
expresses a concept of planetary common heritage that could encompass photosynthesis in

Article 4:

The present generations have the responsibility to bequeath to future generations an
Earth which will not one day be irreversibly damaged by human activity. Each genera-
tion inheriting the Earth temporarily should take care to use natural resources reason-
ably and ensure that life is not prejudiced by harmful modifications of the ecosystems
and that scientific and technological progress in all fields does not harm life on Earth.!%

Planetary medicine is now a growing field in which the expertise of medical professionals is
directed towards issues of global health and environmental protection, particularly includ-
ing climate change.!'”” A UNESCO Declaration on Photosynthesis and Human Rights could
well support a global scientific endeavour on that topic and be promoted through domestic
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and international media as a defining symbolic endeavour of planetary nanomedicine.!%%1°

One benefit of this for artificial photosynthesis researchers is that funding agencies respond
indirectly to public and governmental national interest concerns and nanotechnology,
despite its great promise, still has a problematic place in the popular imagination owing
to safety issues. A Global Artificial Photosynthesis Project therefore represents an excellent
opportunity to create high-profile awareness of nanotechnology as a positive contributor to
overcoming major contemporary public health and environmental problems.

Conclusion: normative foundations in an emergent
cosmopolitanism?

It has been argued that the UDBHR provisions on just and equitable technology transfer
addressed to corporations are likely to play an important role in the world’s governance
transition from Corporatocene to Sustainocene. The UDBHR'’s role in this respect initially
may be to influence public opinion and the moral views of policy makers, judges and legisla-
tors. The UDBHR'’s drafting history suggests that that text cannot readily be conceived as
a codification on the public international law plane of extant bioethical principles. Similarly,
only with some stretching of significance from the initial UDBHR preamble and unjus-
tifiable polarisation of bioethics scholarship can it be considered a summary of principles
emerging from a purely virtue-based bioethics normative tradition distinct from public
international law.

One way of locating a solid normative foundation for technology transfer and transna-
tional benefit norms in the UDBHR could be to focus on their link to well-established
human rights and bioethical documents such as those mentioned in the preamble. Instru-
ments containing technology transfer principles mentioned in the UDBHR preamble, such
as the UDHR, the ICCPR and the ICESCR, are unambiguously part of the corpus of inter-
national public law through various components of the rule of recognition in Article 38 of
the Statute of the International Court of Justice. The UDBHR itself, however, and bioethi-
cal texts such as the Helsinki Declaration are not generally accepted as part of customary
international law under this positivist normative mechanism.

Another approach might seek to normatively found the UDBHR and its technology
transfer and transnational benefit principles on the type of cosmopolitan normative think-
ing adopted by activists with a strong sense of conscience (for example those in non-
governmental organisations (NGOs) such as Medecins Sans Frontiers, Medact or Oxfam).
Such stakeholders in international civil society begin increasingly to strive for constant
application of principles not derived from often dubious institutionalised methods of rule-
making by which states acquire and maintain power, but from an emerging normative
cosmopolitanism. Such a cosmopolitan normative foundation breaks with the seeming
inevitability of nation states as instruments of global governance, replacing them with forms
of liquid democracy in which all mature citizens can register to vote electronically (or pass
their vote to someone individually considered more qualified) on legislation enacted in a
parliamentary institution representing humanity as a whole.!?
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By conceding that a morally arbitrary boundary such as the boundary of the nation
has a deep and formative role in our deliberations, we seem to be depriving ourselves
of any principled way of arguing to citizens that they should in fact join hands across

these other barriers.!!!

Such normative cosmopolitanism must nonetheless confront transitional difficulties asso-
ciated with the contrary economic and political power of global corporate entities, the
absence of formal citizenship status in a world government, and claims that cosmopolitan
normative foundations promote an abstract, utopian sense of humanity that obscures fam-
ily, cultural and community bonds and dangerously contradicts mass media influences and
obligations to obey domestic laws (often despite how undemocratically they are manip-
ulated by ruling elites).!'? There are influential stakeholders set to lose fortunes if large
numbers of people decide to build upon global distribution of AP technology that gives
them ready equitable access to fuel, food and fertilizer to diminish national and corporate
allegiances in favour of local, globally linked associations and supporting universal ideals
and social virtues such as justice, equity and respecting human dignity, but the equally sig-
nificant non-anthropocentric virtue of environmental sustainability. The UDBHR will have
a critical role to play in this normative transition to Sustainocene values.

References

Barton, John H. 2007, New Trends in Technology Transfer: Implications for National and Inter-
national Policy, ICTSD Programme on IPRs and Sustainable Development, ICTSD Issue
Paper No 18. ICTSD, Geneva.

Beer, Christian, Reichstein, Markus, Tomelleri, Enrico, Ciais, Philippe, 2010, Terrestrial Gross
Carbon Dioxide Uptake: Global Distribution and Covariation with Climate, Science, 329:
834-838.

Blankenship, Robert E. 2002, Molecular Mechanisms of Photosynthesis, Oxtord /Malden: Black-
well Science.

Bowman, Michael, Redgwell, Catherine 1996, International Law and Conservation of Biological
Diversity, The Hague: Kluwer Law International.

Correa, Carlos M. 2005, Can the TRIPS Agreement Foster Technology Transfer to Developing
Countries?, in International Public Goods and Transfer of Technology Under a Globalized Intel-
lectunl Property Regime (pp. 227-256), Maskus, K.E., Parmann, G. eds. Cambridge: Cam-
bridge University Press.

Crutzen, Paul J. 2002, Geology of Mankind, Nature, 415: 23-26.

Crutzen, Paul J., Stoermer, Eugene 2000, The Anthropocene, Global Change Newsletter, 41:
17-18.

Esty, Daniel C. 2001, Bridging the Trade-Environment Divide, Journal of Economic Perspectives,
15: 113-130.

Faunce, Thomas Alured 2004, Developing and Teaching the Virtue-Ethics Foundations of
Healthcare Whistle Blowing, Monash Bioethics Review, 23(4): 41-55.

Faunce, Thomas Alured 2005a, The UNESCO Bioethics Declaration “Social Responsibility”
Principle and Cost-Effectiveness Price Evaluations for Essential Medicines, Monash Bioethics
Review, 24(3): 10-19.

111 M. C. Nussbaum, Patriotism and Cosmopolitanism, Boston Review, October 1, 1994. Available at
http:/ /bostonreview.net/martha-nussbaum-patriotism-and-cosmopolitanism.

112 R. Fine, Taking the ‘Ism’ Out of Cosmopolitanism, European Journal of Social Theory, 2003, vol. 6,
no. 4, pp. 451-470.


http://bostonreview.net/martha-nussbaum-patriotism-and-cosmopolitanism

From corporatocene to sustainocene 141

Faunce, Thomas Alured 2005b, Will International Human Rights Subsume Medical Ethics?
Intersections in the UNESCO Universal Bioethics Declaration, Journal of Medical Ethics, 31:
173-178.

Faunce, Thomas Alured 2006, Toward a Treaty on Safety and Cost-Effectiveness of Pharmaceu-
ticals and Medical Devices: Enhancing an Endangered Global Public Good, Globalization and
Henlth, 2: 5-15.

Faunce, Thomas Alured 2007, Who Owns Our Health: Medical Professionalism, Law and Leader-
ship Beyond the Age of the Market State. Sydney: University of New South Wales Press.

