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I ntroduction

1 In its decision 2002/114, the Sub-Commission on the Promotion and Protection of
Human Rights decided to entrust Ms. Motoc with the task of preparing an expanded working
paper on the question of bioethics and human rights, to be considered at its fifty-fifth session.
Ms. Motoc had submitted to the Sub-Commission aworking paper (E/CN.4/Sub.2/2002/37) in
accordance with decision 2001/113, identifying the diverse issues and problems involved in the
discussion of this question and containing a number of proposals for a study on the follow-up to
the Universal Declaration on the Human Genome and Human Rights.

2. In resolution 2003/69 the Commission on Human Rights, affirming that the human
genome underlies the fundamental unity of all members of the human family, aswell asthe
recognition of their inherent dignity and diversity, and recalling that article 10 of the Universal
Declaration on the Human Genome and Human Rights affirms that no research or research
applications concerning the human genome, in particular in the fields of biology, genetics and
medicine, should prevail over respect for the human rights, fundamental freedoms and human
dignity of individuals, again requested the Sub-Commission to consider what contribution it can
make to the reflections of the International Bioethics Committee on the follow-up to the
Universal Declaration and to report on this matter to the Commission at its sixty-first session.

3. The reader isreferred to the first working paper for a presentation of the Human Genome
Project and the questions it has raised in the fields of science, law and ethics. The fundamental
questions raised by the research on the human genome were expressed by the German
philosopher Jurgen Habermas:

“What is so unsettling is the fact that the dividing line between the nature we are and the
organic equipment we give ourselvesis being blurred ... The well-known arguments
taken from the abortion debate are, | believe, setting the wrong course. Gene
manipulation is bound up with issues touching upon the identity of species, while such an
anthropological self-understanding provides the context in which our conceptions of law
and morality are embedded. My particular concern is with the question of how the
biotechnological de-differentiation of the habitual distinction between the ‘grown’ and
the ‘made’, the ‘ subjective’ and the ‘ objective’, may change our ethical
self-understanding as members of the species and how it might affect the
self-understanding of a genetically programmed person. We cannot rule out that
knowledge of one’s own heredity factors being programmed may put certain constraints
on an individual’ s right to an open future, while undermining the essentially symmetrical
rel ations between free and equal human beings.”*

4. Efforts to ascertain the structural design of our genetic heritage pledge a major
transformation in health care. Notwithstanding the foreseen returns, these advances engender
global concerns about the implications of such developments, in particular on human rights,
public health and trade.” Genetics has been used to justify policies ranging from compulsory
sterilization to eugenic practices and genocide. Alarm also arises concerning whether our
genetic structure should be translated into a subject of propriety rights, allowing a few companies
to have power over access to gene-based products fundamental to the health of all of humanity.

It islargely admitted that while the science of mapping and sequencing the human genomeisin
progress, the legal framework lags far behind.
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5. Attempts have been made by severa international organizations to address genomic
research. Taken together, the norms relating to the human genome form an incoherent picture.
Recent advances in genetics seem to have given rise to another conflict between the health law
regime, the intellectual property regime and the human rights regime. The priority given to the
human rights regime can be legally justified by reference to Article 103 of the Charter of the
United Nations, which stipulates that “in the event of a conflict between the obligations of the
Members of the United Nations under the present Charter and their obligations under any
international agreement, their obligations under the present Charter shall prevail.” This clause
was invoked in order to suggest that the maintenance of peace and security and the protection of
human rights have priority over all other international regimes, given the fact that the Charter
indicated that they are the main purposes of the United Nations.*

6. The purpose of this working paper is to outline the main questions to be analysed in a
study of the subject and thus provide a basis for discussion by the Sub-Commission.
Consequently, it isto be understood as a continuation of the first working paper
(E/CN.4/Sub.2/2002/37) and as a set of hypotheses requiring further elaboration. It triesto
address some of the conflicts from a human rights perspective, taking into account four issues
discussed in the previous paper: (a) the human genome as the common heritage of mankind;
(b) manipulation of the human genome and human rights; (c) discrimination and the human
genome; (d) intellectual property and human rights.

|. THEHUMAN GENOME: COMMON HERITAGE OF HUMANITY

7. Article 1 of the Declaration on the Human Genome and Human Rights of the

United Nations Educational, Scientific and Cultural Organization (UNESCO) stipulates: “The

human genome underlies the fundamental unity of all members of the human family, aswell as
the recognition of their inherent dignity and diversity. In asymbolic sense, it is the heritage of

humanity.”

