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Introduction

1 In its resolution 2000/7, the Sub-Commission for the Promotion and Protection of Human
Rights requested the High Commissioner for Human Rights to undertake an analysis of the
human rights impacts of the Agreement on Trade-Related Aspects of Intellectual Property Rights
(the TRIPS Agreement) of the World Trade Organization (WTO). In the same resolution, the
Secretary-General was also requested to submit a report on the question of intellectual property
rights and human rights. In relation to the Secretary-General’ s report, a note verbal e dated

6 March was sent to States requesting information relevant to the report. That report is available
as document E/CN.4/Sub.2/2001/12. Where relevant, information supplied in response to the
note verbale has been included in the present report.

2. While the TRIPS Agreement could affect the enjoyment of several rights - in particular
the right to food, the right to devel opment, the human rights of indigenous peoples - the High
Commissioner has decided to focus the report by examining the role of the TRIPS Agreement on
the promotion and protection of the right to health. The High Commissioner has chosen the right
to health as an entry point for an analysis of the TRIPS Agreement for several reasons. First,
resolution 2000/7 recognizes that the TRIPS Agreement could affect the enjoyment of the right
to health - in particular through its effect on access to pharmaceuticals.” Next, the High
Commissioner views this as an opportunity to expand on work aready being done by other
international organizations in the area of the TRIPS Agreement and health - in particular by the
World Health Organization (WHO), UNAIDS and WTO.

3. Finaly, asthe issue of trade agreements and health has been raised within the context of
world conferences, the report can be situated within an identifiable international policy
framework. Only last year, new initiatives for social development set by the General Assembly
during the review of the outcome of the World Summit for Social Development invited the
organizations of the United Nations system to integrate the health dimension into their policies
and programmes, including through analyses of international trade agreements and trade in
health goods and services (A/S-24/8/Rev.1, commitment 6, paras. 102 and 104). In the

context of the special session of the General Assembly on HIV/AIDS in June 2001, the
Secretary-General in hisreport (A/55/779, para. 48) has stated that “(g)lobally trade policy
provisions need to be used more effectively to increase accessto care [for people with HIV].
The availability of low-cost generic drugs needs to be expanded, in accordance with national
laws and international trade agreements and with a guarantee of their quality”.

4. The materia for the report has been provided mainly through reports of the
United Nations, the specialized agencies and WTO, as well as through consultations with some
of the organizations referred to in the report.

I. AHUMAN RIGHTSFRAMEWORK FOR ANALYSING THE
TRIPSAGREEMENT

A. Introduction to the TRIPS Agreement

5. The TRIPS Agreement was negotiated in the context of the Uruguay Round of
multilateral trade negotiations under the General Agreement on Tariffsand Trade (GATT). The
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TRIPS Agreement is the most comprehensive multilateral agreement that sets detailed minimum
standards for the protection and enforcement of intellectual property rightsand asaresultitisa
significant step in harmonizing national intellectua property (IP) systems. The Agreement is
one of the agreements annexed to the Final Act Embodying the Results of the Uruguay Round of
Multilateral Trade Negotiations which cameinto forcein 1995. This means that all members of
WTO are bound by the obligations under the TRIPS Agreement.

6. The minimum standards relate to the protection of: products and processes by patents;
literary, artistic, musical and other works by copyright and related rights; industrial designs,
trademarks; geographical indications; layout designs of integrated circuits; and undisclosed
information such as trade secrets. The Agreement sets the minimum standards - requirements for
the grant of rights, the time limitations on protection, permitted exceptions to the use of rights
and modes of enforcement - to be implemented by each WTO member. The permitted
exceptions will be referred to in greater detail below, however, the Agreement allows member
States to adopt measures to protect public health and nutrition, to promote socio-economic and
technological development and to protect against the abuse of intellectual property rightsin
certain cases. The interpretation of these exceptionsis, in large part, up to the member States.
The Agreement includes special treatment for developing countries in certain circumstances,
including transitional flexibility for implementation. While developed countries should have
implemented the Agreement by 1996, developing countries and countriesin transition had

until 1 January 2000 and least devel oped countries have until 2006 to compl ete implementation.
The TRIPS Agreement recognizes the economic, financial, administrative and technological
constraints of the least developed countries. It therefore provides the possibility of further
extension of the transitional period.?

7. The Agreement al so makes disputes between WTO members concerning respect for the
minimum standards subject to the WTO dispute settlement procedures. In the case of a dispute,
apanel of specially appointed trade experts interprets the provisions of the Agreement and issues
areport. A decision of the panel may be subject to appeal to the WTO Appellate Body. If a
party to a dispute fails to abide by a decision, the other party can impose trade sanctions on the
member in breach upon authorization by the Dispute Settlement Body.

8. Finally, the Agreement includes a built-in mechanism for review. Review of the
Agreement is also possible through the biennial Ministerial Conferences. The Ministerial
Conference is the highest decision-making body of WTO and it can make decisions on all
matters under any of the WTO Agreements, including the TRIPS Agreement. The third
Ministerial Conference was held in Seattlein 1999. This year, the fourth Ministerial Conference
will be held from 9 to 13 November in Doha, Qatar, and the issue of the TRIPS Agreement will,
in all likelihood, be included on the agenda.

9. It should be noted that most WTO members already had some form of intellectual
property protection in place prior to the TRIPS Agreement. The key difference isthat the TRIPS
Agreement provides comprehensive rules governing such protection which are subject to
international legal interpretation and enforcement through an effective dispute settlement
mechanism.



E/CN.4/Sub.2/2001/13
page 5

B. Intellectual property rightsand human rights

10.  The starting point for a human rights analysis of TRIPS Agreement is article 15 of the
International Covenant on Economic, Social and Cultural Rights (ICESCR) and the similarly
worded article 27 of the Universal Declaration on Human Rights (the Universal Declaration).?
Article 15 of the Covenant obliges States parties to respect, protect and fulfil people’'s cultural
rights. The article identifies a need to balance the protection of both public and private interests
inintellectual property. On the one hand, article 15 recognizes the right of everyone to take part
in cultural life and to enjoy the benefits of scientific progress and its applications. On the other
hand, the same article recognizes the right of everyone to benefit from the protection of the
moral and material interests resulting from any scientific, literary or artistic production of which
he or sheisthe author. Taking these two aspects of article 15 together, ICESCR could be said to
bind States to design IP systems that strike a balance between promoting general public interests
in accessing new knowledge as easily as possible and in protecting the interests of authors and
inventors in such knowledge.

11.  Thebalance between public and private interests found under article 15 - and article 27 of
the Universal Declaration - is one familiar to intellectual property law. Traditionaly, States have
awarded limited rights over new creations as a means of providing an incentive for innovation
and for eventually ensuring public access to these creations. For example, a State may grant
patents to inventors for alimited period in return for the disclosure of theinvention. This
ensures that the public will eventually have access to the invention, but during the period of
protection, the patent holder has rights to exclude competitors from certain acts, such as making,
using and selling a patented product. During this period, the patent holder has a market
advantage which might allow higher prices to be charged over the technology, depending on the
particular market conditions. This can be used to recoup research costs and could provide an
incentive to continue inventing.