Faunce, Thomas Alured 2008, Toxicological and Public Good Considerations for the Regulation
of Nanomaterial-Containing Medical Products, Expert Opinion in Drug Safety, 7(2): 103-106.

Faunce, Thomas Alured 2010a, 15th International Congress of Photosynthesis, August 2010,
Beijing.

Faunce, Thomas Alured 2010b, Nanotechnology for Sustainable Energy Conference, sponsored by
the European Science Foundation, Obergurgl, Austria.

Faunce, Thomas Alured 2012, Future Perspectives on Solar Fuels, in Molecular Solar Fuels Book
Series: Energy (pp. 506-528) Wydrzynski, Thomas John, Hiller, Warwick, eds., Cambridge
UK: Royal Society of Chemistry.

Faunce, Thomas Alured 2012, Nanotechnology for a Sustainable World: Global Artificial Photo-
synthesis as the Moral Culmination of Nanotechnology, Cheltenham: Edward Elgar.

Faunce, Thomas Alured, Lubitz, Wolfgang, Rutherford, A. William, MacFarlane, Douglas,
Moore, Gary F., Yang, Peidong, Nocera, Daniel G., Moore, Tom A., Gregory, Duncan H.,
Fukuzumi, Shunichi, Yoon, Kyung Byung, Armstrong, Fraser A., Wasiclewski, Michael R.,
Styring, Stenbjorn 2013, Energy and Environment Policy Case for a Global Project on Artifi-
cial Photosynthesis, Energy and Environmental Science, 6(3): 695-698.

Faunce, Thomas Alured, Nasu, Hitoshi 2008, Three Proposals for Rewarding Novel Health
Technologies Benefiting People Living in Poverty: A Comparative Analysis of Prize Funds,
Health Impact Funds and a Cost-Effectiveness/Competitive Tender Treaty, Public Health
Ethics, 1(2): 146-153.

Faunce, Thomas Alured 2013, Artificial Photosynthesis as a Frontier Technology for Energy
Sustainability, Energy and Environmental Science, 6: 1074.

Fidler, David P. 1997, Return of the Fourth Horseman: Emerging Infectious Diseases and Inter-
national Law, Minnesota Law Review, 81: 771-775.

Fine, Robert 2003, Taking the “Ism” Out of Cosmopolitanism, European Journal of Social
Theory, 6(4): 451-470.

Fischer, Gunther, Schrattenholzer, Leo 2001, Global Bioenergy Potentials Through 2050, Bio-
mass Bioenergy, 20: 151-155.

Fowler, Cary 1993, Biological Diversity in a North-South Context, in Green Globe Yearbook
(pp. 33—41) Bergersen, H.O., Parmann, G., eds., Oxford: Oxford University Press.

Frakes, Jennifer 2003, Notes and Comments: The Common Heritage of Mankind Principle and
the Deep Seabed, Outer Space, and Antarctica: Will Developed and Developing Nations Reach
a Compromise?, Wisconsin International Law Journal, 21: 409.

Furnass, Bryan 2012, From Anthropocene to Sustainocene: Challenges and Opportunities. Public
Lecture. Australian National University, Sidney, 21 March 2012.

Ganguly, Samrat 1999, The Investor-State Dispute Mechanism (ISDM) and a Sovereign’s Power
to Protect Public Health, Columbia Journal of Transnational Law, 38: 13-68.

Gathii, James T. 2002, The Legal Status of the Doha Declaration on TRIPS and Public Health
Under the Vienna Convention on the Law of Treaties, Harvard Journal of Law and Technol-
ogy, 15(2): 291-317.

Hammarstrom, Leif, Hammes-Schiffer, Sharon 2009, Artificial Photosynthesis and Solar Fuels,
Accounts of Chemical Research, 42(12): 1859-1860.

Holmer, Alan F., Reif, Max C., Schwarting, Steven J., Bohrer, Robert A., Hayes, Thomas A.,
Rightor, Ned, Summers, William K., Driscoll, James, Orient, Jane M., Jacobs, Claude, Mchta,



142 Thomas Alured Faunce

Dilip J., Angell, Marcia 2000, The Pharmaceutical Industry-To Whom Is It Accountable?,
New England Journal of Medicine, 343: 1415-1417.

Hoogwijk, Monique, Faaij, André, van den Broek, Richard, Berndes, Goran, Gielen, Dolf,
Turkenburg, Wim 2003, Exploration of the Ranges of the Global Potential of Biomass for
Energy, Biomass Bioenergy, 25: 119-123.

Kaul, Inge, von Weizacker, Ernest Ulrich, Young, Oran R., Finger, Matthias (eds.) 2006, Limits
to Privatization, Earthscan Publications: London 311.

Kinley, David, Chambers, Rachel 2006, The UN Human Rights Norms for Corporations: The
Private Implications of Public International Law, Human Rights Law Review, 6: 447-497.
Kumar, Ajay, Jones, David D., Hanna, Milford A. 2009, Thermochemical Biomass Gasification:

A Review of the Current Status of the Technology, Energies, 2(3): 556-581.

Leslie, Mitch 2009, Origins: On the Origin of Photosynthesis, Science, 323: 1286-1287.

Lovelock, James E. 1991, Gaia, the Practical Science of Planetary Medicine, London: Gaia Books.

MacKay, David 2009, Sustainable Energy-Without the Hot Air, Cambridge: UIT.

Martin, Greg, Sorenson, Corinna, Faunce, Thomas Alured 2007, Balancing Intellectual Monop-
oly Privileges and the Need for Essential Medicines, Globalization and Health, 3: 4-8.

Maskus, Keith E., Saggi, Kamal, Puttitanun, Thitima 2005, Patent Rights and International
Technology Transfer through Direct Investment and Licensing, in International Public Goods
and Transfer of Technology Under a Globalized Intellectual Property Regime (pp. 265-281)
Maskus, Keith E., Reichman, Jerome H., eds., Cambridge: Cambridge University Press.

McMichael, Tony 2002, The Biosphere, Health, and “Sustainability”, Science, 297(5584): 1093.

Nocera, Daniel G. 2006, On the Future of Global Energy, Daedalus, 135, 112-115.

Nussbaum, Marta C., 1994, Patriotism and Cosmopolitanism, Boston Review, <http://boston
review.net/martha-nussbaum-patriotism-and-cosmopolitanism>.

Nys, Herman 2005, Towards an International Treaty on Human Rights and Biomedicine? Some
Reflections Inspired by UNESCO’s Universal Declaration on Bioethics and Human Rights,
European Journal of Health Law, 13: 5-8.

Pace, Ronald 2005, in Artificial Photosynthesis: From Basic Biology to Industrial Application
(p- 13) Collings, A. and Ciritchley, C., eds., Weinheim: Wiley-VCH Verlag.

Pachauri, Rajendra, Reisinger, Andy (eds.) 2007, Report of the Intergovernmental Panel on Cli-
mate Change, IPCCC, Geneva, Switzerland.

Pardo, Arvid 1968, Whose Is the Bed of the Sea?, Proceedings of the American Society of Interna-
tional Law, 62: 216-229.

Parikka, Matti 2004, Global Biomass Fuel Resources, Biomass Bioenergy, 27: 613.

Pellegrino, Edmund D. 1995, Toward a Virtue Based Normative Ethics for the Health Profes-
sions, Kennedy Institute of Ethics Journal, 5: 253-277.

Pittock, Barrie A. 2009, Climate Change. The Science, Impacts and Solutions, 2nd edition, Col-
lingwood: CSIRO Publishing.

