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			Foreword


			“The struggle for human rights is like an overflowing river that floods down across the valley making the fields ever more fertile”. (1) This metaphor has been used to describe the expanding force of the human rights movement, which tends to cover all new areas in which human dignity and human rights are being challenged. The most recent field to be “fertilized” by the principles of human rights law is biomedicine, i.e. the application of biological and medical technologies to human beings. Because rapid advances in this area present new and complex ethical and policy issues for individuals, society, and humankind as a whole, it has become increasingly clear that specific legal responses are necessary to ensure that biomedical technologies are used in a way which is respectful of human dignity and human rights.


			But the new challenges are so formidable and far-reaching that individual countries alone cannot satisfactorily address them. As science becomes increasingly globalized, a coherent and effective response to the new dilemmas raised by science should also be global. This is why coordinated intergovernmental action is required to harmonize legal standards and to establish appropriate mechanisms to ensure that such standards are effectively implemented.


			This volume aims to present the recent global efforts to develop common biolegal norms, as well as some of the specific human rights issues that are at stake in this field. It brings together and updates a number of papers and contributions to edited volumes that I have written over the past decade in relation to this emerging discipline that can be called international biomedical law, or simply international biolaw. 


			Section I of this book sets forth the pivotal issues in this field, including the overarching principle of respect for human dignity and a number of other principles that the international community has agreed should guide biomedical research and clinical activities. 


			Chapter 1 briefly sketches fourteen common principles that can be drawn from the international instruments relating to biomedicine. Among those principles are the requirement of informed consent, confidentiality of health data, non-discrimination on health grounds, beneficence and non-maleficence, special protection for vulnerable persons, and equitable access to health care. Certainly, most of these principles are not completely new, but are derived from previous international human rights instruments. Indeed, the greatest merit of biolegal instruments is not that they have “invented” new principles, but rather that they have adapted existing human rights standards to the specific field of biomedicine, and have drawn them together into coherent legal frameworks.


			Chapter 2 examines the first and overarching principle of international biolaw –respect for human dignity– and its concretization by means of human rights. After some preliminary remarks about the relationship between bioethics and law, and about the status of soft law, this chapter explores the meaning and value of the notion of human dignity. Basically, it argues that the combined recourse to human dignity and human rights is the best, if not the only available ground for developing international legal standards in the field of biomedicine.


			Chapter 3 is focused on the precautionary principle, which provides guidance to policy makers in deciding the action to be taken if there is good reason to believe that certain products or technologies may be seriously harmful to public health or the environment but when, at the same time, the risk is not currently fully understood. Strangely, while this principle has been formally enshrined in virtually every international treaty dealing with environmental protection, it is lacking in the international instruments relating to biomedicine. This is strange, not only because promoting public health is no less important than protecting the environment, but also because this principle already plays a central role in the domestic and regional (notably, European) policies in the public health area. This chapter aims to highlight the scope of the precautionary principle and to identify the conditions for its reasonable use. 


			Section II of this volume analyzes the work of two major intergovernmental bodies –UNESCO and the Council of Europe– in the development of biolegal principles. Chapter 4 examines the Universal Declaration on the Human Genome and Human Rights of 1997, which embodies the first concerted effort of the international community in setting up global standards on genetic issues. The Declaration aims to ensure the protection of the human genome against improper manipulation and all uses of genetic information that are incompatible with respect for human dignity and human rights. Taking this general purpose into account, this chapter explores, among other features of the document, the status of the human genome as the “heritage of humanity”.


			Chapter 5 argues that the Universal Declaration on Bioethics and Human Rights, adopted by UNESCO in 2005, represents an important step in the search for a comprehensive framework of principles in the field of biomedicine. Drawing on my experience as a member of the International Bioethics Committee between 1998 and 2005, and on my involvement in the drafting of the Declaration, I sketch the principal features of this document before responding to two general charges that have been leveled against both UNESCO’s engagement in the field of bioethics and the Declaration itself.


			The European Convention on Human Rights and Biomedicine (Oviedo Convention) is analyzed in Chapter 6. This instrument is unique in that it is the only comprehensive binding intergovern­mental instrument addressing issues at the intersection of health law and human rights. In addition, despite the fact that it is a regional rather than a global instrument, it has an undeniable global significance, as its wide ranging approach has inspired the drafting of the Universal Declaration on Bioethics and Human Rights.