12.  Consequently, there is a degree of compatibility between article 15 and traditional IP
systems. However, the question essentially is where to strike the right balance.* Should greater
emphasis be given to protecting interests of inventors and authors or to promoting public access
to new knowledge? There are certain preconditions to a human rights approach to intellectual
property protection which should be borne in mind.

13.  First, ahuman rights approach requires that the public/private balance under article 15
should be struck with the primary objective of promoting and protecting human rights. This
conclusion is based on the text of ICESCR itself. Article 15 should be read in conjunction with
article 5 of ICESCR, which states that nothing in the Covenant can justify any act aimed at the
destruction of any of its rights or freedoms or to limit aright beyond what is provided for in the
Covenant.® In the context of article 15, this suggests that, whatever balance is struck between
private and public interests in intellectual property, the balance should not work to the detriment
of any of the other rightsin the Covenant.® This position is aso consistent with the Vienna
Declaration and Programme of Action of the World Conference on Human Rights, which
declares that “human rights are the first responsibility of Governments”.’
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14. Second, it is important to note the differing characteristics of intellectual property

rights (IPRs) - copyright, patents, trademarks and so on - on the one hand, and human rights such
as cultural rights on the other. Intellectual property rights are granted by the State according to
well-defined criteria and so are more akin to aprivilege. Those criteria are defined by national
legidation. IPRs can be licensed or assigned to someone else, they can be revoked, and they
eventually expire® Similarly, IPRs can be - and often are - held by corporations. Human rights,
on the other hand, are inalienable and universal. They are not granted by the State, they are
recognized.

15. Nonetheless, intellectual property rights such as those contained in the TRIPS Agreement
might be a means of operationalizing article 15, so long as the grant and exercise of those rights
promotes and protects human rights. Determining whether the minimum standards contained in
the TRIPS Agreement promote the enjoyment of human rightsis atwo-part exercise. First, the
Agreement itself must be assessed for compatibility with a human rights approach. Second, the
implementation of the Agreement must be assessed empirically to determine the effects of the
Agreement on human rightsin practice. The rest of this section focuses on assessing the TRIPS
Agreement as atext from a human rights perspective.

C. Linksbetween human rightsand the TRIPS Agreement

16.  Upon scrutiny, there are potential links between human rights and the TRIPS Agreement.
Article 7 of the TRIPS Agreement sets out its objectives. The article states that “ (t)he protection
and enforcement of intellectual property rights should contribute to the promotion of
technological innovation and to the transfer and dissemination of technology, to the mutual
advantage of producers and users of technological knowledge and in a manner conducive to
socia and economic welfare, and to a balance of rights and obligations’. The objectives
therefore recognize a need for balance - balance between rights and obligations of technology
holders, and between the interests of producers and users of technological knowledge, with the
wider objective of promoting social and economic welfare.

17.  The TRIPS Agreement attempts to achieve this balance in a number of ways. First,
members may take measures to protect issues relevant to ICESCR, in particular health care,
nutrition and the environment. For example, under article 8, members may “adopt measures
necessary to protect public health and nutrition, and to promote the public interest in sectors of
vital importance to their socio-economic and technological development”. However, such
measures are limited in the sense that they have to be consistent with the provisions of the TRIPS
Agreement itself.® In relation to patent protection, members may exclude inventions from
patentability in order to protect ordre public or morality, including to protect human, animal or
plant life or health or to avoid serious prejudice to the environment.’® Again, the articleis
limited by the proviso that such exclusions are possible so long as they are not made simply
because the exploitation of the technology in question is prohibited by law.** Members may also
exclude certain living matter from patentability, such as plants and animals, as well as methods
for the treatment of humans or animals.*?

18.  Second, the TRIPS Agreement alows members to take measures to balance rights with
responsibilities, indicating a degree of coherence with the balance required under article 15 of
ICESCR. In relation to patents, members may authorize third parties to work the patent without
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the authorization of the patent holder, subject to certain limitations.™® This mechanism is
generally referred to as a compulsory licence. The Agreement also envisages use by a
government authority without the authorization of the patent holder, for example to protect the
public interest. Similarly, members may take action against unfair or anti-competitive practices.
According to the Principles of the Agreement, members may adopt appropriate measures to
prevent the abuse of IPRs by right holders or to prevent the resort to practices that unreasonably
restrain trade or adversely affect the international transfer of technology.'*

19.  Third, the TRIPS Agreement encourages international cooperation. In particular,
developed country members are obliged to provide incentives to their enterprises and institutions
to promote and encourage technology transfer to |east developed countries™ and to provide, on
request, technical and financial cooperation in favour of developing and least devel oped
countries.’®

D. A human rightsapproach to the TRIPS Agreement

20. Protecting public health and nutrition, protecting the environment, encouraging
technology transfer, advancing socio-economic development as stated in article 7 of the TRIPS
Agreement, and promoting fairness and international cooperation are measuresthat - at least in
theory - are conducive to the promotion and protection of human rights and the balance sought
under article 15. They call to mind the promotion of the right to food and to health, the right to
development, and the right to enjoy the benefits of scientific progress. To use an analogy, any
action taken against anti-competitive practices or the abuse of IPRs or of a dominant market
position could be approximated to ensuring the human rights principles of equality, equal
treatment and due process. The special and differentiated treatments offered to least devel oped
countries perhaps equates with human rights notions of affirmative action as well as international
cooperation under ICESCR, the Convention on the Rights of the Child'” and the Declaration on
the Right to Devel opment.

21. Nonetheless, recognizing the links between the standards in the TRIPS Agreement and
the promotion and protection of human rightsis not the same as saying that the TRIPS
Agreement takes a human rights approach to intellectual property protection. The primary
question is whether the TRIPS Agreement strikes a balance that is consistent with a human rights
approach. A few preliminary observations are made here.

22. It isclear that while links between the promotion and protection of human rights, on the
one hand, and the rights covered by the TRIPS Agreement, on the other, exi<t, there remain
fundamental differences of approach. First of all, the overall thrust of the TRIPS Agreement is
the promotion of innovation through the provision of commercial incentives. The various links
with the subject matter of human rights - the promotion of public health, nutrition, environment
and development - are generally expressed in terms of exceptions to the rule rather than the
guiding principles themselves and are made subject to the provisions of the Agreement. A
human rights approach, on the other hand, would explicitly place the promotion and protection
of human rights, in particular those in ICESCR, at the heart of the objectives of intellectual
property protection, rather than only as permitted exceptions that are subordinated to the other
provisions of the Agreement.”® Thisis not to say that the protection of commercial objectivesis
necessarily incompatible with the promotion of human rights. Nonetheless, if we truly wish to
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factor the promotion and protection of human rights into the objectives of the TRIPS Agreement,
different ways and strategies of promoting and protecting scientific progress and its results
should be explored in particular cases.

