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First, allow me to render homage to the government of Brazil for sponsoring the resolution, as it did the very first resolution on RTH, which led to the mandate Anand 
Grover now holds. 

In order to set the context for the discussion of this expert consultation I will say a few words about the expectations generated by Human Rights Council resolution 12/24; then I will relate the theme of this meeting to the mandate with which I was involved for the past five years and which was defined in the resolution immediately following 12/24, namely 12/25 on the right to development, and then I will examine the arguments for recognizing the right to access to essential medicines and finally I will propose several themes for discussion by way of conclusion.
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I. CONTEXT OF RESOLUTION 12/24

The core message of HRC Resolution 12/24

On may wonder why we would be discussing the matter since the Council seems to have disposed of it in paragraph 1 of the resolution, in which it:
Recognizes that access to medicine is one of the fundamental elements in achieving progressively the full realization of the right of everyone to the enjoyment of the highest attainable standard of physical and mental health;

This meeting has been called because the Council wanted an “exchange of views on human rights considerations relating to the realization of access to medicines as one of the fundamental elements in achieving progressively the full realization of the right of everyone to the enjoyment of the highest attainable standard of physical and mental health…’

However, if relevant agencies, governments, NGOs and other institutions are expected to deal with access to medicines as a human right, then there is a lot to discuss about the normative content and the obligations of conduct and result implied by this proposition.
Mobilization around access to medicines in the context of HIV/AIDS
The broader question of access to medicines owes prominence on the health and human rights agenda to the activism and progress made at the normative level regarding medicines to treat persons infected with HIV and the general response to the HAV/AIDS pandemic. We should recall in this regard that the Council, at the same session, adopted resolution 12/27 on “The protection of human rights in the context of human immunodeficiency virus (HIV) and acquired immunodeficiency syndrome (AIDS),” in which it reaffirmed “that the Agreement on Trade-Related Aspects of Intellectual Property Rights of the World Trade Organization does not and should not prevent members from taking measures now and in the future to protect public health and, while reiterating the commitment to that Agreement, that the Agreement can and should be interpreted and implemented in a manner supportive of the right to protect public health and, in particular, to promote access to medicines for all including the production of generic antiretroviral drugs and other essential drugs for AIDS-related infections.”

Finally, let me recall that, at our sixth session in January 2010, the high-level task force on the implementation of the right to development alluded to discussions at WHO supporting the idea of a workshop on access to essential medicines with the engagement of all key stakeholders, including pharmaceutical companies and United Nations human rights special procedures. Subsequently, the Human Rights Council adopted resolution 12/24, requesting OHCHR to organize this expert consultation and we therefore suggested that a single expert consultation be organized to address the issue of access to essential medicines from the perspective of both the right to health and the right to development. 
So I will recall some of our relevant reflections in the HLTF and then examine the arguments for recognizing the right to essential medicines before proposing six elements of discussion in my conclusion.
II. WORK OF HLTF ON ACCESS TO MEDICINES