			Section III elaborates upon certain human rights issues that are the subject of contemporary international standard-setting efforts in the field of biomedicine, including biomedical research, population biobanks, the right not to know one’s genetic information, and advance directives. Chapter 7 examines the ethical and policy dilemmas raised by the establishment of large-scale biobanks from the perspective of the rights of participants. To this end, it focuses on the experiences of Iceland and Estonia during the 2000s, and analyzes the special laws passed by both countries to regulate this matter. The comparative study of the experiences of both countries, very different in many respects, provides a basis upon which to suggest possible solutions to specific issues raised by biobanks, in particular those regarding the modalities of the informed consent; the importance of confidentiality safeguards; the feedback to participants; and issues of property and benefit-sharing.


			Dealing also with the field of genetics, Chapter 8 focuses on the right not to know one’s genetic status. Despite having being formally recognized by several international instruments relating to bioethics, the basis and conditions for the exercise of this right still remain unclear. This chapter provides arguments in favor of such a right and tries to specify the conditions for its exercise. It argues, firstly, that individuals may have a legitimate interest in not knowing their genetic makeup to avoid serious psychological consequences; secondly, that this interest, far from being contrary to autonomy of patients and research subjects, may constitute an enhancement of their autonomy; thirdly, that the right not to know cannot be presumed, but must be “activated” by the individual’s explicit choice; and fourthly, that this right is not absolute, in the sense that it may be restricted when disclosure is necessary in order to avoid a risk of serious harm to third parties, especially, family members.


			Chapter 9 aims to highlight the human rights approach to biomedical research adopted by the Council of Europe’s Biomedicine Convention, and to contrast it with the more market-oriented provisions of the EU’s Clinical Trials Directive. While admitting that this difference of approach is understandable in the light of the dissimilar objectives of both European bodies, it stresses that this discrepancy has resulted in a number of unfortunate inconsistencies which might lead to less protection of research participants, in particular those who are most vulnerable.


			The final chapter of this volume is devoted to an end of life issue which has generated much controversy in recent years, especially in Europe: the legal efficacy of advance health care directives. This chapter first outlines the strengths and shortcomings of Article 9 of the Biomedicine Convention, which specifically deals with this matter. Then, it analyzes the Council of Europe’s Recommendation (2009)11 on continuing powers of attorney and advance directives for incapacity, which attempts to fill some of the gaps of the Convention in this regard.


			

				


				

					 (1)  A. Papisca, “L’internazionalizzazione dei diritti umani: Verso un diritto panumano”, in C. Cardia (ed.), Anno Duemila. Primordi della storia mondiale, Milan, Giuffré, 1999, p. 139.
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Section I  Principles of International Biolaw

		

	

		

			
Chapter 1  Principles of International Biomedical Law



			By the end of the 1990s, some intergovernmental organizations started to develop common standards relating to biomedicine. (1) Two organizations in particular have been at the forefront of this ambitious endeavour: the UNESCO (United Nations Educational, Scientific and Cultural Organization) and the Council of Europe. This chapter aims to show that a coherent set of principles already emerge from the instruments that have been adopted since 1997, and to argue that we are witnessing the emergence of the foundational core of an international biomedical law, which is an extension of international human rights law into the specific field of biomedicine.


			
I. – Intergovernmental instruments relating to Biomedicine


			Rapid advances in the biomedical field present new and complex challenges for individuals and society. The current situation calls for the development of legal rules to ensure that technologies are used in a way which is consistent with full respect for human dignity and human rights. However, bioethical issues are so formidable and far-reaching that individual countries alone cannot satisfactorily address them. Concerted international efforts are required to establish a framework of common standards and to create appropriate mechanisms to promote their effective implementation at the domestic level. This need has been perceived by a number of intergovernmental bodies, in particular UNESCO and the Council of Europe, which have made significant efforts to build an international consensus on a number of human rights principles relating to biomedical practice and research.


			Since the end of the 1990s, UNESCO has adopted three international legal instruments on bioethics: the 1997 Universal Declaration on the Human Genome and Human Rights (UDHG); the 2003 International Declaration on Human Genetic Data (IDHGD), and the 2005 Universal Declaration on Bioethics and Human Rights (UDBHR). These three instruments have been approved by all Member States of UNESCO, that is, by virtually all countries in the world. Considering the sensitive nature of bioethical issues, which are closely related to socio-cultural and religious values of each society, this unanimity has great value in terms of granting legitimacy to the principles embedded in the declarations.