Ragauskas, Arthur J., Williams, Charlotte K., Davison, Brian H., Britovsek, George, Cairney,
John, Eckert, Charles A., Frederick Jr., William J., Hallett, Jason P., Leak, David J., Liotta,
Charles L., Mielenz, Jonathan R., Murphy, Richard, Templer, Richard, Tschaplinski, Timothy
2006, The Path Forward for Biofuels and Biomaterials, Science, 484: 311.

Raustiala, Kal 2005, Form and Substance in International Agreements, The American Journal of
International Law, 99(3): 581-614.

Rogner, Hals-Hogner 2004, United Nations Development World Energy Assessment. Geneva:
United Nations, 5: 162.

Salamanca-Buentello, Fabio, Deepa L., Court, Erin B., Martin, Douglas K., Daar, Abdallah S.,
Singer, Peter A. 2005, Nanotechnology and the Developing World, PloS Med., 2: ¢97.

Sartbaeva, Asel, 2008, Hydrogen Nexus in a Sustainable Energy Future, Energy and Environ-
mental Science, 1: 79-85.

Sell, Susan K. 2003, Private Power, Public Law: The Globalization of Intellectunl Property Rights,
Cambridge: Cambridge University Press.


http://bostonreview.net/martha-nussbaum-patriotism-and-cosmopolitanism
http://bostonreview.net/martha-nussbaum-patriotism-and-cosmopolitanism

From corporatocene to sustainocene 143

Simma, Bruno, Alston, Philip 1992, The Sources of Human Rights Law: Custom, Jus Cogens
and General Principles, Australian Yearbook of International Law, 12: 82-102.

Steffen, Will, Crutzen, Paul J., McNeill, John R. 2007, The Anthropocene: Are Humans Now
Overwhelming the Great Forces of Nature, AMBIO: A Journal of the Human Environment,
36(8): 614-621.

Steffen, Will, Persson, Asa, Deutsch, Lisa, Zalasiewicz, Jan, Williams, Mark, Richardson, Kath-
erine, Crumley, Carole, Crutzen, Paul, Folke, Carl, Gordon, Line, Molina, Mario, Ramana-
than, Veerabhadran, Rockstrom, Johan, Scheffer, Marten, Schellnhuber, Hans Joachim,
Svedin, Uno 2011, The Anthropocene: From Global Change to Planetary Stewardship,
AMBIO: A Journal of the Human Environment, 40(7): 739-761.

Stern, Nicholas 2007, The Economics of Climate Change: The Stern Review: Cabinet Office HM —
Treasury, Cambridge, UK: Cambridge University Press.

Taylor, Allyn L. 1999, Globalisation and Biotechnology: UNESCO and an International Strategy
to Advance Human Rights and Public Health, American Journal of Law and Medicine, 25:
479-541.

Toebes, Brigit 1999, Towards an Improved Understanding of the International Human Right
to Health, Human Rights Quarterly, 21: 661-679.

Ullrich, Hanns 2005, Expansionist Intellectual Property Protection and Reductionist Competi-
tion Rules; a TRIPS Perspective, Journal of International Economic Law, 7(2): 401-430.

Weissbrodt, David, Kruger, Muria 2005, Human Rights Responsibilities of Business as Non-
State Actors, in Non-State Actors and Human Rights (pp. 315-350) Philip Alston, ed., Oxford:
Oxford University Press.



X The report of the International
Bioethics Committee on
vulnerability

A review

Adele Langlois

Introduction

The Universal Declaration on Bioethics and Human Rights, adopted by the United
Nations Educational, Scientific and Cultural Organization (UNESCO) in 2005, con-
tains 28 articles, 15 of which (3 to 17 inclusive) expound biocthical principles. To
help states and other stakeholders to promote and uphold these principles, UNESCO’s
International Bioethics Committee produces reports explaining them in depth and
advising on their implementation. To date, it has published on consent (2008), social
responsibility and health (2010a), vulnerability (2011), traditional medicine (2013),
non-discrimination and non-stigmatisation (2014) and benefit sharing (2015). In the
Foreword to the first of these reports, on consent, Pierre Sané, then Assistant Director-
General for Social and Human Sciences at UNESCO, emphasised that the principles in
the Declaration are not ‘abstract’, but ‘about real and pressing ethical issues that shape
our daily lives’. Thus, ‘Immediately after the adoption of the Declaration, IBC commit-
ted itself to contribute to the promotion of the Declaration by pursuing and deepening
the reflection on the principles set forth therein” (UNESCO 2008: 5). This chapter
analyses the International Bioethics Committee’s report on vulnerability in the light of
the broader bioethics literature on this subject. The report elaborates Article 8 of the
Universal Declaration on Bioethics and Human Rights, ‘Respect for human vulnerabil-
ity and personal integrity’:

In applying and advancing scientific knowledge, medical practice and associated tech-
nologies, human vulnerability should be taken into account. Individuals and groups of
special vulnerability should be protected and the personal integrity of such individuals
respected.

(UNESCO 2005)

The chapter draws not only on the report itself, but the author’s observations of the draft-
ing process and subsequent discussions at meetings of UNESCO?’s International Bioethics
Committee and Intergovernmental Bioethics Committee in 2010 and 2011. The report
makes a significant contribution to bioethical reflections on the concept of vulnerability by
(a) broadening its application beyond the research context, to healthcare and biotechnol-
ogy and (b) considering societal as well as individual means of addressing vulnerability. Yet
for these means to be implemented by states, ethics committees and communities, more
detailed examples and guidance will be required.
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The concept of vulnerability in bioethics

In terms of bioethics codes and guidelines, the concept of vulnerability was first used
explicitly in the 1979 Belmont Report (Levine et al. 2004: 45; Lange, Rogers and Dodds
2013: 334; ten Have 2015: 395). Before that, vulnerability was implicit. In the Nurem-
berg Code of 1947 and the original version of the World Medical Association’s Ethi-
cal Principles for Medical Research Involving Human Subjects (Declaration of Helsinki
1964), for example, informed consent is presented as the means by which to rectify the
vulnerability of research participants that is inherent in the paternalistic physician—patient
relationship. The Belmont Report lists ‘racial minorities, the economically disadvantaged,
the very sick, and the institutionalized’ as especially vulnerable in three ways: they lack the
capacity to consent to research, they are more liable to be coerced or exploited and
they face a greater risk of harm than others. If these difficulties cannot be mitigated, the
vulnerable group should be excluded from research (Lange, Rogers and Dodds 2013:
334; Aix Scientifics 2014). The 1993 and 2002 guidelines on biomedical research of
the Council for International Organizations of Medical Sciences (CIOMS) encapsulate
these strands as ‘a substantial incapacity to protect one’s own interests’, citing inability to
consent and lack of means, power or resources as the potential sources of this incapacity
(CIOMS 1993; CIOMS 2002: 18, 64). UNESCQO’s Universal Declaration on Bioethics
and Human Rights (2005) expands these ideas by applying the concept to healthcare
as well as research (ten Have 2015: 395). Despite this proliferation of guidelines, there
remains lack of clarity about how vulnerability should be defined and understood (Schon-
feld 2013: 191; Cheah and Parker 2015: 152). Some scholars even reject vulnerability
as a bioethical concept, seeing it as too broad or vague to be useful (Levine et al. 2004:
45; Haugen 2010: 210; Lange, Rogers and Dodds 2013: 333—-334; Schrems 2014: 831;
Tavaglione et al. 2015: 106; ten Have 2015: 395-397). Yet the empirical fact of vulner-
ability does not disappear because it is difficult to conceptualise and thus needs to be
addressed in both research and healthcare settings.