23. Second, while the Agreement identifies the need to balance rights with obligations, it
gives no guidance on how to achieve this balance. On the one hand, the Agreement sets out in
considerable detail the content of intellectual property rights - the requirements for the grant of
rights, the duration of protection, the modes of enforcement. On the other hand, the Agreement
only alludes to the responsibilities of IP holders that should balance those rights in accordance
with its own objectives. The prevention of anti-competitive practices and the abuse of rights, the
promotion of technology transfer, special and differential treatment for least developed countries
are merely referred to - but unlike the rights it sets out, the Agreement does not establish the
content of these responsihilities, or how they should be implemented. To illustrate the
difference, a human rights approach might set out the minimum standards required for protection
against anti-competitive practices or for the promotion of technology transfer to developing
countries in much the same way as the Agreement now sets out minimum standards for the
protection of patents or trademarks. Consequently, the balance identified in the TRIPS
Agreement might not equate with the balance required under article 15 of ICESCR.

24.  Third, like any international treaty, the TRIPS Agreement takes away a degree of
autonomy from States, but it is appropriate to ask whether this affects States' abilities to promote
and protect human rights, including the right to development. For example, one of the
significant departures under the TRIPS Agreement from previous treaties on intellectual property
rightsis that the Agreement obliges WTO members to provide patent protection to cover all
forms of technology, including pharmaceuticals.”® Thisisasignificant step. Prior to the TRIPS
Agreement, States were free to decide what level of protection they would give to cover
whatever forms of technology they saw as relevant to their development needs. Thus, measures
to protect pharmaceuticals could be taken where national devel opment, technological and health
requirements suggested such action was beneficial. Such a position was in keeping with the
Declaration on the Right to Development which declares that “ States have the right and the duty
to formulate appropriate national development policies that aim at the constant improvement of
the well-being of the entire population and of all individuals, on the basis of their active, free and
meaningful participation in development and in the fair distribution of the benefits resulting
therefrom.”*° The TRIPS Agreement’s obligation to provide protection for all forms of
technology has an impact on States' ability to decide on development strategies.

25. Fourth, the protection contained in the TRIPS Agreement focuses on forms of protection
that have developed in industrialized countries. For example, in the case of patents, the
protection in the Agreement is most relevant to the protection of modern forms of technology,
such as biotechnology, and most relevant to innovators situated in a selected number of
industrialized countries.® Thisisreflected in the statistics, at least in the case of patents.

World Bank figures relating to patent applications show an overwhelming presence of
technology holders and applications in developed countries. For example, in 1997, patent
applications in high-income countries numbered 2,785,420, while in East Asia and the Pacific
they numbered 290,630; in the Middle East and North Africathere were only 1,716 applications
and in sub-Saharan Africa only 392,959, with only 38 of those filed by residents.?? In particular,
IP protection is costly, not only to apply for, but also because of the need to pay maintenance
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fees, to monitor the use of technology, and eventually to defend IPRs in the case of unauthorized
use where necessary. The Bulletin of the World Health Organization has noted that many
countries lack the technological infrastructure to benefit from costly IP systems directed to the
promotion of modern technological research, thus making systems out of reach for many
innovators or potential innovatorsin those countries.”

26.  Further, no mention is made of the need to protect the cultural heritage and technology of
local communities and indigenous peoples. While it might be the case that the negotiators of the
TRIPS Agreement did not consider the protection of indigenous peoples and local communities
knowledge, the emphasis on modern technology but not other forms of technology suggests an
imbalance within the TRIPS Agreement that could have an impact on the enjoyment of human
rights, in particular cultural rights. Focus on thisissue has increased considerably since the
adoption of the Convention on Biological Diversity in 1993.2* Many of the forms of intellectual
property protection contained in the TRIPS Agreement might be relevant to the protection of
some of the knowledge of some local communities and indigenous peoples. However, there are
still tensions between IP protection and the protection of the knowledge of local and indigenous
communities. In particular, issues arise concerning the use of such knowledge by people outside
the community without the knowledge holders’ consent. Similarly, issues arisein relation to the
equitable compensation for use of such knowledge where such use has led to the patenting of
new knowledge. These tensions could require amendments, adaptations and additions to

IP systems.

27.  Anoverarching concern for a human rights approach to IP protection is what has become
known as“TRIPS plus’. WHO refersto “TRIPS plus’ as a non-technical term which refersto
efforts to “ extend patent life beyond the 20-year TRIPS minimum; limit compulsory licensing in
ways not required by TRIPS; and limit exceptions which facilitate prompt introduction of
generics”.”® Theterm “TRIPS plus” is also used to refer to situations where countries implement
TRIPS-consistent legislation before they are obliged to do so. It does not refer to the situation
where States introduce new forms of IP protection such as petty patents that are not included
within the minimum standards of the TRIPS Agreements but that are geared towards providing
incentives for research that are appropriate to local conditions. The use of trade pressure to
impose “ TRIPS plus’-style |P legislation has been noted before CESCR.% This could lead
member States to implement I P standards that do not take into account the safeguards included
under the TRIPS Agreement which could lead to I P systems that are inconsistent with States
responsibilities under human rights law.

28.  However, even given these differences between a human rights approach and the TRIPS
Agreement, much still depends on how the TRIPS Agreement is actually implemented. The
TRIPS Agreement offers significant operational flexibility and the High Commissioner urges
WTO member States to use this operational flexibility in ways that would be fully compatible
with the promotion and protection of human rights. In thisregard, it isimportant to note that out
of 141 States members of WTO, 111 have ratified ICESCR.
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II. THE TRIPSAGREEMENT AND THE RIGHT TO HEALTH
A. Introduction

29.  Thefollowing section considersissues that can arise in the implementation of the
Agreement, reviewing issues relevant to the operation of IP systemsin the context of the right to
health. The operational issues have been grouped under two main headings - medical research
and accessto drugs. While IP systems can affect the right to health positively in some cases,
tensions may also arise. However, the TRIPS Agreement offers member States important
operational flexibility. Implementing this flexibility within the TRIPS Agreement in accordance
with the standards set for the promotion of the right to health under ICESCR will assist in
avoiding these tensions. The following section examines first the obligations on States to
respect, protect and fulfil the right to health. It sets out some of the concerns that have arisenin
the context of existing IP systems and then discusses how the flexibility inherent in the TRIPS
Agreement can be used to adjust IP systems so that they are consistent with the human rights
obligations of WTO members.

B. States obligationsto respect, protect and fulfil theright to health

30. Article 12 of ICESCR obliges States to respect, protect and fulfil the right of everyoneto
the highest attainable standard of physical and mental health.?” CESCR has set out the content of
that right in its General Comment No. 14 (E/C.12/2000/4), adopted on 11 May 2000. The
Genera Comment sets out the content of the right, the obligations on States to respect, protect
and fulfil the right, the elements of international cooperation relevant to implement the right, as
well as acts constituting violations of the right. The following summary of the General

Comment extracts those elements most relevant to adiscussion of article 15 in the context of
health. Of particular relevance are referencesto: the promotion of research; access to affordable
treatments, in particular essential drugs; HIV/AIDS; national measures for the promotion of the
right to health; clarification of international obligations; and acts that constitute violations of the
right to health.