			The main purpose of the UDHG is to preserve the human genome from improper manipulations that may endanger the identity and physical integrity of future generations. To this end, it recognizes the human genome as “the heritage of humanity” (Article 1), and declares “contrary to human dignity” practices such as “human reproductive cloning” (Article 11) and germ-line interventions (Article 24). In addition, the Declaration intends to prevent genetic reductionism and any use of genetic information that would be contrary to human rights and human dignity.


			The IDHGD can be regarded as an extension of the 1997 Declaration. It sets out a number of rules for the collection, use and storage of human genetic data, which cover, among other issues, informed consent in genetic testing, confidentiality of genetic data, the ban on genetic discrimination, the anonymization of personal genetic information, population-based genetic studies, the right not to know one’s genetic make-up, genetic counselling, international solidarity in genetic research, and benefit sharing. 


			The UDBHR has a much broader scope than the two previous documents as it aims to provide a comprehensive “framework of principles and procedures to guide States in the formulation of their legislation, policies and other instruments in the field of bioethics” (Article 2a). The overall objective of the document is to promote the development of biomedical practice and research in conformity with respect for “human dignity, human rights and fundamental freedoms” (Article 3.1).


			Also the Council of Europe has made an important contribution to the establishment of transnational norms on this matter with the development of the Convention on Human Rights and Biomedicine (Biomedicine Convention), which is the only intergovernmental binding instrument that comprehensively addresses the linkage between human rights and biomedicine. It was opened for signature on 4 April 1997 in Oviedo, Spain. So far, it has been signed by 35 States and ratified by 29 of them. (2) 


			Although the Biomedicine Convention is a regional, not a global instrument, its global significance should not be overlooked. It is interesting to note that the Preamble of the UDBHR explicitly refers to the European Biomedicine Convention. This is worthy of note because it is unusual that UN declarations cite regional instruments. It shows that the comprehensive approach to bioethics of the Council of Europe has inspired the drafting of the UNESCO Declaration. (3) In this regard, it has been said that the global work being carried out by UNESCO with the drafting of the UDBHR has built on, and been informed by, the work done by the Council of Europe at the regional level. (4) In addition, it is noteworthy that the Biomedicine Convention has theoretically the potential to extend its applicability beyond European borders, as Article 34 leaves open the possibility of inviting non-member States of the Council of Europe to adhere to the document. 


			
II. – Three features of international Biomedical Law


			A first comparative analysis between the three UNESCO declarations and the European Biomedicine Convention reveals that they share at least three important features: 1) The recognition of human dignity as an overarching principle; 2) The use of a human rights framework; 3) The adoption of a set of broad principles.


			
A. – The recognition of human dignity as an overarching principle


			The new intergovernmental instruments relating to bioethics assign a central and multifaceted role to the notion of human dignity. The UDBHR is paradigmatic in this regard, as respect for human dignity embodies not only the key purpose of the instrument (Article 2.c), but also the first principle governing the whole field of biomedicine (Article 3), the main reason why discrimination, including for instance, genetic discrimination, must be prohibited (Article 11), the framework within which cultural diversity is to be respected (Article 12), and the highest interpretive principle of all the provisions of the Declaration (Article 28). 


			Similarly, the purpose of the European Biomedicine Convention is defined by reference to the notion of human dignity. (5) The Explanatory Report to the Convention states that “the concept of human dignity (…) constitutes the essential value to be upheld. It is at the basis of most of the values emphasized in the Convention” (Paragraph 9). The Convention’s Preamble refers three times to human dignity: the first, when it recognizes “the importance of ensuring the dignity of the human being;” the second, when it recalls that “the misuse of biology and medicine may lead to acts endangering human dignity;” and the third, when it underlines the need to take the necessary measures “to safeguard human dignity and the fundamental rights and freedoms of the individual with regard to the application of biology and medicine”.


			It is true that the recourse to human dignity is not new in international law. In this regard, the instruments relating to biomedicine follow a well-established tradition in international human rights law, which repeatedly appeals to the “inherent dignity of all members of the human family” (6) and refers to the concept as the source of all human rights. (7) Nevertheless, it is interesting to note that the instruments dealing with bioethics emphasize the notion of human dignity in a much powerful and pressing manner than the founding human rights instruments. In this regard, we are not presented here with a mere shift in style, but a true shift in substance that deserves to be carefully considered. (8)