8. The “common heritage of mankind” (CHM) principleisthe legal notion that all people
have an equal proprietary interest in the natural world. The CHM doctrine, which is applied to
the deep seabeds, Antarctica, the moon and other celestial bodies and certain worldwide
historical sites, includes the following characteristics: (i) no country can appropriate for itself
the territory in question; (i) al States share responsibility for managing the territory; (iii) all
States must share in the benefits from exploitation of the territory or its resources; and (iv) all
countries must use the territory exclusively for peaceful purposes.® The United Nations tends to
apply the CHM concept uniformly to environmentally vulnerable sites.

9. The human genome is considered to be the blueprint of humankind’s common heritage; it
isamoreintegral part of humanity than the items that the CHM principle traditionally covers. It
was considered that applying this definition to the Human Genome Project (HGP)® would result
in the following determinations. (i) the genome could not be appropriated by any country or
private corporation within that country; (ii) all States would share responsibility for setting
regulations and laws for permissible uses of the genome; (iii) all States would share in the
benefits derived from HGP, which would mean that all gene sequences would be publicly
accessible; (iv) the genome would be reserved exclusively for peaceful uses; and (v) the
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international community would have shared responsibility for preserving the genome intact for
future generations. A treaty granting the HGP CHM status would eliminate State concerns about
protecting their investments.”

10.  The CHM language has long been and still is subject to different interpretations by

devel oped and devel oping countries. Developing countries assert that the CHM principle gives
humanity collective ownership, requiring profitsto be divided among all nations. They consider
that the collective ownership theory requires the establishment of a unique international authority
with the right to distribute resources among States, including States not participating in the
harvesting activities.

11.  The Third United Nations Convention on the Law of the Sea (UNCLOS I11) Convention
describes in great detail the international regime that was supposed to administer the exploitation
of the deep seabed. It providesfor the establishment of an International Seabed Authority to
regulate mining activities in the deep seabed and “the Enterprise”, an intergovernmental mining
company to be run by the Seabed Authority. Private companies wishing to mine the deep seabed
are required to apply for alicence from the Seabed Authority, identify two prospective mining
sites of equal commercial value, and catal ogue the equipment and methods to be used. The
Seabed Authority selects one of the sites and reserves the other for the Enterprise to exploit,
either by itself or in cooperation with developing countries. The devel oping countries designed
the Enterprise so that the profits from deep seabed mining would be shared by all States
regardless of whether they had been involved in the mining venture.

12. Most developed countries did not ratify the UNCLOS 111 Convention because of the
Enterprise provisions.® UNCLOS |11 was revised 12 years after its adoption in order to draw in
the developed countries and set up an effective regime. The changes included restructuring the
deep seabed mining regime aong the lines of free market principles and eliminating the
mandatory transfer of technology and production ceilings provisions.

13.  The 1979 Agreement governing the Activities of States on the Moon and Other Celestial
Bodies (“the Moon Treaty”) does not sketch out an international outer space administrative
regime. Article 11 provides for the adoption of an international regime to govern the
exploitation of natural resources of the moon and other celestial bodies when “ such exploitation
is about to become feasible’. The General Assembly was to review the Moon Treaty 10 years
after its entry into force to determine whether revision was necessary in view of the need to
establish an international administrative regime. However, neither the General Assembly nor the
States parties met to settle this question, which was interpreted as reluctance to see such aregime
established.’