31.  Theright to health includes obligations on States to promote research. States are obliged
to promote medical research, in particular with respect to certain categories of diseases including
HIV/AIDS.® The obligation on States to fulfil the right to health includes the need for States to
take positive measures including through fostering research into health-related areas.®

32.  Statesare bound to promote the right to health through the ensuring access to affordable
treatments. Theright to health contains certain essential elements to be applied by States
according to the prevailing national conditions. These elements include ensuring the availability,
accessibility, acceptability and quality of health facilities, goods and services. The second
element of accessibility includes the notion of affordability - health facilities, goods and services
must be affordable for all, whether privately or publicly provided.*® The General Comment also
examines the specific steps that States should undertake in fulfilment of their obligations.
Article 12 (2) (c) of ICESCR indicates that States parties to the Covenant must undertake steps
necessary for “the prevention, treatment and control of epidemic, endemic, occupational and
other diseases’. The control of diseasesrefersto States' individual and joint efforts to make
available relevant technologies and the promotion of strategies of infectious disease control .**
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The right to health includes aright to facilities, goods and services, under article 12 (2) (d). This
obliges States to provide equal and timely access to basic preventive, curative and rehabilitative
health services and appropriate treatment of prevalent diseases, illnesses, injuries and disabilities,
preferably at the community level. The right to facilities, goods and services also includes the
provision of essential drugs.*

33.  Theright to health obliges States to take into account HIV/AIDS in respecting, protecting
and fulfilling the right to health. The General Comment notes that formerly unknown diseases,
such as HIV/AIDS and others, aswell as the rapid growth of the world population have created
new obstacles to the realization of the right to health which need to be taken into account when
interpreting article 12.%

34.  The Genera Comment sets out some of the national measures that States must take to
implement the right. It notes that, as with other rights, States are obliged to respect, protect and
fulfil the right to health. It statesthat “(t)he obligation to respect requires States to refrain from
interfering directly or indirectly with the enjoyment of the right to health. The obligation to
protect requires States to take measures that prevent third parties from interfering with article 12
guarantees. Finally the obligation to fulfil requires States to adopt appropriate legisative,
administrative, budgetary, judicial, promotional and other measures towards the full realization
of theright to health”.** Specifically, the General Comment states that “the obligation to fulfil
requires States parties to give sufficient recognition to the right to health in the national political
and legal systems, preferably by way of legidative implementation, and to adopt a national
health policy with a detailed plan for redlizing the right to health”.®

35.  The General Comment sets out international obligations under the right to health.
Specificaly, States parties should recognize the essential role of international cooperation and
comply with their commitment to take joint and separate action to achieve the full realization of
the right to health, taking into account the gross inequality in the health status of people,
particularly between developed and developing countries.®® States parties should ensure that the
right to health is given due attention in international agreements and States parties should take
steps to ensure that these instruments do not adversely impact upon the right to health.®
Similarly, States parties have an obligation to ensure that their actions as members of
international organizations take due account of the right to health.*® The General Comment
recognizes that while States are ultimately responsible for compliance with the Covenant, all
members of society, including the private business sector, have responsibilities regarding the
realization of theright to health.*® States parties to the Covenant also have international
obligations to “provide essential drugs, as from time to time defined under the WHO Action
Programme on Essential Drugs’ and to “take measures to prevent, treat and control epidemic and
endemic diseases’.*° Further, international organizations, including WHO and WTO, should
cooperfftlte effectively with States to build on their respective expertise in relation to the right to
health.

36. Finally, the Genera Comment notes certain acts that constitute violations of the right to
health. Violations of the right to health can be the result of the actions of States, or the actions of
other entities insufficiently regulated by the State.** Violations of the obligation to protect the
right to health include the failure to regulate individuals, groups or corporations so asto prevent
them from violating the right to health of others.*® Violations of the obligation to fulfil the



E/CN.4/Sub.2/2001/13
page 12

right to health include, amongst others, the failure to adopt or implement a national health

policy designed to ensure the right to health of al; insufficient expenditure which resultsin
non-enjoyment of the right; and the failure to take measures to reduce the inequitabl e distribution
of health facilities, goods and services.

C. Operational aspectsof 1P systems- medical research

37. How compatible then is the protection and enforcement of IPRs with States’ obligations
to foster medical research? IPRs act as an incentive for the innovation of new technology,
including pharmaceuticals. The forms of IP protection most relevant to pharmaceuticals are
patents (on new medical products and processes), trademarks (covering signs distinguishing
medical goods and services as coming from a particular pharmaceutical trader), and the
protection of undisclosed information (in particular test data). Patents are particularly important
for the pharmaceutical industry, first because the industry has to shoulder often very high costs
for the testing, development and approval of drugs, and second, because pharmaceuticals are
generaly relatively easy to reverse-engineer and thus are open to easy copying in the absence of
IP protection. It islikely that the possibility of obtaining patents on new drugs - and therefore a
period of exclusivity to recover costs - acts as amajor incentive to innovation in the
pharmaceutical industry. While the incentive to innovate has the potential to promote the
enjoyment of the right to health, this does not, ipso facto, justify the conclusion that IPRs
promote respect for the right to health in all cases.

38. AslIPRsarelimited commercia rights, they are essentially driven towards economic
reward; the objective of promoting respect for human rights would at best appear to be a
secondary consideration. Two issues arise. First, as WHO has noted, the commercial motivation
of IPRs means that research is directed, first and foremost, towards “profitable” disease.
Diseases that predominantly affect people in poorer countries - in particular tuberculosis and
malaria- still remain relatively under-researched.** The fact that patents create opportunities for
economic reward that are optimized when market conditions are right logically leads researchers
away from “unprofitable” diseases to diseases that affect people in markets where the returnis
likely to be greater. According to WHO, “questions remain as to whether the patent system will
ensure investment for medicines needed by the poor. Of the 1,223 new chemical entities

devel oped between 1975 and 1996, only 11 were for the treatment of tropical disease”.* This
could mean that aternative mechanisms to patents might need to be considered by Statesin
implementing articles 12 and 15 of ICESCR.

39.  Second, again connected to the economic nature of IPRs, patents are increasingly
becoming corporate assets, part of the stock of a company that reflects its competitiveness on the
market. This can lead research into an innovation race. Consequently, while patenting activity
is particularly high in the pharmaceutical industry, many patents cover “me-too” drugs - drugs
that are just different enough to be considered novel for the purposes of patent protection, but in
fact have similar effects as prior patented drugs. With “me-too” drugs, the economic gain for the
patent holdersislikely to be significant, but the question arises as to how the economic incentive
of IPR simultaneously promotes the right to health in this situation. On the one hand, the
presence of “me-too” drugs, even if patented, might lower the costs of drugs for consumers due
to increased competition. On the other hand, it could result in the clogging of future research by
the presence of too many patents, as well as a significant concentration of control over the



E/CN.4/Sub.2/2001/13
page 13

dissemination of drugsin the hands of certain corporations. This raises questions asto the
effectiveness of patents as an operational mechanism for the implementation of article 15 (1)
and 15 (3) of ICESCR.*°

40.  Similarly, the grant and exercise of IPRs can lead to undue restrictions on medical
research which could run contrary to the requirement under article 15 of ICESCR to balance the
protection of private interests with the promotion of the wide dissemination of medical
knowledge. In particular, the practice of granting broad patents - an issue which has become
particularly prevalent in the area of biomedical research - can lead to patents being used to block
research efforts. Theissueisrelevant where research into afinal product or process - for
example, adrug - relies on several levels of innovation all of which are susceptible to IP
protection. In such cases, patents on innovations from the early stages of research can be used to
control and possibly block life-saving innovations that depend on the use of the first
innovation.*” Similarly, WHO has identified the situation where standards for the grant of
patents can contribute to “ever-greening” - a process where minor innovations to patented
innovations are themsel ves patented which can effectively extend the life of the patent beyond
the original 20-year grant. Extending the active patent life beyond the limited period of
protection could hold up other research efforts.*® This could have implications for States’
responsibilities to implement article 15 (3) of ICESCR.