			
B. – The use of a human rights framework


			The notion of human dignity alone is unable to provide a concrete response to most of the challenges raised by biomedical practice and research. To be operative, it needs other more specific and articulated notions, such as informed consent, bodily integrity, non-discrimination, confidentiality, etc., which are usually formulated using the terminology of rights. It is therefore not surprising that most international instruments relating to bioethics, including declarations, guidelines, recommendations, opinions and codes, are framed using a rights-based approach. This is particularly evident in the UNESCO declarations on bioethics and in the European Biomedicine Convention, which even include a reference to human rights in their titles. According to the chairman of the drafting group of the 2005 UNESCO Declaration, “the most significant achievement of the Declaration” is to have closely integrated “bioethical and human rights analysis”. (9) Ultimately, it could be said that the emerging intergovernmental norms relating to bioethics are simply an extension of international human rights law into the field of biomedicine. (10)


			
C. – The adoption of a set of broad guiding principles


			Legal philosophers make a distinction between rules and principles. (11) Both sets of standards point to particular decisions, but they differ in the character of the direction they give. Rules are applicable in an all-or-nothing fashion. Either a 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 work. Principles have a dimension of weight or importance. When there is a clash of principles, those who must resolve the conflict must take into account the relative weight of each one. Principles alone never completely determine the content of a particular decision. They are “optimization commands” (Optimierungsgebote), which can be carried out to different degrees depending on the circumstances. (12) 


			In this regard, the norms included in international biolegal instruments can fairly be characterized as principles. Initially, one may have the impression that they are merely rhetorical statements, either too obvious or too vague for having any practical impact. However, the importance of laying down broad principles in intergovernmental instruments should not be underestimated. General norms could be the starting point for further discussion and negotiation that could lead to more concrete 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 principles have been set up, the primary locus for their implementation is within nations. This is clear both in the European Convention and in the UNESCO declarations, which underline the State’s responsibility in the implementation of the common standards adopted. (13) This is why in order to become operative in real life, the principles enunciated need, first, to be incorporated into the domestic legislation, and second, applied by their “natural intermediary”: the judge. (14) Another reason explaining the recourse to a set of broad principles is the need to make them compatible with the necessary respect for cultural diversity. It would be indeed unfair, and in fact impossible, to impose a very detailed legal framework on societies with different socio-cultural and religious backgrounds. (15)


			
III. – Core principles of international Biolaw


			The three UNESCO declarations and the European Biomedicine Convention share not only general similarities but also specific substantive norms: at least 14 common principles can be drawn from these instruments. Certainly, most of these principles are not completely new, but are derived or developed from previous international human rights instruments. In fact, the greatest merit of the emerging international biomedical law is not to have “invented” entirely new principles, but to have developed them from previous international instruments, applied them to the specific field of biomedicine, and integrated them into a human rights framework. It is important to note that these principles are to be understood as “complementary and interrelated”. (16) This means that there is no pre-established hierarchy between them. (17) However, it is clear that the principle of respect for human dignity, due to its non-negotiable character and overarching scope, will always play a crucial role in every decision concerning biomedical practice.


			Principle 1. The recognition of human dignity as an overarching principle 


			See UDHG, Preamble, Articles 1, 2(a), 2(b), 6, 10, 11, 12, 15, 21 and 24; IDHGD, Preamble, Articles 1(a), 7(a), 26 and 27; UDBHR, Preamble, Articles 2(c), 2(d), 3(1), 10, 11, 12, and 28; European Biomedicine Convention, Preamble and Article 1; Charter of Fundamental Rights of the European Union, 7 December 2000, Article 1. (18)


			The promotion of human dignity is the dominant principle of international biomedical law. (19) All the instruments relating to bioethics present respect for human dignity as their chief objective, and recognize it as the overarching norm governing this field. Apart from this general role, the principle of human dignity serves more specific functions: it puts limits to the use of human subjects in research; it is an obstacle to genetic reductionism and to its consequence: genetic discrimination; it is invoked as a barrier to human cloning and to germ-line interventions; it is mentioned as a basis for a fair distribution of the benefits resulting from research; it is presented as a necessary condition for the respect of cultural diversity; and finally, it is the interpretative paradigm for the understanding of the more specific principles.