14.  Theevolution of the concept of CHM has shown that developed and devel oping countries
have discordant interpretations and different views concerning an international regulatory

regime. An international regime concerning the human genome must be interpreted so as to
assure an equilibrium between the needs of both developed and devel oping countries.
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II. HUMAN GENETIC MANIPULATION AND HUMAN RIGHTS

15.  There aretwo types of cloning: therapeutic and reproductive. These are distinguished by
the uses to be made of cloned embryos. Therapeutic cloning istied to the production of stem
cells, which are unspecialized cells at an early stage of development that can divide and
differentiate into the numerous types that comprise the cells of the tissues and organs of the
body. Stem cells have a central role in human growth and provide a continuous source of new
cellsfor the regeneration of diseased tissue. Therapeutic cloning refers to the use of the product
of cellular nuclear replacement for research and therapeutic purposes, embryos are not alowed
to develop or be implanted in awoman’s uterus. Reproductive cloning refers to the actual
implantation of the blastocyst resulting from cellular nuclear replacement, which is the purpose
of performing the procedure. ™

16.  Thesuccessful cloning of Dolly the sheep made the world community aware of the
possibility of applying similar procedures in humans.™* Potential applications for human cloning
have been improved by advancesin stem cell technology. The stated intention of those who
announced that they had cloned the first human embryo is to make the most of this technology
for the production of human stem cells.

17.  Of moreimmediate significance is the cloning of human tissue for therapeutic purposes.
the manipulation of the DNA of those tissues in order to alleviate the suffering caused by
diseases such as Alzheimer’s, diabetes, Parkinson’s, cardiovascular disease and various
genetically linked cancers. Therapeutic cloning of tissue would be used to attain such aims as
the substitution of bone, tissue, skin, and cartilage and the renewal of spinal cord tissue; it is not
meant to produce a whole human being.

18.  Thethree principal instruments that address human genetic manipulation are the
Universal Declaration on the Human Genome and Human Rights, the European Convention for
the Protection of Human Rights and Dignity of the Human Being with regard to the Application
of Biology and Medicine (Convention on Human Rights and Biomedicine) Convention and its
Additional Protocol on the Prohibition of Cloning Human Beings. An international convention
against reproductive cloning was proposed at the level of the United Nations. Because of the
deep sense that humanity is related to but distinct from other beings, changing our nature
necessarily threatens to destabilize human dignity™? as a fundamental human right.*?

19.  Article 2 of the UNESCO Declaration states that “ dignity makes it imperative not to
reduce individuals to their genetic characteristics and to respect their uniqueness and diversity”
and considers reproductive human cloning as contrary to human dignity and shall not be
permitted (art. 11).

20.  The purpose of the European Convention on Human Rights and Biomedicine isto
safeguard human dignity and the identity of al human beings and the fundamental rights and
freedoms of the individual with regard to the application of biology and medicine. The
Additional Protocol states that the deliberate creation of genetically identical human beingsis
contrary to human dignity and thus constitutes a misuse of biology and medicine (preamble).

21.  Article 3 of the Charter of Fundamental Rights of the European Union states: “Everyone
has the right to respect for his or her physical and mental integrity” and “In the field of medicine
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and biology the following must be respected in particular: the free and informed consent of the
person concerned, ... the prohibition of eugenic practices, in particular those aiming at the
selection of persons ... the prohibition of the reproductive cloning of human beings”.

22.  The Committee on Economic, Social and Cultural Rightstook into account in its general
comment no. 14, that “every human being is entitled to the enjoyment of the highest attainable
standard of health conduciveto alifein dignity”. The Committee catalogued 14 rights related to
the right to health. The general comment acknowledges that genetic factors play arolein
determining an individual’ s health, but does not address genetic manipulation or cloning
specifically. The State's obligation to respect the right to health includes ensuring that
government agencies do not engage in hazardous genetic manipulation; the obligation to protect
also includes preventing the biotechnology industries from engaging in such activities.

23.  Article 23 of the International Covenant on Civil and Political Rights recognizes the right
of men and women of marriageable age to marry and to found afamily. Cloning is disparaging
of the rights of children and their human dignity. It infringesthe child’sright to an open future
and binds that child as a genetic prisoner of another person’s genome.