Working Group on Public Health, Innovation and Intellectual Property
As I mentioned, Council resolution 12/25 set out the mandate for the high-level task force on the implementation of the right to development (HLTF). Accordingly, we submitted last April our Consolidation of findings,
 in which we devoted special attention to Access to essential medicines in the context of Target 8.E of the MDGs.
 In this regard, we examined the Intergovernmental Working Group on Public Health, Innovation and Intellectual Property (IGWG), Special Programme for Research and Training in Tropical Diseases, and the Global Fund to Fight AIDS, Tuberculosis and Malaria. With respect to IGWG, we found that the Global Strategy and Plan of Action, adopted by the World Health Assembly in 2008, aimed at facilitating access by the poor to essential medicines and promoting innovation in health products and medical devices was directly relevant to MDG 8E, reflecting the potential synergy between the strategy and plan and the right to development.
.  We welcomed that the incentive schemes aimed to delink price from research and make health products cheaper and more easily available.
  In sum, we found congruence between the eight elements designed to promote innovation, build capacity, improve access, mobilize resources and monitor and evaluate implementation of the strategy itself, and duties of States to take all necessary measures to ensure equality of opportunity for all in access to health services, pursuant to article 8.1 of the Declaration on the Right to Development.  Not surprisingly, we regretted that reference to article 12 of the International Covenant on Economic, Social and Cultural Rights had been deleted and expressed concern that the strategy and plan do not caution against adoption of TRIPS-plus protection in bilateral trade agreements, or refer to the impact of bilateral or regional trade agreements on access to medicines. Nevertheless, these documents contain elements of accessibility, affordability and quality of medicines in developing countries, corresponding to the normative content of the right to health. We also called on States parties to ensure that their legal or other regimes protecting intellectual property do not impede their ability to comply with their core obligations under the rights to food, health and education.
 Regarding accountability, the monitoring, evaluation and reporting systems of actions of Governments, as primary duty-holders, and of industry were consistent with right to development criteria, although improvements could be made to the indicators. Regarding the role of the pharmaceutical industry, the task force and WHO saw the potential of exploring with stakeholders the Human Rights Guidelines for Pharmaceutical Companies in relation to Access to Medicines and the right to health. On participation, provisions for web-based hearings, regional and inter-country consultations, direct participation of non-governmental organizations and experts, and funding to enable attendance of least-developed countries were commended.
Special Programme for Research and Training in Tropical Disease

Similarly, we found that the Special Programme for Research and Training in Tropical Diseases had an implicit commitment to human rights and the MDGs. As part of its aim is to deliver research and implement practical solutions in relation to many neglected diseases, recent projects in which communities decide how a particular medicine will be used and distributed, check compliance with quality and quantity standards, and ensure record-keeping was consistent with right to development criteria, These community-driven interventions increase the distribution of some drugs, lead to better public services and contribute to political empowerment and democratization, all contributing to the realization of the right to development.
 We acknowledged that the impact of the programme on innovation through research and development regarding infectious diseases had been limited owing to underfunding and the high price of medicines.
 Concurrently, the governance structures of newer private foundations and non-governmental organizations do not provide for accountability to the public at large. We concluded that the Special Programme’s strategy was rights-based as its core feature is empowerment of developing countries and meeting needs of the most vulnerable, although we felt that transparency and accountability could be strengthened, particularly as concerns contractual agreements with pharmaceutical companies regarding pricing and access to medicines, broadening scope of independent reviews for mutual accountability. The Programme’s efforts to design and implement relevant programmes in ways that reflect right to development principles and explicitly use a right to health framework were welcomed.
Global Fund to Fight AIDS, Tuberculosis and Malaria
Finally we found that the Special Programme and the Global Fund shared a common objective to fight major diseases afflicting the world’s poorest people, to improve access to health and equitable development, and their procedures are generally participatory and empowering. Elements in the right to development criteria, which the task force considered particularly relevant to the work of the Global Fund, include equity, meaningful and active participation and the special needs of vulnerable and marginalized groups.
 We also considered that the Fund programmes were generally consistent with right to development principles, although it did not take an explicit rights-based approach and that it had a vital role to play in developing a more enabling international environment for both health and development and contributing to the policy agenda for promoting public health, human rights and development. 
I might also mention that of all the global partnerships under MDG 8 which we examined from the RTD perspective, the most productive group related to Development Goal 8, target E, on access to essential medicines. We has several technical missions to WHO and the Global Fund reported on the positive and constructive nature of the dialogue with these institutions and their valuable work in expanding access to health care, which is in line with the right to development principles and standards.
 The discussions also identified gaps in the work of these institutions, especially relating to the creation of an enabling macroenvironment and the removal of constraints, a fundamental condition for the realization of the right to health. We also considered the Millennium Development Goal’s Gap Task Force report, which highlighted the problems of access and availability of medicines and of the unaffordable prices of medication in developing countries. The Global Fund, as a major funder of drugs, could play a significant role in creating an enabling macroenvironment. There is also a need to think of different approaches to stimulate more innovation and research. I should also mention the WHO Department of Ethics, Equity, Trade and Human Rights, which welcomed the mission of the task force and dialogue on access to essential medicines and the right to development, as it works to mainstream human rights internally at WHO, and also to put health on the human rights agenda external to the Organization. It was reassuring that the Global Fund expressed strong interest in and commitment to promoting human rights as a means of improving access to essential medicines as a component of the right to health. 
To be frank, the task force was not as convinced of the congruence between the principles of the right to development and other global partnerships it studied in the areas of aid effectiveness, trade, debt and transfer of technology. The access to medicines dimension of MDG 8 remains the most promising feature from the human rights perspective, which reinforces the case for affirming access to essential medicines as an integral component of the right to health.