			Principle 2. The primacy of the human individual over the sole interest of science and society


			See UDHG, Article 10; (20) UDBHR, Article 3(2); (21) European Biomedicine Convention, Article 2. (22)


			The primacy of the human being over science and society is a direct corollary of the principle of respect for human dignity and means that individuals should not simply become instruments for the benefit of science, because science is not an absolute end, but only a means by which to service the human person. This principle has its origins in the context of biomedical research and was formulated for the first time in the Declaration of Helsinki on medical research on human subjects adopted by the World Medical Association (1964/2008), which provides: “In medical research involving human subjects, the well-being of the individual research subject must take precedence over all other interests” (Article 6).Thereafter, it was incorporated into the Universal Declaration on the Human Genome and Human Rights (Article 10) and into the European Convention of Human Rights and Biomedicine (Article 2). The principle of primacy of the human being aims to emphasize two fundamental ideas. First, that science is not an end in itself but only a means for improving the welfare of individuals and society. Second, that people should not be reduced to mere instruments for the benefit of science. Certainly, the fact of living in society renders it indispensable that citizens should in some way contribute to the common good, according to their capacities and personal preferences. However, in democratic societies, people do not live for the sake of society or science, but have their own purpose, which greatly transcends the boundaries of social or scientific interests. 


			Principle 3. Biomedical activities should first, do no harm to patients and research subjects and, if possible, in the case of clinical practice, contribute to the diagnosis, prevention or treatment of patients’ condition


			See UDHG, Article 5(a); (23) UDBHR, Article 4; (24) European Biomedicine Convention, Article 4. (25)


			Both the promotion of the patient’s good and the prevention of harm to him or her (primum non nocere) are the specific goals of clinical medicine. (26) This dual requirement dates back to the Hippocratic Oath, which commands: “Whatever houses I may visit, I will come for the benefit of the sick, remaining free of all intentional injustice”. More specifically, the purpose of the doctor-patient encounter is to cure whenever possible, and to provide comfort and care when cure is not possible. The level of beneficence obliged by this principle is difficult to determine precisely because it depends on a variety of circumstances defining the human interaction in question. But clearly the lowest level of beneficence is non-maleficence, that is the obligation not to inflict harm. (27) In the case of medical research, which does not serve a therapeutic or preventive function for the individual subject, the prevention of harm becomes the dominant imperative.


			It is noteworthy that biolegal instruments tend to elaborate on these principles in terms of a favorable risk-benefit balance. This is probably not the best way of formulating them, because they have a deeper meaning that goes far beyond a mere calculation of risks and benefits, especially in the case of clinical practice. On the contrary, some guidelines issued by non-governmental organizations have adopted a more substantive definition of these principles. (28)


			Principle 4. Respect for the autonomy of patients and research subjects and its direct corollary, the requirement of informed consent for any biomedical intervention


			See UDHG, Article 5(b); (29) IDHGD, Article 8(a); (30) UDBHR, Articles 5 and 6; (31) European Biomedicine Convention, Article 5. (32) See also: International Covenant on Civil and Political Rights (ICCPR) of 1966, Article 7; (33) Charter of Fundamental Rights of the European Union, 7 December 2000, Article 3.2. (34)


			This principle holds that patients and research subjects, insofar as they are legally competent, must be treated as autonomous agents and therefore have the right to make decisions for themselves about medical interventions without any kind of coercion or deception. At present, virtually all medical ethics guidelines and legal regulations relating to biomedicine hold that physicians and researchers must obtain the informed consent of patients and subjects prior to any substantial intervention. This presupposes the provision of sufficient and understandable information to them, so as to enable them to make a choice. It is important to stress that this requirement is already included in an international binding instrument (the International Covenant on Civil and Political Rights of 1966), although it only applies to biomedical research, not to clinical practice (see Article 7). The UDBHR is the first global legal (though not binding) instrument that makes explicit the need for informed consent for any biomedical intervention.


			Principle 5. Equitable access to health care, in particular access to appropriate medical care and essential medicines


			See UDHG, Article 12(a); (35) UDBHR, Articles 10 and 14; (36) European Biomedicine Convention, Article 3. (37) See also Universal Declaration of Human Rights of 1948, Article 25(1); (38) International Covenant on Economic, Social and Cultural Rights (ICESCR) of 1966, Article 12(1); (39) World Health Organization (WHO) Constitution of 1946;  (40) Convention on the Rights of the Child of 1989, Article 24. (41)