24.  George Annas has stated that human cloning threatens our human condition and therefore
our humanity: “Can universal human rights and democracy, grounded in human dignity, survive
human genetic engineering? Without clear goals, the market will define what it is that makes a
better human. Mass marketing and advertising will encourage us to conform to some
culturally-constructed ideal, rather than celebrate, or even accept, differences’. ™

25.  Genetic manipulation could be considered as inhuman treatment because a person who
would be a new species or a subspecies of human would essentially not be a holder of human
rights. If human physical traits were modified to a great extent then the clone would certainly be
“inhuman”. Human-replication cloning and other such forms of genetic engineering have to be
qualified as a category of crimes against humanity. It has been proposed that the International
Criminal Court should investigate and punish human cloning.*

26.  Alongasimilar line of thinking, the international community has noted that human
dignity and human rights derive from our common humanity and that while genetic science has
the power to open up vast prospects for improving health, it also has the power to diminish
humanity fundamentally by producing a child through human cloning or by intentionally
producing an inheritabl e genetic change.

27. Human cloning, should it allow science to produce children with predetermined
genotypes, or by altering fundamental human characteristics, might cause these children to be
deprived of their human rights or to be discriminated against. Considering that the creation of a
new species or subspecies of humans could easily lead to genocide or slavery, it was proposed to
adopt a convention on the preservation of the human species.*

28.  Article 12 of the UNESCO Declaration stipulates that “benefits from advancesin
biology, genetics and medicine concerning the human genome shall be made available to all,
with due regard for the dignity and human rights of each individual” and that applicationsin
these fields shall “ seek to offer relief from suffering and improve the health of individuals and
humankind asawhole”.
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29.  UNESCO recommends that its member States allow researchers to enjoy the degree of
autonomy appropriate to their task and to the advancement of science and technology and to take
fully into account that creative activities should be promoted in the national science policy on the
basis of utmost respect for autonomy and freedom of research necessary to scientific progress.

30.  The European Convention acknowledges freedom of scientific research and testing for
health-related research. Both the European Convention and the UNESCO Declaration make an
exception for freedom of research where human welfare or human rights would suffer.

31. A proposa for aconvention banning reproductive cloning was discussed by the

Genera Assembly at the end of 2002. Some States proposed the elaboration of a convention
banning reproductive cloning, which would send a strong message that the reproductive cloning
of humans was unethical and illegal. It was proposed to address reproductive cloning, and
therapeutic cloning later. It was considered that this method accepted the intricate and
conflicting views about therapeutic and experimental cloning, while at the same time reflecting
the consensus that reproductive cloning was unacceptable. In view of the fact that work on
human cloning was taking place, it was considered imperative to elaborate a convention against
it as soon as possible.

32. Other States support the elaboration of a convention calling for a comprehensive ban on
both reproductive human cloning and on human cloning for therapeutic and experimental
purposes. Since the technology for both was the same, it was considered that a partial ban on
reproductive cloning would be ineffective and would send the wrong message by implicitly
authorizing the creation and destruction of human embryos for experimentation. Further, a
partial ban on cloning would create legal uncertainty. The distinction between reproductive and
other cloning masked the reality that a human being was being created for the purpose of
destroying it to produce embryonic stem cell lines or to carry out other experiments - techniques
that were highly controversial and raised profound ethical and moral questions.

33. It was pointed out that human embryonic cloning conflicted with international 1egal
norms protecting human dignity. Other cloning techniques such as adult stem cell research did
not pose a problem and would not be covered by a comprehensive ban. Alternative approaches
included a moratorium pending the entry into force of a convention against reproductive human
cloning; a permanent ban on reproductive cloning and a short-term ban on therapeutic cloning to
buy time for study, and a two-tiered approach focusing on reproductive cloning and containing
provisions on other cloning activities that the parties to the convention could opt in or out of. It
was suggested that future work in the General Assembly could include consideration of whether
to establish an international cloning commission and the promotion of international cooperation
geared towards substitute technologies for developing countries.’