41. Further, IPRs can affect the use of traditional medicines - in particular those of
indigenous and local communities. Traditional medicines play an important role in the health
care of al countries with up to 80 per cent of the world’s popul ation depending on traditional
medications for its primary health care needs.”® While the issues are highly complex, the High
Commissioner notes two as particularly significant. First, while existing IP systems can promote
the health innovations of these communities, the particular nature of this knowledge and the
knowledge holders might require significant adaptation or amendments to be made to IP
legislation for protection to be comprehensive. Second, traditional medicines have been
appropriated, adapted and patented with little or no compensation to the original knowledge
holders and without their prior consent. This raises significant issues, not only in the field of
the right to health, but also for the cultural rights of these communities and their members.*
Further, it aso raises the question of the effect of |P protection on the operation of the
Convention on Biological Diversity, in particular its article 8 (j).

D. Operational aspectsof | P systems - accessto drugs

42.  Thestarting point for a consideration of the operational aspects of P systems with regard
to access to drugs is that access to essential drugsis ahuman right. While the protection and
enforcement of 1PRs can provide a more secure environment for the transfer of technology to
developing countries, it can also provide a basis for charging higher prices for drugs and for
technology transfer which can restrict access for the poor. In particular, the World Bank has
noted that IPRs can sometimes prevent the distribution of potential international public goods
helpful to poor countries, which can seldom afford the prices charged by patent owners.>* In the
context of HIV/AIDS, the Secretary-General recently stated that “we must put care and treatment
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within everyone' s reach. Even ayear ago few people thought that effective treatment could be
brought within reach of poor people in developing countries. ... People no longer accept that the
sick and dying, ssmply because they are poor, should be denied drugs which have transformed
the lives of others who are better off”.>

43. There are many factors that influence accessto drugs. WHO has recognized four
principle factors. rational selection and use of drugs, affordable prices, sustainable financing,
and reliable health and supply systems.> The presence of |P protection over drugs can play a
role in determining the affordability of drugs. However, affordability of drugs also depends on
other factors such asthe level of import duties, taxes, and local market approval costs. In many
cases, drugs will not be protected by IPRs, either because protection was not granted in the first
place or because IPRs have expired. Even where drugs are protected by IPRs, the effect of IPRs
on access to drugs can be varied. However, there is evidence to suggest that the effect of patents
on affordability is significant with drug prices faling sharply when generic substitutes enter a
market to compete with drugs upon patent expiry.

44, In the context of HIV/AIDS treatments, high prices have had a substantial impact on
impeding access for sufferers. UNAIDS has recognized that high prices affect accessto
treatments, in particular for the 95 per cent of sufferers who are in developing countries.®® The
problem becomes particularly acute as devel oping countries have a high dependence on private
expenditure for the purchase of medicines compared to developed countries, in spite of their
higher levels of poverty.>” According to UNAIDS, the high prices of HIV treatments are due, in
part, to patent protection which allows control over their manufacture and sale.®® The UNDP
Human Development Report 2000 notes that generic production of the HIV treatment
flucanazole in India has kept the price at $55 for 150 milligrammes compared with $697 in
Malaysia, $703 in Indonesia and $817 in the Philippines.®® Similarly, areport to the CESCR has
noted that the AZT treatment is produced at a supply cost of $48 a month in India as compared
with $239 in the United States.”

45, The HIV/AIDS pandemic has a significant impact on the enjoyment of human rights.
Not only does it concern the enjoyment of the right to health, it is also a significant obstacle to
the realization of the right to development. Looking at the health dimension: in 1999,

5.4 million people were newly infected with HIV, 34.3 million people were living with

HIV/AIDS throughout the world and 2.8 million people had died from the virus. A recent report
of UNAIDS llustrates the devel opmental dimensions of HIV/AIDS. For example, surveys note
that households caring for afamily member with AIDS suffer dramatic decreases of income. In
education, HIV istaking itstoll, first by eroding the supply of teachers who fall ill as aresult of
the virus, second, by health treatment eating into family education budgets, third, by adding to
the pool of children who are growing up without parental support which may affect their ability
to stay at school. Inthe agricultural sector, sickness of farm workers has resulted in afall in
agricultural output and might threaten food security. HIV is hurting business through
absenteeism, lower productivity, and higher overtime costs for workers obliged to work longer
hours to replace sick colleagues.”* Indeed, the effects of HIV on the enjoyment of the right to
development are so strong that the Secretary-Genera in his address to the African Summit
described HIV/AIDS as “our biggest development challenge”.®
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46. In light of the human rights dimensions of HIV/AIDS, accessing affordable HIV
treatments has itself become a human rightsissue. There are several ways in which access can
be improved through lowering prices, including through the exchange of price information, price
competition and price negotiation with public procurement and insurance schemes, price
controls, reduced duties and taxes and improved distribution efficiency, reduced distribution and
dispensing costs and reduced marketing expenses. Where HIV treatments are protected by IPRs,
accessing affordable drugs will depend in part on how those rights are exercised. Specifically,
strategies to be considered include differential pricing, parallel importation of drugs, and generic
substitution of patented drugs.

47. Differential pricing has been defined as the adaptation, in some measure, of pricesto the
purchasing power of consumersin different countries.®® This could mean, for example, pricing
HIV drugs at lower rates for developing countries but maintaining prices in developed country
markets. Thelogic behind differential pricing isthat higher prices can be shared in wealthy
markets that can afford them, while letting poorer countries enjoy lower prices. However, one of
the perceived problems with differential pricing isthe possibility of low-price drugs being
diverted towards wealthy markets. In the case of patented pharmaceuticals, this would lessen the
opportunity to exercise |PRs as a means of recouping costs. Consequently, effective strategies to
maintain higher prices in wealthy markets so that developing countries can benefit from cheaper
drugs will have to be considered as part of any differential pricing strategy - possibly through
some form of market segmentation. There are many ways in which market segmentation might
be achieved. Where treatments are protected by IPRs, drug licensing agreements with
geographical restrictions could be used so that cheaper drugs do not leak back to wealthier
markets.** Nonetheless, many questions still remain concerning differential pricing, on the
practical level. In particular, it isunclear to what extent people in wealthy countries, aswell as
insurance companies in wealthy countries, would accept continuing to pay high prices for drugs
when lower prices are systematically being offered elsewhere. There are also questions at the
practical level concerning the coexistence of differential pricing and parallel importation.