			This requirement reflects what is usually called “principle of justice” in the bioethical literature. Justice implies, in general, a fair distribution of goods in society. In this context it refers to governments’ responsibility to ensure that all individuals have access to at least a minimum standard of health care. Problems of distributive justice arise from the fact that some goods and services are in short supply and thus some fair means of allocating scarce resources must be determined. The principle of justice is basically implemented in the biomedical field through the recognition of the “right to health care”, which is one of the most important economic, social and cultural rights, sometimes referred to as “second generation rights”. The right to health care, as well as all rights of this kind, is considered a right of “progressive realization”. This means that, by becoming party to the International Convention on Economic, Social and Cultural Rights, a state agrees “to take steps… to the maximum of its available resources” (Article 2.1 of the ICESCR) to achieve the full realization of this right. Although international instruments do not specify the kind of health care to be provided, the U.N. Committee on Economic, Social and Cultural Rights, the primary body responsible for interpreting the ICESCR, has enumerated the elements of health care services that are essential to this right: availability, accessibility (i.e. provided on a non-discriminatory basis), acceptability (i.e. respectful of ethical and cultural values), and quality. (42) 


			Principle 6. Freedom of scientific research, on the condition that it is carried out with due respect for human dignity and human rights


			See UDHG, Article 12 (b); (43) UDBHR, Article 2(d); (44) European Biomedicine Convention, Article 15. (45)


			Scientific research is one of the highest expressions of human capacities and makes a crucial contribution to the well-being and progress of humankind. This is why science deserves to enjoy the greatest freedom to advance in the different fields in which it is carried out and to be promoted at all levels. Freedom of research is regarded by international human rights instruments as a part of the right to freedom of thought and expression (Article 19 of the UDHR). However, scientific research, like any human activity, does not have absolute freedom to operate at the margin of respect for human dignity and human rights. Since the atomic bombings of the cities of Hiroshima and Nagasaki in 1945, modern societies are aware that science and technology are not ethically neutral, but may have a catastrophic impact on human beings and the environment. Taking into account the inevitable ambivalence of science and technology, which increases with every new development, this principle attempts to find a balance between these two potentially competing requirements.


			Principle 7. Protection of confidentiality of medical data associated with an identifiable person


			See UDHG, Article 7; (46) IDHGD, Article 14; (47) UDBHR, Article 9; (48) European Biomedicine Convention, Article 10(1). (49) 


			According to a widely accepted principle of medical ethics and law, health care professionals have a duty of confidentiality towards their patients and research subjects and are not allowed to disclose their non-anonymized health data to third parties without their consent. This axiom, which is essential to preserve trust in the doctor-patient relationship, was already documented in the Hippocratic Oath, which states: “Whatever things I see or hear concerning the life of men, in my attendance on the sick or even apart there from, which ought not be noised abroad, I will keep silence thereon, counting such things to be as sacred secrets”. In our time, with the arrival of the digital age and the relative ease with which electronically stored information can be exchanged, the risks to individual privacy have grown rapidly. This is why the performance of the duty of confidentiality requires today the use of special safeguards for the collection, storage and disclosure of personally identifiable health information. This means, in particular, that such information should be collected and used only for specific, clearly defined, and limited purposes and disclosed only to those for whom it is intended. Nevertheless, this principle does not preclude the possibility that physicians may be allowed or required by law, in certain circumstances, to disclose personal health information without the patient’s consent (for instance, to track highly contagious diseases or to fulfill other legally-mandated public health responsibilities). 


			Principle 8. Right to know and right not to know one’s health (especially genetic) information


			See UDHG, Article 5(c); (50) IDHGD, Article 10; (51) European Biomedicine Convention, Article 10(2). (52) See also WHO Guidelines on Ethical Issues in Medical Genetics and the Provision of Genetic Services (1997); (53) World Medical Association’s Declaration of the Rights of the Patient (1981-2005). (54) 


			Over the last decades it has been strongly emphasized, in contrast to the old paternalistic model of the doctor-patient relationship, that competent patients, as autonomous agents, have the right to be adequately informed about their medical status and to be involved in the decisions concerning possible treatments. This means that patients are entitled to have access to their medical records and to be free from any mistaken beliefs concerning their condition (“right to know”). This is linked to the importance of informed consent, since it is only through adequate information that patients are able to make decisions regarding medical treatment. Exceptionally, information may be withheld from patients when there is good reason to believe that its release may seriously affect their physical or mental health (“therapeutic privilege”). In addition to the “right to know”, international instruments also recognize a “right not to know” one’s health data (in particular, genetic data). This right is usually justified as a way to prevent a psychological harm which may result from the knowledge that one has or is likely to develop a certain genetic condition, especially when no treatment or preventive measure is available. Like the right to know, the right not to know is not absolute, because disclosure may be allowed if necessary to prevent serious harm to third persons. (55) 


			Principle 9. Special protection for vulnerable persons


			See UDHG, Article 5(e); (56) IDHGD, Article 8(b,c,d); (57) UDBHR, Articles 7 and 8; (58) European Biomedicine Convention, Articles 6, 7 and 17. (59) See also Council for International Organizations of Medical Sciences (CIOMS), International Ethical Guidelines for Biomedical Research Involving Human Subjects, 2002, Guideline 13.