1. DISCRIMINATION AND THE HUMAN GENOME

34. The right to non-discrimination and to equal protection of the law in the field of bioethics
Is stipulated by the UNESCO and Council of Europe texts and the Charter of Fundamental
Rights of the European Union. The UNESCO Declaration states: “No one shall be subjected to
discrimination based on genetic characteristics that isintended to infringe or has the effect of
infringing human rights, fundamental freedoms and human dignity” (art. 6).
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35. Discrimination issues come up first and foremost with respect to genetic testing or
screening, the results of which could bring employers or insurers to exclude persons from
employment whose tendency to disease or other health conditionsis high, as exposed by their
gene sequencing. Present-day debate of the social implications of HGP focus on discrimination
against individuals in the employment and insurance contexts. Applicants who reveal
predispositions to genetic disorders may be denied employment, refused promotions, or
restricted from access to positions entailing risk. Use of genetic information in this way could
supposedly promote good organization and lower costs by creating a more prolific workforce.
Those who oppose genetic testing in the employment context claim that the tests will be
randomly applied, have limited prognostic truthfulness, will be unable to determine the extent to
which an employee may be affected by genetically inclined circumstances, and may call
attention to disorders that do not actually interfere with job functioning.™®

36. Theright to privacy and the related right to seek, receive and impart information have
both been incorporated in what is sometimes called “the emerging international law for human
genetic manipulation”. The UNESCO Declaration stipulates “ genetic data associated with an
identifiable person and stored or processed for the purposes of research or any other purpose
must be held confidential in the conditions set by law (art. 7)”. Article 10 of the European
Convention provides that everyone has the right to respect for private lifein relation to
information collected about his or her health.

37.  The protection of privacy includes health-related information. Human genetic data
collection only increases the need for protection. People whose DNA is analysed also have a
rightltgo know who is collecting the information, why, where it is stored, and who has access
toit.

38. Experimental and therapeutic interventions for the purpose of genetic engineering raise
specia problems regarding free consent to medical or scientific experimentation. The UNESCO
Declaration and the European Convention require a risk-benefit assessment with prior, free and
informed consent. Nevertheless, most decisions will require informed consent even where a
risk-benefit assessment isimpossible.

39. One rationale for the position that the genetically unsuccessful may be worthy of special
protections while those who are ill do not is that specific disease-causing genetic mutations may
involve certain racial or ethnic groups. Supporters of protective legidation argue that it is
necessary because the genetic tendency to disease isitself stigmatizing. Like the apprehension
that racial prejudice creates a colour hierarchy in our society, one might worry about a genetic
hierarchy. Thisisthe main reason why genetic discrimination is different for other
discrimination based on health issues. %°

40. Thetragic history of eugenics also casts along shadow over contemporary claims
regarding new knowledge about human genetics. We can argue that the justification offered by
insurers for their use of genetic information in classifying risksis similar to that used in the
earlier eugenics movement - that healthy people should not have to support people who have or
may develop genetic diseases. The question we are considering is whether genetic
discrimination expresses disrespect or unequal concern. The social meaning of genetic
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discrimination, understood against this historical background, may well denigrate the equal value
of people with genetic disease. Given the misuse of geneticsin our past, thisclamis surely
plausible.

41.  Theresearch on the human genome can enhance discrimination towards women. It was
also emphasized that germ-line engineering would move choices about reproduction away from
women, towards biotech corporations. Women would lose control of their own childbearing
experiences. Despite these possible consequences of research on the human genome upon
women, women are not participating in the decisions relating to the status of the research.

42. Indigenous peoples often denounce gene research as aform of biocolonialism. The
indigenous communities who have evolved in relative isolation present the best prospect for
grasping the variety of the human genome. Scientists have gathered and examined blood and
tissue samples from hundreds of indigenous communities. Often these activities are carried out
by biotechnology companies that expect to profit from this research, at the expense of indigenous
communities. The research on the human genome can become another ground of discrimination
against indigenous peoples.

43. People living in extreme poverty are among the first to be endangered by genetic
manipulation. Their lack of meansis correlated with alack of information relating to the
question of free consent in genetic manipulation. Often, people can be tempted to participate in
the genetic experiments by rewards offered by the companies.