The term “vulnerability” derives from the Latin word meaning “wound” (vu/nus) and
hence implies susceptibility to physical harm (Levine et al. 2004: 47; Carter 2009: 859;
Toader, Damir and Toader 2013: 936; Turner and Dumas 2013: 666; Kelly 2015: 479).
Ten Have (2015: 396) charts how the application of vulnerability has broadened from the
1970s onwards, from being primarily concerned with physical and mental well-being, to
include political, social, economic, cultural and environmental vulnerabilities or insecuri-
ties. Most scholarship on the application of vulnerability to ethical decision making divides
this range into two spheres: the common vulnerability of the human condition and the
special vulnerability of some people caused by internal or external factors (see, for example,
Haugen 2010: 203; Rogers, Mackenzie and Dodds 2012: 12; Benatar 2013: 42; Turner
and Dumas 2013: 665; Schrems 2014: 831; ten Have 2015: 397; Strachle 2016: 38). In
terms of special vulnerability, those who are disabled, for example, might be considered to
be intrinsically more vulnerable than others (thus the source of the vulnerability is inter-
nal), although some argue that disability is a social construct (hence the cause is externally
generated) (Neufeldt and Mathieson 1995: 174; Wendell 1996: 57; Thompson, Bacon and
Auburn 2015: 1328). In between is the view that certain inherent characteristics (such as
disability) may render a person especially vulnerable under certain social conditions. Here
the situation is the focus, rather than the individual themselves (Aultman 2014: 16; Sch-
rems 2014: 838; Tavaglione et al. 2015: 104; ten Have 2015: 397-398).
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Autonomy, or lack of it, plays a key role in determining vulnerability (ten Have 2014:
88; Siriwardhana 2015: 189). The 2008 version of the Helsinki Declaration, for example
(which was functional at the time the UNESCO report on vulnerability was drafted), states,
‘Some research populations are particularly vulnerable and need special protection. These
include those who cannot give or refuse consent for themselves and those who may be
vulnerable to coercion or undue influence’ (Para. 19) (WMA 2008; ten Have 2016: 48).!
There is an inverse relationship here, such that the less autonomy a person has, the more
vulnerable they are considered to be (Haugen 2010: 203; Toader, Damir and Toader 2013:
938; Kelly 2015: 478; Strachle 2016: 36). This can lead to two opposite reactions: a posi-
tive, solidaristic one of caring for the needs of others (ten Have 2015: 403) or an abuse of
power (Kelly 2015: 479). The solidaristic response is elicited by general as well as special
vulnerability. In order for human beings to survive the vagaries of life, they have had to
work together to overcome the physical vulnerabilities inherent to the human condition
(the need for shelter, for example). In this regard, vulnerability has positive as well as nega-
tive outcomes: ‘it is the basis for exchange and reciprocity between human beings’ (Levine
et al. 2004: 47; Rogers, Mackenzie and Dodds 2012: 32; Turner and Dumas 2013: 666;
ten Have 2014: 89 [quoted]). Related to this is the idea that autonomy, too, is dependent
on social interaction, as it is only in relationship with others that autonomy can be learned
and exercised (ten Have 2015: 401).

Types of vulnerability

In ethics, the concept of vulnerability has often been applied to particular populations, to
the extent that the term “vulnerable populations” is more commonly used than “vulnerabil-
ity” itself (Siriwardhana 2015: 189; ten Have 2015: 396). Later versions of the Declaration
of Helsinki, in particular, refer to vulnerable populations and communities (2008) and vul-
nerable individuals and groups (2013), but do not contain the word “vulnerability” (WMA
2008; WMA 2013). The 2002 CIOMS guidelines specity that research should be carried
out on ‘the least vulnerable necessary to accomplish the purposes of the research’ (CIOMS
2002: 18). Vulnerable ‘classes of people’ include children, the elderly, junior members
within a hierarchical group (nursing students or soldiers, for example) and:

[R]esidents of nursing homes, people receiving welfare benefits or social assistance and
other poor people and the unemployed, patients in emergency rooms, some ethnic
and racial minority groups, homeless persons, nomads, refugees or displaced persons,
prisoners, patients with incurable disease, individuals who are politically powerless, and
members of communities unfamiliar with modern medical concepts.

(CIOMS 2002: 64-66)

This type of categorisation of vulnerability has not evolved without criticism (Aultman
2014: 16; ten Have 2015: 397-398). Levine et al. (2004: 44-46) contend that the
list of vulnerable groups has grown so long that the concept has ‘lost force’, as nearly
everyone qualifies for at least one group. But the concept can still be exclusionary. Luna

1 Note, however, that the wording of the 2013 version of the Declaration of Helsinki has been revised
substantially. It now refers to ‘vulnerable groups and individuals’ in a similar way to Article 8 of the Uni-
versal Declavation on Bioethics and Human Rights (2005) and states that they should ‘receive specifically
considered protection’, but does not give any indication of source or type of vulnerability (WMA 2013).
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and Vanderpoel (2013: 325) refer to those listed as vulnerable groups in various ethical
codes and guidelines as the “usual suspects” from ‘lower resources settings’. They argue
that the categorical approach to vulnerability is both too broad, as it ‘labels entire sub-
populations as vulnerable’ and too narrow, as it is ‘blind to the inclusion of individuals
from society who are from a more privileged background’. As Levine et al. (2004: 47)
put it, “There is much that puts research participants at risk beyond their membership
in a “vulnerable” group.’ Labelling can have a stigmatising effect. Furthermore, those
stereotyped as powerless are denied agency when decisions are made on their behalf in
paternalistic fashion, thus compounding their vulnerability in terms of lack of autonomy.
As not everyone within the relevant group will be vulnerable to the same degree, as
they are unique individuals, the blunt instrument of categorisation leads to ‘equal treat-
ment of unequal’s’ [sic]. When this happens, key ethical principles of respect for auton-
omy, justice and beneficence are subordinated to non-maleficence (Macklin 2003: 473;
Levine et al. 2004: 47; Haugen 2010: 209-210; Lange, Rogers and Dodds 2013: 337,
Toader, Damir and Toader 2013: 939; Schrems 2014: 833-835 [quoted]; Siriwardhana
2015: 189).

Single categorisations also imply a person’s vulnerability is fixed rather than dynamic and
may cause other vulnerabilities (such as poverty) to be missed, leading to ‘unrecognized
exploitation and harm’ (Aultman 2014: 16). They fail to deal with the complexity of vul-
nerability. Luna and Vanderpoel (2013: 326) write:

One problem of the categorical model of vulnerability is that a person or a group of
persons can suffer different kinds of vulnerabilities; a complexity that is overlooked if
whole groups of persons are merely defined as vulnerable. A consequence of the cat-
egorical model is a simplistic answer to a complicated problem.

This simplistic answer can in fact exacerbate vulnerability. “Playing safe”, for example, by
excluding all those considered vulnerable from research, may increase their isolation and
stigmatisation (which goes against broader human rights principles of participation and
empowerment) and may also render them more vulnerable to poor health, as drugs cannot
be tested in, or tailored to, their context. Thus attempts to do no harm have the opposite
effect and lead to the least sensitive — and thus arguably least useful — research being con-
ducted on those who least need it (Macklin 2003: 478; Park and Grayson 2008: 1106;
Carter 2009: 862; Haugen 2010: 210; Lange, Rogers and Dodds 2013: 335; Schrems
2014: 835; Kalabuanga et al. 2015: 3).