III. THE CASE FOR ACCESS TO ESSENTIAL MEDICINES AND PROCEDURES AS A COMPONENT OF THE RIGHT TO HEALTH
Building the case for a component right

I argued in my chapter on “Access to Essential Medicines as a Component to the Right to Health” in the Swiss Human Rights book
 that there are three arguments for maintaining the right to essential medicines is integral to RTH. The first is that no new right should be proposed unless and until there is overwhelming evidence regarding the magnitude of the problem to overcome the presumption against proliferation of new rights. In this regard, the fact that two billion people do not have access to essential medicines and an estimated four million people could be saved annually in Africa and Southeast Asia if diagnosis and treatment with appropriate medicines were available meets the criteria of magnitude and urgency of the problem.
Second, especially for a derivative right or a right considered integral to a larger right—the right to health in this case—there must to an undeniable logic to that integration. In the present case, appropriate medicines are clearly indispensable to the health of people everywhere and the most basic drugs are a public good. This is basically the public health argument that, without access to essential medicines, it is inconceivable to put in place a functioning health system.

Third, is the legal construction based on human rights law and the right to essential medicines is clearly inseparable from the rights to an adequate standard of living, education, food, and housing as a matter of legal analysis. Indeed, access to essential medicines can be affirmed as a human right on the basis not only of the right to health (Article 12 of the International Covenant on Economic, Social and Cultural Rights (ICESCR)) but also on two other rights set out in the ICESCR, namely, the right “to the protection of the moral and material interests resulting from any scientific, literary or artistic production” (Article 15(1)(c)), i.e., the human rights basis for intellectual property protection, and the right “to share in scientific advancement and its benefits” (Article 15(1)(b)). 
Let me make a short digression on this latter point. There is an apparent contradiction between these two rights when applied to access to medicines: Article 15(1)(c) seems to protect the ‘right’ of pharmaceutical companies to earn a profit from the drugs they develop, by setting prices that render medicines inaccessible to the destitute sick, while Article 15(1)(b) seems to protect the ‘right’ of those destitute sick to benefit from the development of new drugs. The way out of this dilemma is to distinguish intellectual property rights from human rights and consider them a temporary monopoly established for the valid social purpose of encouraging scientific invention and artistic creation. In other words, an IPR is a legally protected interest of a lower order than a human right, which implies a superior moral and legal claim. This distinction should not be interpreted to imply that IPRs do not have social value for, indeed, they have a very high value, justifying the limitation of Article 15 rights reasonably to promote innovation and creativity. 
Consideration of the component right by human rights bodies
Such was the reasoning of the Commission on Human Rights adopted a resolution in 2001 on access to medication in the context of pandemics such as HIV/AIDS, and of the report of the Office of the High Commissioner in 2001 on the impact of the TRIPS Agreement on human rights; as well as the Sub-Commission on the Promotion and Protection of Human Rights in its resolution the same year on “Intellectual Property Rights and Human Rights.” These positions found support in the Doha Declaration on the TRIPS Agreement and Public Health.
 In an unusually direct statement emanating from the WTO, better known for highly technical and legally complex sentences, the declaration added, “In this connection, we reaffirm the right of WTO members to use, to the full, the provisions in the TRIPS Agreement, which provide flexibility for this purpose,” meaning parallel importing and compulsory licensing. The text acknowledges that “[e]ach member has the right to grant compulsory licences and the freedom to determine the grounds upon which such licences are granted ... [and] the right to determine what constitutes a national emergency or other circumstances of extreme urgency, it being understood that public health crises, including those relating to HIV/AIDS, tuberculosis, malaria and other epidemics, can represent a national emergency or other circumstances of extreme urgency.” The next paragraph instructed the Council for TRIPS to find an expeditious solution to the problem of compulsory licensing for countries “with insufficient or no manufacturing capacities in the pharmaceutical sector,” which was done in August, 2003. 