44.  Given the possible dimensions of discrimination in the field of genetics, whichis
different from discrimination in the field of health, the author considers that thisis an important
areato be tackled by the further studiesin the field.

V. INTELLECTUAL PROPERTY RIGHTSAND THE HUMAN GENOME

45. A debate on the scope of protection for intellectual property is taking place between
developing and developed countries. The former view the latter as demanding payment for
imported technology that developing countries cannot afford. Innovations in the developing
world have often been considered the traditional knowledge of the society, rather then subject
matter eligible for patenting.?

46.  Also, intellectual propriety rights would establish a monopolistic position on human
genes. Asaresult, patent protection for human genes would discourage medical innovations and
would inhibit advances in medicine. The response is that some devel opments in medicine would
never have taken place without the incentive given by patent protection.

47. The most advanced countries in genomic research do not have the same standards. there
are different standards in the United States, Europe and Japan, the principal Statesinvolved in
human genome research. In Japan, for instance, it is required for an invention to have occurred
in anon-natural way; aso, all the processes in which the human body is an indispensable
element are excluded from patenting.
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48. The United States Code states “[w]hoever invents or discovers any new and useful
process, machine, manufacture, or composition of matter, or any new and useful improvement
thereof, may obtain a patent therefor, subject to the conditions and requirements of thistitle’.
The United States Patent and Trademark Office and courts have been expanding patent
protection to cover isolated parts of human genes.

49. The substantive requirements for patentable subject matter under the European Patent
Convention (EPC) are also different than the statutory requirements which must be met under
Japanese and United States law. The substantive requirements under EPC are: (i) novelty;
inventive step; and (ii) industrial application. Under the Convention, an invention is patentable
iIf it is susceptible of industrial application, is new and involves an inventive step (art. 52.1). In
addition, there are certain exceptions to patentability which are specifically important to the field
of biotechnology. The exceptionsillustrate the once conservative view on Euro-biotech
patenting, as article 53 (a) leaves open an exception for inventions that violate public policy or
morality. Further, article 53 (b) prohibits patents on biological methods for the production of
plants or animals.

50. A Directive on the Legal Protection of Biotechnological Inventions was adopted by the
EU in 1998 (98/44/EC). Theinitial purpose of the Directive was to ensure certainty and
uniformity in patent protection of biotechnological inventions and to encourage European
inventionsin thisfield. The exceptions to patentability are where exploitation would be contrary
to public policy or morality, such as processes for cloning human beings, processes for
modifying the germ-line identity of human beings and the use of embryos for industrial or
commercial purposes. The Directive allows the patentability of a sequence or partial sequence of
genes which were isolated from the human body or otherwise produced by means of technical
processes, provided that the criteria of novelty, inventiveness and industrial applicability are also
satisfied. The Directive stipul ates that the simple discovery of a sequence or partial sequence of
agene, as opposed to its isolation, cannot constitute a patentable invention.

51. The language of the Directive leaves alot of uncertainty, especialy in connection with
patent legislation. In order to better understand article 53 and its relationship to evolving
biotechnology patent laws in Europe, an overview of conflicting case law must be discussed.?*
For example, under the Directive, atransgenic plant developed by Plant Genetic Systems would
be patentable. Upon the Directive' s adoption, many of its rules were contrary to the more
conservative view of biotechnology patents as seen in the EPC, yet it did not cause States parties
to EPC to circumvent their obligations under the Convention. On 16 June 1999, a decision by
the Administrative Council of the European Patent Organization amended the Implementing
Regulations to the EPC, which reflected the initiative of the Directive.®® The Directive was
contested at the European Court of Justice.??