In drafting revised guidelines in 2015, CIOMS took account of these criticisms, as
follows:

In the past, groups of vulnerable persons were excluded from participation in research
because this was considered the most expedient way of protecting these groups (for
example children, women of reproductive age, pregnant women). As a consequence
of such exclusions, information about the diagnosis, prevention and treatment of dis-
cases in such groups of persons is now limited. This has resulted in a serious injustice.
If information about the management of diseases is considered a benefit that is dis-
tributed within a society, it is unjust to deprive groups of persons of that benefit. The
need to redress these injustices by encouraging the participation of previously excluded
groups in basic and applied biomedical research is widely recognized.

(CIOMS 2015: 4-5)



148  Adele Langlois

The draft guidelines also seek to avoid the ‘traditional approach to vulnerability’ of labelling
‘entire classes of individuals as vulnerable’ (CIOMS 2015: 45). They include the same list of
groups likely to be vulnerable, but warn, ‘researchers and research ethics committees must
avoid making judgments regarding the exclusion of such groups based on stereotypes. One
proposed mechanism that can be used to avoid stereotyping is community consultation,
where feasible, before and during the conduct of the research’ (CIOMS 2015: 46).

Application of the concept

Given the debates around definition, reach and so on, ten Have (2015: 395) claims that
the academic literature on vulnerability ‘does not make clear how vulnerability should be
understood, interpreted, and applied’. Nevertheless, several scholars in recent years have
devised more nuanced approaches to understanding vulnerability that recognise its intersec-
tionality. Luna and Vanderpoel suggest employing a layered rather than categorical account
of vulnerability.? Layers relating to cognitive impairment and lack of autonomy, for example,
may interact with social circumstances involving stigmatisation and human rights abuses.
Once the layers are identified, multiple approaches can be developed to avoid, minimise or
otherwise address them. Lange, Rogers and Dodds (2013: 336-337) build on Luna’s work
to present a typology of (often) overlapping sources of vulnerability: inherent, situational
and pathogenic. The inherent sources are inescapable in that they are fundamental to the
human condition, but are dynamic in that their extent will depend on age, disability and
so on. The situational sources depend on context and may be short- or long-term. The
pathogenic sources emanate from ‘dysfunctional social or personal relationships’, based on
discrimination, neglect or abuse. (Thus pathogenic sources could include discriminatory or
neglectful exclusion of vulnerable people from research.) The typology enables researchers
to take into account the ‘entire constellation’ of vulnerabilities that potential participants
face and thus avoid increasing people’s vulnerability by enacting well-intentioned but inap-
propriate protections.

Vulnerability has the potential to be an ‘action-guiding principle’, in terms of designat-
ing specific responsibilities and duties (Strachle 2016: 37), but this potential is yet to be
fulfilled, according to some scholars. Aultman (2014: 16) has called for further guidelines
‘and other protections’ that deal better with the complexity of vulnerability than current
ones which assign people to particular groups (neither the 2005 Universal Declaration on
Bioethics and Human Rights nor the 2013 UNESCO report on vulnerability are cited).
Levine et al. (2004: 46) and Lange, Rogers and Dodds (2013: 334) similarly argue that
current guidelines state that autonomy should be respected and exploitation avoided,
through ethics committees giving vulnerable groups special consideration, for example, but
give little guidance and direction as to how this can be achieved in terms of concrete duties
and actions. Siriwardhana (2015: 189) is critical of the focus on definitions and categories
of vulnerability within the bioethics literature, which has drawn attention away from ‘an
all-important point: identifying practical and realistic ways to minimise harm and exploita-
tion of at-risk, susceptible research populations’. This has resulted in a lack of guidance
on mechanisms to reduce or prevent harm and exploitation, which he suggests could be

2 Here they draw on Luna’s 2009 paper “Elucidating the concept of vulnerability: layers not labels”, in
International Journal of Feminist Approaches to Bioethics, (2: 131-139), which is much cited in the litera-
ture on vulnerability.
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rectified by post-research ethics evaluation (to complement existing pre-research assess-
ments) that would compare the ‘ideal versus the real scenario’” and share lessons learned
by, inter alin, compiling a database of case studies and vignettes (Siriwardhana 2015: 188,
191, 194-197).

Turner and Dumas (2013: 668) make the point that, through technological innovation,
what may seem like intractable and inherent vulnerabilities at present (disability or terminal
illness, for example) may become eradicable. This will depend on access to treatment, how-
ever, which may be denied due to social vulnerabilities: “The task of bioethics is to address
the problems of scarcity in societies of abundance and to consider the consequences of med-
ical technology that will increase social inequality.”® Toader, Damir and Toader (2013: 939)
also warn that biomedical progress, particularly in biotechnology, may create or worsen
vulnerabilities in terms of injustice or discrimination, rather than decrease them. Benatar
(2013: 45) argues that there has been ‘an over-emphasis on science, technology, and new
knowledge to solve our problems,” which he attributes to the “hyper-individualism” of
neoliberal globalisation. As an alternative, he suggests developing international law levelled
at populations rather than individuals, to tackle the negative social determinants of health,
such as poor education and living conditions, which render people vulnerable (Benatar
2013:42-43). ten Have (2015: 403—405) also calls for a systemic approach, to change the
conditions that lead to inequalities of health, for example, rather than individual empower-
ment through autonomous decision making.

Informed consent, though an important principle, is not sufficient to address multiple
and complex sources of vulnerability (Macklin 2003: 479; Levine et al. 2004: 46; Luna and
Vanderpoel 2013: 326). Any attempt to tackle the social, economic and political vulner-
abilities exacerbated by globalisation will simply reflect, not transcend, the neoliberal world
order if conducted at the individual rather than societal level. ten Have (2014: 89) claims:

[A]s long as bioethics does not critically examine the production of vulnerability itself
it does not address the root of the problem. Framing vulnerability as a deficit of auton-
omy not only presents part of the whole story but it also implies a limited range of
options and actions.

Agency is nevertheless important. ten Have (2014: 91) goes on to recommend including
vulnerable groups in policy formation and practice. Similarly, Park and Grayson (2008:
1106) have suggested that ethics committees should view the relationship between research-
ers and participants as a partnership, rather than one of potential exploitation, particularly if
participants are members of a “vulnerable population”. The focus should be the betterment
of society, rather than the individual. Rogers, Mackenzie and Dodds (2012: 12-13, 32),
meanwhile, advocate a ‘fuller account of vulnerability’ that not only entails protection from
harm but promotion of well-being through societal interventions such as education and
welfare, which will in turn enlarge people’s capacity for agency.