Let me also recall that on 26 November 2001 the Committee on ESCR held a ‘day of general discussion’ on Article 15(1)(c), following which it issued a ‘Statement on Human Rights and Intellectual Property’, in which it considered that “intellectual property rights must be balanced with the right ... to enjoy the benefits of scientific progress and its applications.” It made explicit reference to the development of new medicines in the context of the Doha Declaration on the TRIPS Agreement and Public Health as an example of the need to strike a balance between the right to enjoy the benefits of scientific progress and its applications under Article 15(1)(b) and the right to benefit from the protection of the moral and material interests under Article 15(1) (c). 
The Committee clarified further the human right to essential medicines in two of its General Comments, an earlier one on the right to health, and one based on the 2001 Statement. Indeed, in 2000, the Committee, in its General Comment 14, had interpreted the obligation under Covenant Article 12(2)(d) of the Covenant (“The creation of conditions which would assure to all medical service and medical attention in the event of sickness”) to include “the provision of essential drugs.” In clarifying the obligations of states parties, the Committee included among the facilities, goods and services which must be available in sufficient quantity within the state “essential drugs, as defined by the WHO Action Programme on Essential Drugs”. As part of the obligation to protect, states parties have a duty “to control the marketing of medical equipment and medicines by third parties,” which strongly suggests that the states should intervene where marketing of drugs by pharmaceutical companies is detrimental to the right to health. 
But it was in General Comment 17, adopted in 2006, that the Committee challenged head-on the assumption of the international trade regime that the rights of companies holding patents over essential drugs were of the same order as the rights of those who need the drugs, by treating the former as a temporary, revocable monopoly, and the latter as human rights. Indeed, the Committee affirmed, “In contrast with human rights, intellectual property rights are generally of a temporary nature, and can be revoked, licensed or assigned to someone else. While under most intellectual property systems, intellectual property rights, with the exception of moral rights, may be allocated, limited in time and scope, traded, amended and even forfeited, human rights are timeless expressions of fundamental entitlements of the human person ...” “States Parties should,” the Committee continued, “... ensure that their intellectual property regimes constitute no impediment of their ability to comply with their core obligations in relation to the right to health ... States thus have a duty to prevent that unreasonably high license fees or royalties for access to essential medicines ... undermine the right ... of large segments of the population to health ...”
These then are the argument in support of paragraph 1 of resolution 12/24. In the human rights context, these propositions are not very controversial. Let me, by way of conclusion, offer some propositions which may lend themselves more to discussion.
IV. SOME ISSUES FOR CONSIDERATION BY WAY OF CONCLUSION
Let me in conclusion offer six thoughts that may contrite to the discussion launched by Brazil and the other sponsors of HRC Resolution 12/24. 
A derivative right

First, at best the putative right to essential medicines can be considered a derivative right or, as the Council says, “one of the fundamental elements in achieving progressively the full realization of the right [to health].”  If that is simply a clarification of General Comment 14, we have not said much. As far a I am concerned, as long as the context is clear that we are talking about a derivative right, we can say that everyone has the right to essential medicines in the same way that we say everyone has the right to water and consequently that the exercise of the right should involve the normative determinacy and accountability mechanisms expected of any human right.