			Society bears specific responsibilities towards those who are more vulnerable to exploitation or harm. Although vulnerability is a common feature of many human relationships, it becomes especially important in the doctor-patient relationship, which is inherently characterized by an imbalance in power and knowledge. This inescapable inequality imposes a special obligation on the physician to protect the patient’s vulnerability against exploitation. (60) However, beyond the doctor-patient relationship, the issue of vulnerability emerges with particular force in the field of biomedical research. In this domain, “vulnerable persons” are those who, due to their age, physical or mental condition or socioeconomic status are particularly exposed to exploitation as research subjects. This category includes, among others, neonates, children, prisoners, people with physical or mental disabilities, or those who are economically disadvantaged. Special justification is needed for involving these individuals in biomedical research and extra protection should be provided to them (for instance, the requirement that the research must entail no more than minimal risk and minimal burden for the individual).


			Principle 10. Non-discrimination and non-stigmatization on the basis of health (including genetic) information


			See UDHG, Article 6; (61) IDHGD, Article 7(a); (62) UDBHR, Article 11; (63) European Biomedicine Convention, Article 11. (64)


			This principle is an extension of the more general right to freedom from discrimination included in international human rights instruments, in particular in the International Covenant on Civil and Political Rights (ICCPR, Article 2) and in the International Covenant on Economic, Social and Cultural Rights (ICECSR, Article 2). The term “discrimination” was defined by the UN Committee on Civil and Political Rights as: “any distinction, exclusion, restriction or preference which is based on any ground such as race, colour, sex, language, religion, political or other opinion, national or social origin, property, birth, or other status, and which has the purpose or effect of nullifying or impairing the recognition, enjoyment or exercise by all persons, on an equal footing, of all rights and freedoms”. (65) Although discrimination on grounds of health status is internationally proscribed, (66) instruments relating to bioethics have considered it necessary to specifically refer to it. In particular, they prohibit genetic discrimination, that is, the use of genetic information to discriminate against people, especially in the workplace and in health insurance.


			Principle 11. Non commercialization of the human body and its parts


			See UDHG, Article 4; (67) European Biomedicine Convention, Article 21; (68) Charter of Fundamental Rights of the European Union, 7 December 2000, Article 3.2; (69) Biomedicine Convention’s Additional Protocol on the Transplantation of Organs and Tissues of Human Origin, 2002, Articles 21 and 22; (70) WHO Guiding principles on human organ transplantation, 1991, Principle 5. (71)


			This principle reflects an ethical and legal axiom according to which human organs and tissues should be regarded as gifts, not as mere commodities. The prohibition of the sale of human body parts, no matter how voluntary or well informed, is grounded in the conviction that such practice would diminish human dignity and our sense of solidarity. (72) But the legal ban on the sale of live organs does not merely respond to a philosophical or symbolic concern. Rather, it has very practical connotations: it aims to prevent the exploitation of potential donors, especially, of poor people from developing societies. If money is offered, there is no doubt that the most desperate, such as the extreme poor, would be the most easily attracted to selling their organs. In such circumstances, it is hard to believe that their consent would be truly “autonomous”. Furthermore, markets for organs can also be unfair to would-be recipients who are unable to pay. Another objection to organ sales is that they would undermine voluntary organ donation by destroying the present willingness of members of the public to donate their organs out of altruism.


			Principle 12. The protection of the integrity and identity of humankind, in particular, the prohibition of reproductive human cloning and human germ-line interventions


			See (on the protection of future generations): UDHG, Article 1; (73) UDBHR, Article 16; (74) European Biomedicine Convention, Preamble; (75) UNESCO Declaration on the Responsibilities of the Present Generations Towards Future Generations of 1997. See (on human cloning and germ-line interventions): UDHG, Articles 11 and 24; (76) European Biomedicine Convention, Article 13. (77) See also Biomedicine Convention’s Additional Protocol on the Prohibition of Human Cloning, 1998; UN Declaration on Human Cloning, 2005; Charter of Fundamental Rights of the European Union, 7 December 2000, Article 3.2. (78)


			There is growing awareness that the present generation has a responsibility towards meeting the likely needs of future generations. This responsibility entails not only the preservation of the world’s environment, but also of the integrity of human species itself, which could be harmed by practices such as germ-line interventions and reproductive cloning. (79) Intergenerational justice requires us indeed to abstain from deliberately predetermining the features of our descendants, because that would amount to instrumentalizing them in a way which would be contrary to human dignity. This is especially clear in the case of cloning, because it entails that some individuals would be deliberately created as genetically identical to an existing person or even a dead one just to satisfy the desires of others.