48. Another means of improving access to cheaper drugsis through parallel importation.
Parallel importation has been described as importation, without necessarily having the consent of
the patent holder, of a product legally marketed in another country by the patent holder or by
another authorized party.®® Thus, where a patented drug is marketed at a cheaper pricein one
country, another country can benefit from the cheaper drugs through importing them rather than
pay the more expensive equivalent directly from the patent holder. Thisis possible because the
patent holder’ s rights to control the import and export of drugs are “exhausted” once they have
been placed on the market.

49, Similarly, access to affordable drugs can be improved by encouraging the production of
generic substitutes. Where drugs are patent protected, generic supply must wait until expiry of
the patent term. However, States may encourage generic production by taking appropriate
legislative action, including through the inclusion of exceptions to patent rights which permit
early testing and approval of generics prior to the expiry of the IRPs.®® However, it is possible to
produce generic substitutes even where the patent is still current. This can be achieved by a
government authority issuing a compulsory licence for the patented drugs. A compulsory
licence is a non-exclusive licence to produce patent rights that is granted to a third party by
authorization of a government authority, irrespective of the will of the patent owner.®” The
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patent owner will receive areasonable remuneration in return, at arate set by the authority.
Compulsory licences are generally awarded to promote the public interest or in cases of national
emergency. While compulsory licences are not geared towards establishing technology
partnerships between patent holders and users, they can be useful in providing alocal producer
the means of supplying needed drugs at cut rates. Further, the provision for the award of
compulsory licencesin local legislation can be an effective negotiating tool. Hesitant patent
holders might be encouraged to enter voluntary licence agreements or produce needed drugs
locally in order to avoid the possibility of an award of a compulsory licence.®®

50.  Atthesametime, IPRs such as trademarks can be a useful tool to assist consumers and
medical practitioners to identify the source and quality of pharmaceuticals. Trademarks can be
particularly useful to help consumers and medical practitioners ensure the source of drugs where
generic drugs are allowed to be marketed without appropriate approval and testing procedures.
Drugs that do not meet appropriate standards can prolong treatment periods, exacerbate
conditions being treated, cause death and help create drug resistance.®® This meansthat it is
particularly important to ensure that trademarks are not counterfeited - that is, used on
pharmaceuticals not produced by the particular trader that owns the trademark.”

E. Theprovision of HIV treatmentsin Brazil

51. In response to the note verbale sent on 6 March, the Government of Brazil supplied
information on its HIV programme, the role played by its IP law and the impact of its health
policy. The other responses - not relating specifically to the right to health - have been compiled
in the report of the Secretary-General (E/CN.4/Sub.2/2001/12). According to the Brazilian
Ministry of Health, there are currently 536,000 people with HIV in Brazil; there have been
196,000 notified cases of AIDS and 95,000 deaths; 85,000 people are currently receiving
approved combination therapies for HIV under the Brazilian Free Distribution of AIDS Drugs
for All programme.

52. Currently, the Ministry of Health is providing 12 different pharmaceuticals as the basis of
the combination therapy, 7 of which are produced in Brazil - the other 5 are imported. The
advantages of local production are significant. Today, the Government spends US$ 319 million
on purchasing local and imported drugs to supply its HIV programme. The Ministry of Health
estimates that if al those drugs had been imported, the cost to the Government would bein the
range of US$ 530 million which, according to the Ministry, would make the programme
unviable. It should be noted that Brazil already spends 56 per cent of the US$ 305 million spent
annually on its HIV programme on the 5 imported drugs included in the 12 drugs comprising the
“cocktail”.

53. Of the 12 therapies, 2 are protected by patentsin Brazil (Efivirenz and Nelfinavir, held
by Merck Sharp & Kohme and Roche, respectively). While some of the seven drugs produced
locally are protected by off-shore patents, production began before 1997 (the year in which the
Brazilian patents law entered into force) so the local production does not infringe the rights of
overseas patent holders. However, significant expenditures are incurred in relation to the
purchase of the two patented drugs. The Ministry of Health indicates that purchase of the two
patented drugs through importation has alone consumed 36 per cent of the resources of the HIV
treatment budget. With the appearance of new and more effective drugs for combating AIDS,
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the Ministry of Health estimates that more expensive drugs protected by patent will slowly begin
to comprise the combination therapy. This development, according to the Ministry of Health,
could place their HIV treatment programme at risk.

54, For this reason, the Brazilian Government has sought ways to encourage the international
pharmaceutical industry to enter negotiations for the sale of drugs, taking into account the
purchasing power of particular markets - in this regard, Brazil makes specific reference to the
UNDP Human Development Index as an indication of relevant purchasing strength. To do this,
the Government notes that it will employ al available resources in Brazilian legidation - while
observing the international undertakings entered into by Brazil - to make drugs accessible to
their citizens. Part of this strategy hasinvolved the Brazilian Intellectual Property Law which
cameinto forcein 1997.

55. The Brazilian IP law allows a government authority to issue a compulsory licence where
apatent holder exercises patent rights in an abusive manner, or by means of an abuse of
economic power proven by an administrative or court decision. There are certain other instances
where compulsory licences may be issued, including under article 71, in cases of national
emergency or public interest.”* The terms “national emergency” and “public interest” are
defined in the Presidential Decree on Compulsory Licensing (1999).”2 According to the decree,
“(a) national emergency is understood to be a condition of impending danger to the public, even
if existing only in apart of the national territory”. Further, “(t)here are considered to be within
the public interest those facts, among others, related to the public health, nutrition, protection of
the environment, as well as those of primordial importance to the technological or social and
economic development of this country”. Thislinks closely with provisions of the TRIPS
Agreement which allow for use of a patent without the authorization of the right holder in certain
circumstances, including “in the case of a national emergency or other circumstances of extreme
urgency or in cases of public non-commercial use”.”®

56. The existence of these safeguard provisions has been helpful in improving the
implementation of the Brazilian HIV treatment programme. While no compulsory licence has
been issued under the Brazilian IP law, the provisions have been useful in negotiations with
patent holders. The use of rights over the two patent drugs Efivirenz and Nelfinavir are casesin
point. In the case of Efivirenz, the Government had begun research into the drug with the aim of
achieving full capability to manufactureit locally.” With local manufacture in mind, a request
to issue a compulsory licence for the drug had also been submitted. Since the agreement with
the patent holder, the request for acompulsory licence has been put on hold, but research is
continuing in case the Government finds it necessary to issue a compulsory licence in the future.
In the case of Nelfinavir, negotiations for a decrease in prices are continuing. As negotiations
continue, the Government is continuing research into the production of the drug and the Ministry
of Health hasindicated that, if negotiations do not lead to a significant decreasein price, it will
consider requesting a compulsory licence so that Nelfinavir can be produced by national
laboratories.