With regard to particular categories of people who may be vulnerable, recent studies
have presented ideas on how to include rather than exclude them from research and also
avoid crudely lumping people together in groups. In a paediatric clinical trial in a poor

3 Whilst several of the papers on vulnerability cited in this chapter do not make explicit reference to the
Universal Declaration on Bioethics and Human Rights (2005), Turner and Dumas’s article was writ-
ten expressly to promote the ‘multidisciplinary and pluralistic dialogue’ for which the Declaration calls
(Turner and Dumas 2013: 663).
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community in Democratic Republic of Congo, for instance, patients and their guardians
who were unable to read required their informed consent to be confirmed by a literate wit-
ness. This not only curtailed their autonomy, but also left them vulnerable to the undue
influence by the witness, whom they assumed better understood the research. Furthermore,
as healthcare was not readily available in the community in which the research took place,
there was competition to participate, irrespective of compatibility with the enrolment cri-
teria (Kalabuanga et al. 2015: 4-5). Kalabuanga et al. (2015: 4-5) recommend in-depth
community engagement and benefit sharing to address such issues. Illiteracy levels are par-
ticularly high among elderly people in Africa, which may compound other factors which put
them at risk, such as ‘health, functional status, chronic illness, and financial circumstances’
(Lekalakala-Mokgele and Adejumo 2013: 501). In these circumstances using graphic sym-
bols may be appropriate, whilst ensuring that the participant is not patronised. Lekalakala-
Mokgele and Adejumo (2013: 500) further stipulate that ‘a consent form should be viewed
as a continuous process rather than an outcome to be achieved due to the changeable
nature of the older persons’ competence over time’. Low literacy levels can also be a barrier
to participation in rich countries, among minorities, for example. Rogers and Lange (2013:
2143) advocate designing recruitment materials in relevant languages, as ‘once effective
communication is achieved, there can be no suggestion that minority groups lack capacity
to consent’.

Pregnant women and children are two (wide) categories of people who have been per-
sistently excluded from research. Barring research on pregnant women has not only pre-
vented important research on pregnancy from taking place, but has also excluded women
more generally from research, as those of child-bearing age have been ruled out of projects
on the grounds that they might conceive during them (Schonfeld 2013: 190). Schonfeld
(2013: 204) suggests an agency-centred approach to resolving this problem, through more
research on the choices that women make with regard to research participation and relative
risk. Recognising and encouraging agency are also at the heart of recent practical proposals
for providing more opportunities for children to participate in research. Carter (2009: 858)
advocates ‘child-led” ethics committees, as these could provide an interesting and valuable
contribution to adults’ understanding of the ethical and governance issues that exercise
children, thereby accommodating their ‘strengths, expertise and capacities’. Ho, Reis and
Saxena (2015: 245), drawing on discussions at the 10th Global Summit of National Bioeth-
ics Committees in 2014, also argue that children should help develop research projects. At
the individual level, Cheah and Parker (2015: 151, 157) refute the blanket approach that
designates all children as lacking sufficient capacity to consent, on the grounds that ‘vulner-
ability is context- and study-specific’. Mature children in poor communities, for example,
are often denied the opportunity to take part in research, even when they wish to, because
their parents are unavailable (Cheah and Parker 2015: 151). Cheah and Parker (2015: 162)
recommend waiving the requirement for parental consent in such circumstances, provided
that other safeguards are met, such as approval by an ethics committee and use of accessible
information formats and that the child’s decision is judged voluntary, independent, mature
and competent.

The report of UNESCO’s International Bioethics Committee
on vulnerability

The Report of the International Bioethics Committee of UNESCO on the Principle of
Respect for Human Vulnerability and Personal Integrity consists of two main parts: a review
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of the determinants of “special vulnerability” and a series of case studies of vulnerability
in different settings (UNESCO 2013). It was drafted by a Working Group, with input
from the International Bioethics Committee (IBC) and the Intergovernmental Bioethics
Committee (IGBC) at their various meetings from 2008 to 2011.* The final version was
presented at the IGBC meeting in September 2011.% It represents two aims of the IBC:
‘paving the way for a broader reflexion’ and ‘indicating possible lines of action’ (UNESCO
2013: 5). The case studies, in particular, are intended to be used as a basic educational tool,
to be adapted to the context of a country or region (personal observations, IBC meet-
ing, May 2011). They are illustrative rather than exhaustive: ‘a useful template for further
discussion and development” (UNESCO 2013: 37). The report builds on the Universal
Declaration on Bioethics and Human Rights (2005), thus fulfilling the IBC’s mandate in
terms of interpreting the Declaration in practicable ways, to aid implementation by states.
For instance, the introduction avows, ‘Article 8 of the Declaration entails both a “negative”
duty to refrain from doing something and a “positive” duty to promote solidarity and to
share the benefits of scientific progress’ (UNESCO 2013: 9); this duty to share benefits is
not immediately obvious from the wording of the article itself. The conclusion of the report
draws on Article 1 of the Universal Declaration on Bioethics and Human Rights (2005)¢
to make clear that the responsibility to address special vulnerability lies not just with states,
but also ‘individuals, groups, communities, institutions and corporations, public or private’
(UNESCO 2013: 37). Many of the case studies’ “remedies” for the vulnerabilities they
outline are targeted specifically at states, however (UNESCO 2013).

In presenting a preliminary draft of the report to the IBC at its October 2010 meeting,
a member of the Working Group broke Article 8 of the Universal Declaration on Bioethics
and Human Rights (2005) into four parts:

1 Human vulnerability should be taken into account.

2 In applying and advancing scientific knowledge, medical practice and associated
technologies.

3 Individuals and groups of special vulnerability should be protected.

4 And the personal integrity of such individuals respected.

They explained that (1) is not the main target of Article 8, but that it provided a back-
ground to the Working Group’s reflection. The argument put forward is very similar to
ten Have’s: vulnerability is a central feature of humankind, which means that humans have
a duty of solidarity and assistance towards each other, as all humans have the potential to
suffer. By contrast, God does not need our solidarity because He is not vulnerable or in
need of help, though He asks for our respect and we have duties towards Him. The main
target of Article 8, however, is the circumstances of (2). The Working Group’s purpose was

4 Namely, preliminary reflections at the IBC meetings at UNESCO headquarters in Paris in 2008 and in
Mexico in 2009, followed by more in-depth discussions of drafts at the IBC and joint IBC-IGBC meet-
ings in Paris in 2010 and the IBC meeting in Azerbaijan in 2011. The author attended the 2010 and 2011
meetings, as well as the September 2011 IGBC meeting, as an observer.

5 Although the report was finalised in 2011, the downloadable version on the UNESCO website is dated
2013.

6 Article 1 states, “This Declaration is addressed to States. As appropriate and relevant, it also provides guid-
ance to decisions or practices of individuals, groups, communities, institutions and corporations, public
and private’ (UNESCO 2005).
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to set out normative standards to foster an awareness of our duties to the people in (3), as
we are not all equally vulnerable. These had to go beyond philosophical statements about
the essence of human beings to be useful and meaningful for people of special responsibility
and therefore respect their personal integrity, entailing a shift from a rights-based approach
to bioethics to a more duties-based reflection (4) (personal observations, IBC meeting,
October 2010).

The preliminary draft of the report contained several references to academic papers by
prominent ethicists such as Ruth Macklin, Samia Hurst and Solomon Benatar (UNESCO
2010b). After feedback from the IBC, however, it was decided to remove these, to make the
report a more practical than scholarly document and ensure it did not appear to represent one
philosophical tradition or culture (personal observations, IBC meeting, October 2010). As
Donald Evans, then Chair of the IBC, explained to the IGBC at its September 2011 meet-
ing, the intended primary audience for the report comprises states, institutions and individual
stakeholders, not academics. Thus it was important to try to make the report accessible,
gripping and operationalisable (personal observations, IGBC meeting, September 2011). In
carlier meetings both IBC and IGBC members had stressed that the document needed to
have a practical rather than philosophical bent, with some requesting that it include actionable
recommendations for ethics committees and governments (personal observations, IBC and
joint IBC-IGBC meetings, October 2010 and IBC meeting, April/May 2011).