Accountability

Second, the normative content of the right, derivative though it may be, is clear enough to provide guidance to governments as to what the Committee on ESCR expects of them in complying with Article 12 and for NGOs to hold them accountable. It is thus appropriate to remind countries of national lists of essential medicines and where lacking to draw on the WHO list of essential medicines, as a starting point. Beyond having a suitable list, it is necessary to identify elements of availability (which has implications for national health systems and the global pharmaceutical industry), accessibility (in terms of information and affordability), acceptability (in term of medical ethics and cultural sensitivities) and quality of care (in terms of delivery and product quality). Each of these elements can be specified in the dialogue with States Parties.
Human Rights Guidelines for Pharmaceuticals

Third, we should address the status and potential value of the Human Rights Guidelines for Pharmaceutical Companies in Relation to Access to Medicines, prepared by Anand Grover’s predecessor, Paul Hunt.  The value of the Guidelines lies in the clarity with which issues of transparency management, monitoring and accountability, pricing and ethical marketing are addressed. In another room John Ruggie is presenting his approach to TNCs and human rights to the NGO community.  Should his work lead to concrete ways of enhancing human rights accountability of TNCs, the pharmaceutical industry must be integral to that effort in light of this right to essential medicines.

Balancing trade and human rights imperatives

Fourth, the real significance of the right to essential medicines is that it has proved to be a way in which the international trade regime has adapted to human rights imperatives. We owe that to the political power and momentum of the AIDS movement but it now must be broadened so that innovation, R&D costs to business, and return on investment may be compatible with human rights. The Global Plan of Action on Public Health, Innovation and Intellectual Property and the Essential Medicines Program of WHO are essential features of this endeavour. 

Politics of the right to development

Fifth, HRC resolution 12/24 refers to Right to Development in a preambular paragraph 5 in the following terms: “Recalling the Declaration on the Right to Development, which establishes that States should take, at the national level, all necessary measures for the realization of the right to development and should ensure, inter alia, equality of opportunity for all in their access to basic resources, such as health services.” But there is no further reference to RTD. It is clear that the legitimate and valuable aims of resolution 12/24 might be better pursued without the baggage of RTD, if RTD is deemed to be definitively mired in political posturing and devoid of practical significance. The question remains of whether and to what extent RTD can be a framework for pursuing the right to essential medicines. The experience of the HLT F with IGWG, the Global Fund, the division of Essential Medicines and Special Programme for Research and Training in Tropical Diseases were, if I may say, the high point or the arduous task of navigating the shoals of the politics of RTD in our so-far vain effort to transform RTD from political rhetoric into development practice. We found, with respect to Target E that the positive concepts of RTD stuck a cord and demonstrated the potential of taking RTD more seriously. 
Follow up to the 2010 Summit Outcome

Sixth, the right to essential medicines stands to gain from the momentum of the summer just concluded just over two weeks ago in New York, in the resolution adopted at the conclusion of the summit on MDGs on 22 September, the governments assembled addressed this issue of “Promoting global public health for all to achieve the

Millennium Development Goals” and committed themselves “to accelerating progress in promoting global public health for all, including through:
 … (m) Further strengthening international cooperation, inter alia, through exchange of best practices in strengthening health systems, improving access to medicines, encouraging the development of technology and the transfer of technology on mutually agreed terms, the production of affordable, safe, effective and good quality medicines, fostering the production of innovative medicines, generics, vaccines and other health commodities, the training and retaining of health personnel and work to ensure that international cooperation and assistance, in particular external funding, become more predictable, better harmonized and better aligned with national priorities for capacity-building and channelled to recipient countries in ways that strengthen national health systems.