52.  Attheinternational level patentsin the field of the human genome isregulated by the
Trade-Related Aspects of Intellectual Property Rights (TRIPS) Agreement of the World Trade
Organization (WTO). The preamble to the TRIPS Agreement states the general goals of the
Agreement, which include the reduction of distortions in the impediments to international trade
and the promotion of effective and adequate protection of intellectual property rights, and the
assertion that these measures and procedures to enforce intellectual property rights do not
become barriersto trade.
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53. For each type of intellectual property covered, TRIPS defines the subject matter covered,
identifies the rights conferred, and sets the minimum duration of protection. Member countries
may give more extensive coverage than is required by TRIPS. Each member country must give
nationals of other members treatment no less favourable than it gives its own nationals
concerning intellectual property protection. Any advantage given to a national of any country
shall immediately and unconditionally be given to nationals of all other members. In order to be
eligible for patent protection, an innovation must constitute an invention, has to be novel,
non-obvious and useful. The gene sequence constitutes a discovery of a substance occurring in
nature, rather than anovel and non-obvious invention.

54.  Article 27.2 of TRIPS allows members to exclude from patentability inventions whose
commercia use would jeopardize the public order or morality. The article allows membersto
exclude from patentability diagnostic, therapeutic and surgical methods for the treatment of
humans and animals. The article provides for the possible exclusion from patentability of certain
innovations in order to protect human, animal or plant life or health other than micro-organisms,
and essentially biological processes for the production of plants and animals other than
non-biological and microbiological processes. Article 27 is currently under review in the TRIPS
Council. The vague wording of the exceptions |leaves plenty of room for contradictory
interpretations regarding the patentability of human genes.

55.  Article 31 of TRIPS stipulates the conditions under which members of WTO may grant
compulsory licensing, i.e. licences to physicians, researchers and others to use a patented gene
sequence without the patent holder’ s permission, for areasonable fee paid to the patent holder.
Laboratories would be able to undertake genetic diagnostic testing and possibly discover new
mutations. Pharmaceutical companies would not be able to prevent pharmacogenomic testing
related to their products and research on gene therapies would be stimulated. For example, if a
company had a specific patent on a gene or sequence, then that company would receive a portion
of the profits when the specific gene or sequence they discovered was used in a mass-market
drug. Thisisafeasible alternative because future drugs are likely to work because they
influence the behaviour of many genes. Cross-licensing®’ agreements would still make profits
attainable and thus incentive high, while also allowing crucial information to be shared in order
to promote disease research. %

56. Sub-Commission resolution 2000/7 promises to throw a bigger spotlight on the human
rights impact of the TRIPS Agreement. It declared that “since the implementation of the TRIPS
Agreement does not adequately reflect the fundamental nature and indivisibility of al human
rights, including the right of everyone to enjoy the benefits of scientific progress and its
applications, the right to health, the right to food, and the right to self-determination, there are
apparent conflicts between the intellectual property rights regime embodied in the TRIPS
Agreement, on the one hand, and international human rights law, on the other hand”.

57. It was considered that the argument regarding the influence of TRIPS on public health
has shaped a noteworthy change in trade politics. At Doha, the Third WTO Ministerial
Conference adopted a “ Declaration on the TRIPS Agreement and Public Health” in which the
ministers stressed the need for the TRIPS Agreement “to be part of the wider national and
international action” to address public health problems. The Declaration asserts that TRIPS “can
and should be interpreted and implemented in a manner supportive of WTO Members' right to
protect public health and, in particular, to promote access to medicines for all”.?
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58. Despite the principles adopted at Doha nothing has been modified in a substantial way
with respect to TRIPS and health, specia and differential treatment and implementation-related
issues and, more recently, in the areas of agriculture and market access for non-agricultural
products. The health areais considered to be one of the most important failures of the post-Doha
WTO. The question of TRIPS and genetics remains an area that was not given a proper answer
by WTO, and especially the TRIPS regime.

59. The Convention on Human Rights and Biomedicine does not deal explicitly with the
patentability of human genes. It stipulatesin article 12 that “the human body and its parts, shall
not, as such, giveriseto financial gains’. In Parliamentary Assembly recommendation 1425 on
biotechnology and intellectual propriety, human-derived genes can neither be considered as
inventions, nor be subject to monopolies granted by patent.