Relatedly, the report deliberately avoids defining vulnerability, for fear of doing so too
narrowly or widely or waxing philosophical at the expense of utility. The report qualifies the
omission by stating, ‘In most cases, however, it is relatively easy to recognise vulnerability
when it arises: something fundamental is indeed at stake’ (personal observations, IGBC
meeting, September 2011; UNESCO 2013: 13). This is potentially problematic, as those
who are most vulnerable might not be easily seen, precisely because they are vulnerable and
thus hidden from society. The decision to jettison a definition was not unanimously sup-
ported by IBC and IGBC members. Whilst some welcomed the avoidance of deep philo-
sophical wrangling, several others felt that the exclusion weakens the report, as a reference
definition would be a useful addition to the bioethics canon and, without one, the concep-
tualisation is too vague and thus potentially counter-productive, as it could engender mis-
understandings. A definition might also have helped countries write guidelines on tackling
vulnerability (personal observations, IBC and joint IBC-IGBC meetings, October 2010).

The report focuses on vulnerability in three contexts: healthcare, research and emerging
biomedical technologies. This reflects Article 1 of the Universal Declaration on Bioethics
and Human Rights, which specifies that the Declaration is designed to address ‘ethical
issues related to medicine, life sciences and associated technologies’ (UNESCO 2005). As
much of the literature on vulnerability is concerned with research settings, with relatively
little attention given to medical treatment and healthcare (Tavaglione et al. 2015: 99), the
inclusion of healthcare is welcome. In line with the Working Group’s mandate as described
above, the report focuses on special vulnerabilities. Article 8’s recognition of vulnerability
as ‘an essential feature of human nature’ notwithstanding (UNESCO 2013: 5, 13). The
report lists the causes of these special vulnerabilities as ‘personal disability, environmental
burdens or social injustice’” and draws a distinction between ‘natural’ and ‘context-related’
vulnerabilities (UNESCO 2013: 5). Special vulnerabilities are split into two ‘fundamen-
tal’ categories: (a) disabilities, disease and limitations (such as age) ‘imposed by the stages
of human life’ and (b) social, political and environmental. The former are considered to
be naturally occurring, whilst the latter are declared more complex as they involve ‘the
fundamental matter of justice’. The first category is determined according to personal
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characteristics in a way that has been criticised by Luna and others (see above); children, for
example, are ‘assumed’ to be inherently vulnerable, so social context is irrelevant. The sec-
ond category, however, is determined according to situational and pathogenic sources, such
as poverty and discrimination (UNESCO 2013: 14-15). Where the report differs from
the Lange et al. typology is that the possibility that these categories might intersect is not
explicitly recognised; for instance, examples of grounds for marginalisation are listed, such
as ethnicity, race and migrant status, but disability is not included (UNESCO 2013: 15).

The report also clearly makes the inverse link between vulnerability and autonomy that
is so prevalent in the academic literature, stating that its focus is the special vulnerabilities
and conditions that ‘impinge upon the capacity to live as free and autonomous individuals’
(UNESCO 2013: 5). Several IBC members emphasised the importance of this link during
discussions of draft reports, one pointing out that the common factor in all the case studies
presented at the October 2010 IBC meeting was that people could not say ‘no’ (personal
observations, IBC meeting, October 2010). Like those scholars who have traced the mean-
ing of “vulnerability” to its Latin roots, the report uses the word “wound”, not only in
the physical sense but also to describe the impact of denial of freedom on human identity
(UNESCO 2013: 13). Nevertheless, the introductory remarks also recognise other causes
and consequences of vulnerability, echoing Benatar’s concerns about inequality as a source
of injustice and vulnerability, particularly in the context of uneven access to medical and
technological advances (UNESCO 2013: 5). This dual focus on autonomy and equality is
maintained throughout the report (UNESCO 2013).

Like ten Have, the report recognises that vulnerability is a necessary trigger of societal
progress, seeing efforts to address harmful circumstances as fundamental obligations of
human beings and ‘a prerequisite of human flourishing” (UNESCO 2013: 13). In terms
of practical implementation, the report obfuscates whether states and other actors are to
‘address’ special vulnerabilities and their determinants (UNESCO 2013: 10), or simply
take them into account, as per Article 8 of the Universal Declavation on Bioethics and
Human Rights (2005). This relates to the broader debate about whether vulnerability can
be eliminated, or only mitigated. Whilst the vulnerability inherent to the human condition
cannot, by definition, be completely eliminated, special vulnerabilities that can be attributed
to unequal social structures, for example, can be. As intimated by Benatar and ten Have,
it is surely more effective in the long term to tackle the source of the vulnerability than to
alleviate its effects.

In the set of case studies on vulnerability in the healthcare setting, there is an implicit rec-
ognition that the sources of vulnerability may be deeply structural. For instance, the remedy
proposed to address the lack of antiretrovirals in developing countries (case study III.1.1),
which can lead to a poor quality of life and untimely death, includes ‘international solidar-
ity’ to encourage better healthcare provision on the part of states, which are to ‘intervene
directly by providing adequate health education and access to available therapies’. Similarly,
with regard to access to essential tests and therapies more generally (II1.1.2), the suggested
remedy is “The availability of appropriate healthcare resources to meet the needs of the
patient population irrespective of ability to pay’. Yet there is no indication of how these
remedies are to be effected (UNESCO 2013: 19), which will require a move away from
market-based, neoliberal health policies (ten Have 2014: 90; ten Have 2015: 405). That
the solution will involve a redistributive intervention on behalf of the state is made explicit
in the remedy for the unfair allocation of healthcare resources (II1.2.2): ‘States should
have in place a robustly resourced healthcare system that fairly and without discrimination
provides adequate care to all citizens’ (UNESCO 2013: 21). But how poorer states are
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to resource such healthcare systems is not addressed (unless the international solidarity of
II1.1.1 is assumed, perhaps through the formation of the alliances and networks ten Have
(2014: 91) deems necessary to deal with ‘global threats’). The remedy for poor health
among migrants (11.1.3) is a little more specific and arguably, therefore, more useful: ‘social
integration of migrant individuals and communities in the mainstream, better and more
targeted education about healthcare risks and ease of access to healthcare professionals’
(although how these measures are to be resourced remains implicit) (UNESCO 2013: 20).

Lack of access to healthcare and resources also lie at the heart of several of the case stud-
ies on vulnerability in human participant research and in the development and application
of emerging technologies, as institutions, doctors and patients are more likely to enroll in
research if this appears to be the only means by which they can, respectively, access research
funds (institutions), medicines for their patients (doctors) or healthcare for themselves or
their family (patients) (see IV.1 on “double standard” research, IV.2 on equivocal dona-
tions, IV.4 on social responsibility, IV.5 on lack of research on tropical diseases and V.2 on
unfair pressure; UNESCO 2013, 25-27, 31-32). In the example of women whose only
means of accessing in vitro fertilization treatment (IVF) is to allow the clinic to harvest
surplus eggs for use by other women (V.2), the report recommends ‘stricter licensing, over-
sight, monitoring and evaluation of clinics offering these services” (UNESCO 2013: 32).
This might help to prevent exploitation of women unable to afford treatment, but would
do little to address inequitable access. Thus, in this instance, the report fails to deal with the
challenge highlighted by Benatar and Turner and Dumas of developments in biotechnology
leading to increased social inequality.