57. The results of the Brazilian strategy have been significant. In terms of the enjoyment of
Brazilians' right to health, there has been areduction in deaths due to AIDS by 50 per cent over
the last four years. Further, there has been areduction of 80 per cent in cases of hospitalization
due to opportunistic diseases with a reduction in the appearance of the most serious opportunistic
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diseases tuberculosis (by 60 per cent), citomegalovirus (by 54 per cent) and Kaposis sarcoma
(by 38 per cent). The programme has also made economic sense. Thereductionin
hospitalizations has saved the Ministry of Health US$ 422 million. Moreover, costs of funding
the programme are coming down. In 1999, the Ministry of Health spent US$ 336 million on
drugs to reach 73,000 patients. In 2000, the Ministry spent the lower amount of US$ 319 to meet
the needs of 85,000 patients. Local production of generic drugs has led to production cost cuts
of, on average, 70 per cent (the reduction in the price of Zalcitabina (ddC) has been 95 per cent)
and the Government has even achieved areduction in the price of imported drugs of an average
of 10 per cent. In the longer term, the programme has improved local technological and research
capacity, which could enable it in the future to assist devel oping countries struggling with the
HIV/AIDS pandemic, in particular countriesin Africa.

58. On the facts that have been provided by the Government of Brazil, it is possible to say
that the Brazilian case demonstrates how the provisions of the TRIPS Agreement can be
implemented in ways that respect, protect and fulfil the right to health. Through careful
legislative implementation of TRIPS provisions - in particular article 31 on compul sory
licensing - article 71 of the Brazilian IP law supports the implementation of national health
policy aimed at providing essential drugs to those who need them. Furthermore, by
implementing the public health safeguards in the TRIPS Agreement, the Brazilian Government
has successfully married implementation of the Agreement with its obligations under human
rightslaw - in particular its duty to provide affordable essential drugs.

[11. CONCLUSIONSAND RECOMMENDATIONS

59.  What then are the obligations on States? On the one hand, the TRIPS Agreement
encourages States to implement 1P systems that promote economic and social development
taking into account the need to balance rights with responsibilities. The Agreement allows
members to take measures to protect the public interest, including the promotion of public
health. Article 15 of ICESCR requires States to balance public and private interests in the design
of IP protection. General Comment No. 14 on article 12 of the ICESCR indicates the measures
that States should take with regard to the promotion of the right to health, including: the
promotion of research; ensuring access to affordable essential drugs; the adoption of specific
measures in relation to HIV/AIDS; and the promotion of international cooperation to implement
the right to health.

60. Out of the 141 members of WTO that have undertaken to implement the minimum
standards of 1P protection in the TRIPS Agreement, 111 have ratified ICESCR. Members should
therefore implement the minimum standards of the TRIPS Agreement bearing in mind both their
human rights obligations as well as the flexibility inherent in the TRIPS Agreement, and
recognizing that “human rights are the first responsibility of Governments’. In light of this, the
High Commissioner believes that implementation of the TRIPS Agreement should be
characterized by the following objectives.

61. The promotion of article 15 of ICESCR. States, in implementing systems for IP
protection, are encouraged to consider the most appropriate mechanisms that will promote, on
the one hand, the right of everyone to take part in cultural life and to enjoy the benefits of
scientific progress and its applications and, on the other hand, the right of everyone to benefit
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from the protection of the moral and material interests resulting from any scientific, literary or
artistic production of which he or sheisthe author. In this sense, the High Commissioner
encour ages Statesto monitor theimplementation of the TRIPS Agreement to ensurethat
its minimum standar ds ar e achieving this balance between the inter ests of the general
public and those of theauthors. The High Commissioner supportsthe WHO statement
that “ countries are advised to carefully monitor the implementation of the TRIPS
Agreement in order to formulate comprehensive proposalsfor the futurereview of the
TRIPS Agreement ...”."

62. The promotion of the right of all to enjoy the benefits of scientific progress and its
applications.”® The design of IP systems should take into account the fact that the grant of overly
broad patents can be used to block future medical research. The design of IP systems should, in
calculating the difficult trade-off between public and private interests, take into consideration
that the increasing tendency to grant patents for “me-too” drugs may run counter to the primary
objective of IP systems to promote innovation, and focus too heavily on promoting private
commercial interests. The requirements under the TRIPS Agreement for the grant of patents -
novelty, inventive step and industrial applicability’” - are open to interpretation under national
legidlation and each country can decide according to local conditions. Consequently, the High
Commissioner encourages inter pretations of these requirementsthat do not lose sight of
the publicinterest in the wide dissemination of knowledge under article 15.

63. The promotion of the right to health. The High Commissioner supports WHO’s call
that “ (w)hen establishing standar ds of patentability for pharmaceuticals, countries should
consider theimplicationsfor health of those standards’.”

64.  The prevention of the abuse of IPRs.”® Patents can be used to block medical research and
development efforts, which callsinto question their impact on economic and social welfare.
Articles 8 and 40 of the TRIPS Agreement allow member States to protect against
anti-competitive practices. The High Commissioner encour ages Statesto consider the
elaboration of competition lawsthat prevent abuses of IPRsthat lead to violations of the
right to health - in particular restrictivelicensing practicesor the setting of high pricesfor
essential drugs.

65. The protection of the cultural rights of indigenous peoples and local communities.® The
TRIPS Agreement does not refer specifically to the protection of the innovations of local and
indigenous communities - afact which indicates the Agreement is tipped in favour of the
protection of modern technology but not of other forms. The report on the WHO Inter-Regional
Workshop on Intellectual Property Rights in the Context of Traditional Medicine recommends
that “ (e)fforts should be made to utilize the flexibility in the TRIPS Agreement to promote

easy access to traditional medicine for the health care needs of developing countries”.®* The
report also recommends that the ways and means need to be devised and customary laws
strengthened for the protection of traditional medicine knowledge from biopiracy.*> The High
Commissioner encourages the adaptation of 1P systems so that they fully take into account
cultural and other rights of indigenous and local communities.
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66. The promotion of access to affordable essential drugs. Several provisionsin the TRIPS
Agreement offer flexibility that could be useful in promoting access to affordable essential
drugs. Importantly, article 31 alows States to grant compulsory licenses for patents so long as
certain conditions are fulfilled. Article 31 holds significant potential for the protection of the
public interest in areas such as the promotion of theright to health. Similarly, the TRIPS
Agreement does not prohibit members from allowing parallel importation of patented
pharmaceuticals. Article 6 of the Agreement specifically states that the “exhaustion” of IPRs
shall not be subject to dispute settlement under the Agreement. The High Commissioner
encourages member Statesto implement these provisionsin national legislation as
safeguar dsto protect accessto essential drugs as a component of theright to health aswell
asother human rights.

67. The promotion of international cooperation in the implementation of the TRIPS
Agreement.® International cooperation is an important ingredient in the promotion and
protection of human rights. The Secretary-General has emphasized the particular need for
international cooperation in the context of HIV/AIDS and has proposed the establishment of a
global fund dedicated to the battle against HIV/AIDS and other infectious diseases. Inthis
context he has encouraged devel oping countries to exploit all options including the production
and importation of “generic” drugs.®* Article 66 (2) of the TRIPS Agreement, obliges devel oped
country members to provide incentives to enterprises and institutions in thelr territories to
promote technology transfer to least devel oped countries - a provision which could be used
beneficially to promote access to affordable drugs for least developed countries. The High
Commissioner encourages developed countriesto establish clear incentivesto promote
technology transfer and the supply of affordable drugsto developing countries.