60.  Another potential way to deal with the problems created by gene patentsisto create a
greater opportunity for third-party challenges to the grant of a patent. Some commentators
advocate expanding the existing procedure within the patent office whereby any third party can
ask for a patent to be re-examined. Measures to ensure greater scrutiny of patents could include
greater participation of third partiesin theinitial interviews about a patent application, and the
chance for third parties to appeal patent office re-examination decisions. Thiswould allow, for
example, organized patent groups to have their interests represented in the decisions about the
granting of gene patents.

61. But allowing those persons from whom genes are taken to have a property interest in the
patent is not a comprehensive solution to the problems created by gene patents. It will be an
extremely rare case where researchers will actually need to negotiate with the people who have a
gene mutation associated with a particular disease or their family members. For common
complex genetic diseases, such as heart disease, so many people will have a particular mutation
that researchers will likely be able to find research subjects who will not insist on participating in
the patent application. Moreover, for most diseases, researchers will not have to collect DNA
from peoplein thefirst place. Researcherswill be able to use DNA samples that already exist in
hospit%\I0 pathology laboratories, public health screening programmes, research centres, and DNA
banks.

V. CONCLUSIONSAND RECOMMENDATIONS

62.  Aninternational framework should be developed, taking into account the public but
also the privateresearch in thefield. Individual rightsand the broader social context
should be under stood as interwoven and reciprocal. Enforceability hasto be combined
with a soft-law framework. National codes could specify thecriteriafor deciding whether a
new genetic test should be marketed, used, or even developed at all. A bioethics
commission would clear testsand therapiesfor ease of usein themarket. In thisway, the
availability of genetic tests and therapies could be limited only to those that have
immediate and real benefitsfor individuals health. Testsand therapieswould not be used
in insurance or employment contexts. Rules should also be established to govern the
disclosure of genetic information to third parties. Codesfor genetic counselling could also
be established to help individuals make choicesregarding their particular circumstances.

If at all possible, genetic counselling should be obtainable for all persons, irrespective of
their social and economic resour ces.
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63.  All the solutions haveto take into account therole of the private sector in the
genomic industry. Biotechnology has become more and more private. It involves both
State and non-State actors. Any legal framework that targets only inter gover nmental
relationships cannot adequately regulate human genomics. It isimportant to create a
transnational forum for biotechnologies.®® Numerous NGOs areinterested in transnational
biotechnology. Thereare sound argumentsin favour of engaging all partiesthrough
voluntary structureswhile at the same time imposing a coercive regime. The speed with
which technology is developing arguesin favour of using soft-law instrumentsin more
effective ways. Enforcement remainsfundamental, ashard law isin international law.
Human cloning hasto be very severely punished by the criminal codes of Statesand, given
the danger implied by genetic manipulation to the human species, characterized asa
massive violation of human rights.

64.  Although Governments may introduce regulation, it will largely be private actors
such as corporations and physicians who will implement theregulations. A regulatory
scheme, therefore, should permit horizontal suitsthat enable peopleto sue other private
actorsto enforce State regulation. Horizontal suitswould help dismantle the public and
private distinction by subjecting the power arrangements and social ordering within the
private sphereto scrutiny.

65. Given the number of discoveriesin thefield of genetics, it isvery important that
States promote accessto reliableinformation. It isimportant that a public debate be
launched and all the stakeholders - resear chers, ethical experts, businesscircles - haveto
participate.

66. It isworth emphasizing the universal ethical principalswhich arethe basis of
fundamental human rights, such asindividual dignity and value of the human life and
respect for theindividual. It isalso valuableto reaffirm the necessity of safeguarding the
freedom of science and resear ch with the aim of benefiting all of humanity. At the same
time, someredistributional principals haveto be agreed in order to ensurethat stepsare
taken in the direction of equal accessto new therapies.

67. Predictive genetic tests may be performed only for medical purposes and everybody
Isentitled to the protection of their personal data. Discrimination against a person on the
ground of hisher genetic heritage should be expressly prohibited. Discrimination in
geneticsisdifferent from discrimination in other fields of the health regime.

68. It isworth taking into account the proposal to organize a world summit on the
future of the human speciesto protect theintegrity of the human species, to prevent the
market and its power ful industries, businesses and self-serving scientists from deciding for
uswhat the future of humanity is.
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