In the context of biomedical research, the report cites the CIOMS (2002) guidelines’
stipulation that the involvement of vulnerable people in research needs to be specially justi-
fied, but also recognises that exclusion from research can increase vulnerability. The exam-
ple of children being prescribed potentially inappropriate drugs that have only been tested
on adults is given (UNESCO 2013: 16, 20). Whereas the academic literature and the draft
revisions to the CIOMS guidelines recommend including potentially vulnerable individuals
and groups in decision making about research to mitigate the potential for exploitation (see,
for example, Carter (2009), ten Have (2014), Ho, Reis and Saxena (2015), Kalabuanga
et al. (2015) and CIOMS (2015)), this is not a feature of any of the report’s proposed
remedies for vulnerability in human participant research. Suggested actions are directed
at ethics committees, corporations, regulators and states, but not would-be research par-
ticipants. Governments are to ‘take responsibility for their citizens by developing policies
that give priority o vulnerable communities with the aim of improving their quality of
life” (UNESCO 2013: 25-27; emphasis added). The vulnerable communities appear to be
assigned the role of passive partner in these endeavours. ‘Proper consultation’ with social
groups is recommended in the section on emerging technologies, however, for genetic
research that could lead to stigmatisation of said groups (case study V.1 on stigmatisation;
UNESCO 2013: 31).

The report does engage with the issue of multiple vulnerabilities, the conclusion stating,
‘It must be accepted that situations of vulnerability seldom exist in isolation’ (UNESCO
2013: 37). This is done in a potentially problematic way with regard to gender, however.
Women and girls are given ‘special attention’ in the report: ‘Female cases are prominent
as they are particularly exposed to the whole range of the social, cultural, economic, edu-
cational and political determinants of vulnerability’ (UNESCO 2013: 5-6). In the case
study on social vulnerability in human participant research (IV.4), ‘being female’ is listed
as a contextual factor that might generate social vulnerability, without any reference to
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intersectionality or the type of layered approach to situation and context recommended by
Luna and Vanderpoel.” Oddly, although marginalisation on the grounds of race and ethnic-
ity is also listed as a possible factor, the suggested remedy is poverty alleviation (again, with
no indication of how this is to be achieved) and ‘strict limitations [not bans] on the use
of potentially coercive incentives’, rather than measures to stop discrimination (UNESCO
2013: 27). Relatedly, the problem of social hierarchies affecting autonomous decision mak-
ing identified by Kalabuanga et al. (2015: 4) is not substantively addressed, except in rela-
tion to the doctor—patient relationship (UNESCO 2013: 15, 26).

Conclusion

The IBC report on vulnerability broadens the application of the concept of vulnerability
beyond biomedical research, to healthcare settings and developments in biotechnology.
This reflects UNESCO?’s approach to bioethics more generally, as espoused in its 2005
Universal Declaration on Bioethics and Human Rights. It also answers recent calls from the
academic bioethics community for these areas to receive more attention. In terms of how to
address vulnerability, the report also broadens the ‘range of options and actions’ (ten Have
2014: 90) beyond increasing individual autonomy, to incorporate societal level actions and
interventions. Some of these remedial actions are sketched in such general terms, however,
that they might be construed as of limited use to policy makers at best and, at worst, as
wishful thinking. Such suggestions add little to existing human rights and human security
discourses concerning the obligations of states for the economic and social welfare of their
citizens and other residents. The recommendations for ethics committees, also, are unlikely
to be detailed enough to meet the need for more concrete guidance identified by Levine
et al., Aultman, Strachle and Lange, Rogers and Dodds, as well as IBC and IGBC members.
Thus whether the report is sufficiently innovative or radical to fill some of the practical gaps
identified in the bioethics literature is questionable, even if it recognises that the root causes
of vulnerability in all three settings — healthcare, research and technological development —
lie in social inequality, as highlighted by Benatar, ten Have and others.

Another indication that the report might not be having the desired impact is that it is
cited in relatively few of the articles published on vulnerability after the release of its final
version in 2011. This might equally be due to the need for further dissemination, however.
Despite the best efforts of the Bioethics Programme’s secretariat, not all of the bioethics
community are more than peripherally aware of UNESCO’s biocthics activities (Langlois
2013: 72-74, 103-104). During discussions of the preliminary draft report on vulnerability
in 2010, IGBC delegates from Kenya and Venezuela emphasised that access to information,
education and empowerment are vital to combatting vulnerability. Thus it is not just ethicists
(whether philosophers, or ethics committee members, or both) who need to be reached, but
the public at large (personal observations, joint IBC-IGBC meeting, October 2010). The

7 Luna and Vanderpoel (2013: 326) write, ‘For example, being a woman does not per se entail vulnerabil-
ity. However, a woman living in a country that does not recognize or is intolerant of reproductive rights
would acquire a layer of vulnerability. In turn, an educated and resourceful woman in that same country
can overcome some of the consequences of the denial of reproductive rights; however, a poor woman in
that country acquires another layer of vulnerability. Moreover, an illiterate poor woman in that situation
acquires yet another layer. And, if this woman is an émmigrant, undocumented or belongs to an aboriginal
community, she will acquire increasing layers of vulnerabilities and would suffer proportionately under
these overlapping layers.’



156  Adele Langlois

report recognises this point in the conclusion: ‘lower levels of education always predict higher
levels of vulnerability’ (UNESCO 2013: 37). Several IBC members had requested this at their
2011 meeting, especially given UNESCO’s key role in education (personal observations, IBC
meeting, April/May 2011). One option might be to enhance the case studies in the report
and develop them into educational materials, to form a case study database of the type rec-
ommended by Siriwardhana (the Bioethics Programme has already produced casebooks on
Human Dignity and Human Rights and Benefit and Harm (UNESCO 2016).

There are some other possible avenues for UNESCO to expand its work on vulnerabil-
ity. Disaster relief and research are areas that require attention. ‘Natural’ disasters serve to
exacerbate existing vulnerabilities, having vastly different impacts on people’s health and
welfare, depending on social context (Chung and Hunt 2012: 197-199), whilst the ‘shift-
ing moral landscape’ that researchers of disasters face renders the vulnerabilities that they
might exacerbate through their research particularly dynamic and complex (Eckenwiler
et al. 2015: 654-655). Neither of these contexts features in the case studies in the IBC
report on vulnerability, despite some IGBC members arguing for their inclusion (personal
observations, joint IBC-IGBC meeting, October 2010). Another option might be to con-
sider the vulnerability of non-human animals. Although humans are the focus of the Uni-
versal Declavation on Bioethics and Human Rights (and therefore of the IBC, IGBC and
Bioethics Programme), Kelly (2015: 480) makes the point that neither the dependency
of newborns, nor the capacity to wound or be wounded, are unique to humans. Thus the
vulnerability that is inherent to the human condition is also inherent to all living creatures.
This raises questions for what makes for ethical relations between humans and non-human
animals. In terms of exploitation, for example, Kelly (2015: 481) notes, ‘Some bodies are
made vulnerable for the sake of the prosperity of others. In relation to human bodies and
human institutions, nonhuman animal bodies are prime examples of vulnerable bodies, par-
ticularly those raised on factory farms for human consumption.” Finally, through its cultural
arm, UNESCO could explore theological perspectives on vulnerability, which have so far
been lacking (Haugen 2010: 211).
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