68. The promotion and protection of all human rights. An important aspect of the human
rights approach to IP protection is the express linkage of human rightsin relevant legidlation.
Express reference to the promotion and protection of human rightsin the TRIPS Agreement
would clearly link States’ obligations under international trade law and human rights law and
would parallel the Secretary-General’ s call in 1997 to mainstream human rights throughout the
United Nations system. Thiswould assist States to implement the “permitted exceptions” in the
TRIPS Agreement in line with their obligations under ICESCR. To thisend, the High
Commissioner intends to seek observer status at the TRIPS Council. The High Commissioner
also encouragesthe Fourth Ministerial Meeting of the World Trade Organization in Qatar
in November 2001 to consider establishing closer links between the promotion and
protection of human rightsand the TRIPS Agreement. In the event of arenegotiation of
the Agreement, this could be achieved through an expressreferenceto human rightsin
article7.

69. IP legislation that maintains flexibility and a balance of rights with responsibilities. The
High Commissioner joins WHO in recommending that developing countries be cautious
about enacting “ TRIPS plus’ legislation that is more stringent than present requirements
under the TRIPS Agreement without first under standing the impact of such legislation on
the protection of human rights.®
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70. The High Commissioner also makes specific recommendations to the Sub-Commission
on the Promotion and Protection of Human Rights. Section | of the present report identifies a
human rights framework for analysing the TRIPS Agreement. While this report has focused on
the right to health, the same analysis could be applied to the right to food, the right to
development, and the rights of indigenous peoples. The analysis could also be applied to the
grant and use of IPRsin relation to the human genome project. The High Commissioner
therefore recommends:

(@) That the Sub-Commission consider requesting further reportson theimpact
of the TRIPS Agreement on other specific human rights;

(b) That the Sub-Commission consider recommending that the Commission on
Human Rights convoke an expert seminar to consider the human rights dimensions of the
TRIPS Agreement, based on the present report and any othersthat might be commissioned
in thefuture.

Notes

! The resolution notes that “actual or potential conflicts exist between the implementation of the
TRIPS Agreement and the realization of economic, social and cultural rightsin relation to,

inter alia, impediments to the transfer of technology to devel oping countries, the consequences
for the enjoyment of the right to food ... and restrictions on access to patented pharmaceuticals
and the implications for the enjoyment of the right to health”.

2 The TRIPS Agreement, article 66 (1).

3 |CESCR, article 15 (1), states: “The States Parties to the present Covenant recognize the right
of everyone: (@) to take part in cultural life; (b) to enjoy the benefits of scientific progress and its
applications; (c) to benefit from the protection of the moral and material interests resulting from
any scientific, literary or artistic production of which he or sheisthe author.”

* One way of determining the balance under human rights law is by looking at the travaux
préparatoires - the debates that led to the eventual inclusion of the right in the Universal
Declaration and ICESCR. A report (E/C.12/2000/15) submitted to the Committee on Economic,
Socia and Cultural Rights (CESCR), the monitoring body of the Covenant, reviewed the travaux
préparatoires of both the Universal Declaration and ICESCR. The review concluded that, in
fact, little attention was given to thisissue at the time. At best, it is possible to surmise that the
drafters placed a greater emphasis on promoting public interests in accessing new creations and
inventions than on protecting private interests over intellectual property. The debates
demonstrated a range of positions. The protection of the moral and material interests of authors
was given some attention - with the focus on copyright protection, and to a lesser extent patents.
However, attention was overwhelmingly placed on the right to have wide public access to
innovations and creations; copyright and patents were not seen in terms of international limits on
the rights of everyone to benefit from new knowledge and technology. The report further
suggested that the debates concerning authors focused almost entirely on authors as individuals
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and did not consider article 15 in terms of corporately held patents, or, indeed, of authors as
employees of corporate rights-holders. The report also observed that it is unlikely that the
drafters would have imagined the key role that intellectual property rights (IPRs) would later
play in the fields of trade, development, health or food. See Maria Green “Drafting history of
article 15 (1) (c) of the International Covenant on Economic, Social and Cultural Rights’,

9 October 2000, in particular paragraph 45.

® |CESCR, article 15 (1) states that “(n)othing in the present Covenant may be interpreted as
implying for any State, group or person any right to engage in any activity or to perform any act
aimed at the destruction of any of the rights or freedoms recognized herein, or at their limitation
to agreater extent than is provided for in the present Covenant”.

® This objective of article 15 has also been recognized before the CESCR. See E/C.12/2000/12,
para. 31.

” AICONF.157/23, article 1.

8 Some States recognize moral rights of authors to their works that are in fact inalienable.
According to article 6 bis of the Berne Convention for the Protection of Literary and Artistic
Works (1896), moral rights are referred to as follows. “Independently of the author’ s economic
rights, and even after the transfer of the said rights, the author shall have theright to claim
authorship of the work and to object to any distortion, mutilation or other modification of, or
other derogatory action in relation to, the said work, which would be prejudicia to his honour or
reputation”.

® The TRIPS Agreement, article 8, “Principles”.

19 |bid., article 27 (2).

" Ibid.

2 The TRIPS Agreement, article 27 (3) (b), states that members may also exclude from
patentability: “(a) diagnostic, therapeutic and surgical methods for the treatment of humans or
animals; (b) plants and animals other than micro-organisms, and essentially biological processes
for the production of plants and animals other than non-biological and microbiological
processes ...”

3 The TRIPS Agreement, article 31.

% Ibid., article 8 (2), “Principles’. Seealso article 40 in section 8, “Control of anti-competitive
practices in contractual licences’.

> |bid., article 66 (2), “Least developed countries”.

16 |bid., article 67, “Technical cooperation”.
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7 Article 4. The Convention on the Rights of the Child has been ratified by 191 States - all but
two - and is therefore the most widely ratified binding human rights treaty.

18 A. Chapman, “ Approaching intellectual property as a human right: obligations related to
article 15 (1) (c)” (E/C.12/2000/12), para. 33. As Chapman has noted: “Intellectua property
law should incorporate explicit human rights and ethical provisions as criteriafor the evaluation
of applications for patents and trademarks and develop an institutional mechanism capable of
making these determinations. In most cases, patent and trademark offices are not competent to
undertake such areview and are inclined to subordinate human rights considerations to an
economic calculus’.

% The TRIPS Agreement, article 27 (1) states: “Subject to the provisions of paragraphs 2 and 3,
patents shall be available for any inventions, whether products or processes, in al fields of
technology, provided that they are new, involve an inventive step and are capable of industrial
application”.

% Declaration on the Right to Development, article 2 (3). Seealso article 1 (2) of ICESCR
which states that “ All peoples may, for their own ends, freely dispose of their natural wealth
and resources without prejudice to any obligations arising out of international economic
cooperation ...” Seeaso article 1 (2) of the Declaration which states that the “human right to
development also implies the full realization of the right to self-determination which includes ...
the exercise of their inalienable right to full sovereignty over al their natural wealth and
resources’.

L For example, members are obliged to provide protection for new plant varieties either by
patents or by an effective sui generis system or a combination of the two. The TRIPS
Agreement, article 27 (3) (b).

22 \World Bank, World Development Indicators 2000, World Bank, Washington DC, table 5.12.

% Carlos M. Correa, “Health and Intellectual Property Rights’, Bulletin of the World Health
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