Specifically, with respect to Millennium Development Goal 8 (Develop a Global Partnership for Development). We commit ourselves to accelerating progress in order to achieve Millennium Development Goal 8, including through:

…

(t) Reaffirming the right to use, to the full, the provisions contained in the World Trade Organization Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS Agreement), the Doha Declaration on the TRIPS Agreement and Public Health, the decision of the World Trade Organization’s General Council of 30 August 2003 on the implementation of paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health, and, when formal acceptance procedures are completed, the amendments to article 31 of the Agreement, which provide flexibilities for the protection of public health and, in particular, to promote access to medicines for all and to encourage the provision of assistance to developing countries in this regard.
 
That is indeed the catalogue of legal tools available to give effect to HRC resolution 12/24. In spite of considerable efforts by the OHCHR, notably through its submission to the MDGs Review Summit
 and other publications such as Claiming the MDGs: A Human Rights Approach
, as well as OECD,
 UNDP
 and numerous scholars,
 these commitments were not expressed as complying with human rights obligations. The thirteen times that human rights are mentioned in the Summit Outcome is certainly a sign that the voice of human rights is being heard. However, it is worth reflection by this workshop that the reference to access to medicines is not in made in a human rights context.
I have no doubt that the outstanding experts present—regrettably without representatives from the pharmaceutical industry—will fill that gap. 
� Resolution 12/24:Access to medicine in the context of the right of everyone to the enjoyment of the highest attainable standard of physical and mental health, adopted on  2 October 2009 without a vote. I will not address the minor ambiguity in the resolution resulting from the title and para. 1 referring to access to medicine (in the singular) and para. 7 to access to medicines (plural).


� Id., para. 7.


� Resolution 12/27, para. 10.


� A/HRC/15/WG.2/TF/2/Add.1.


� “In cooperation with pharmaceutical companies, provide access to affordable essential drugs in developing countries.”


� A/HRC/12/WG.2/TF/CRP.1 para. 27.


� Id., para. 26


� E/CN.4/2005/WG.18/TF/3, para. 67; A/HRC/12/WG.2/TF/2, para. 74.


� A/HRC/12/WG.2/TF/CRP.1, para. 25.


� A/HRC/12/WG.2/TF/2 para. 79


� A/HRC/12/WG.2/TF/CRP.1, para. 20


� Report of the high-level task force on the implementation of the right to development on its sixth session (Geneva, 14–22 January 2010) (A/HRC/15/WG.2/TF/2) 24 February 2010.


� Stephen P. Marks, “Access to Essential Medicines as a component of the right to health,” in Andrew Clapham and Mary Robinson (eds.), Realizing the Right to Health, Zurich, Switzerland: Rüfer & Rub, the Swiss Human Rights Book Series, 2009, pp. 82-101


� “The TRIPS agreement does not and should not prevent members from taking measures to protect public health ... in particular to promote access to medicines for all.”


� Para. 73.


� Para. 78. The text also calls “for a broad and timely acceptance of the amendment to article 31 of the Agreement on Trade-Related Aspects of Intellectual Property Rights, as proposed by the World Trade Organization’s General Council in its decision of 6 December 2005.”


� Office Of The High Commissioner For Human Rights, ‘Human Rights: Key to Keeping the MDG Promise of 2015’: Key Human Rights messages for the MDGs Review Summit. 


� Claiming the MDGs: A Human Rights Approach, United Nations, New York/Geneva, 2008;


� See, for example, Organization for Economic Co-operation and Development, Action-Oriented Policy Paper on Human Rights and Development, DCD/DAC (2007)15/FINAL, 23 February 2007.


� See, for example, its primer, Human Rights and the Millennium Development Goals: Making the Link, Governance Centre, Oslo, 2007.


� One of the more influential among the many writings along these lines is Philip Alston, ‘Ships Passing in the Night: The Current State of the Human Rights and Development Debate Seen Through the Lens of the Millennium Development Goals’, Human Rights Quarterly, vol. 27, pp. 755–829 (2005).
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