			It must be noted that germ-line interventions for supposedly therapeutic purposes (i.e. for preventing the transmission of diseases) are also ethically problematic because of the risks of serious and irreversible harm to future generations they pose. Given the extraordinary complexity of the relationship between genes and environment, and the notion that some genes associated with disease may be beneficial in another context, the most basic prudence requires us to abstain from introducing irreversible changes in germ cells or in early embryos. (80) 


			Principle 13. The requirement to establish independent, multidisciplinary and pluralist ethics committees at the appropriate level to assess the ethical, legal and social issues raised by biomedical activities


			See: UDHG, Article 16; (81) IDHGD, Article 6(b); (82) UDBHR, Article 19; (83) European Biomedicine Convention, Article 16(iii). (84)


			The complexity of the dilemmas posed by biomedical advances has lead modern societies to promote the creation of ethics committees to contribute to the search for adequate answers. At present, such committees are being established at different levels and with various purposes. For example, they provide clinical case consultation in hospitals, guarantee that biomedical research is conducted according to ethical and legal standards, and assist lawmakers in evaluating and formulating policy choices. Taking into account this salutary trend, international biomedical law intends, first, to encourage the establishment of ethics committees at various levels, and second, to provide some criteria to ensure that they operate adequately and are truly representative of the various interests involved and of the population or community they are intended to serve.


			Principle 14. The need for justice in transnational research, in particular between developed and developing countries


			See UDHG, Articles 17, 18 and 19; (85) IDHGD, Articles 18 and 19; (86) UDBHR, Articles 13 and 14. (87)


			This principle relates to a requirement of global justice in biomedical research. As scientific research becomes increasingly globalized, the benefits resulting from it should also be global and contribute to the wellbeing of all countries, also of those countries which do not have the financial resources to conduct research themselves. This issue needs to be addressed because, without solidarity, scientific advances threaten to widen rather than narrow the gap between rich and poor and between developed and developing countries. In the field of genetic research, for instance, there has been criticism that data collected in developing countries are used to promote profit for the sponsors and bring no benefit to the community from which the samples and data are obtained. This is why solidarity and some form of benefit-sharing with developing countries are being increasingly required by international instruments relating to biomedicine. 


			Conclusion


			The intergovernmental efforts made since the end of the 1990s to develop common norms relating to bioethics can be regarded as the first steps towards the development of an international biomedical law. This new domain is characterized by the recourse to human dignity as an overarching principle, the use of a human rights framework, and the development of broad guiding principles. From the analysis of the instruments relating to bioethics adopted by intergovernmental organizations it is possible to draw at least 14 principles that constitute the foundational core of international biomedical law.


			Despite the inherent difficulties of developing universal norms in this sensitive field, the instruments that have been adopted show that this ambitious objective is feasible. The use of a human rights framework has been decisive in this regard, because international law presupposes that human rights transcend cultural diversity. In fact, the new discipline can be regarded as an extension of international human rights law into the field of biomedicine.
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					 (50)  “The right of each individual to decide whether or not to be informed of the results of genetic examination and the resulting consequences should be respected”.
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					 (58)  According to Article 7, persons unable to consent should be given “special protection,” which includes the need for the relevant authorization, which should be “obtained in accordance with the best interest of the person concerned” and giving the individual the possibility to be involved, to the greatest extent possible, in the decision-making process and in the withdrawal of consent (para. a). In principle, research should only be carried out for their direct health benefit and if there is no research alternative of comparable effectiveness with research participants able to consent. However, research without potential direct health benefit can be exceptionally carried out, “with the utmost restraint, exposing the person only to a minimal risk and minimal burden and if the research is expected to contribute to the health benefit of other persons in the same category” (para. b). As a general principle, vulnerability of individuals and groups “should be taken into account” in medical practice and research (Article 8). 
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