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Programme of Mission – Access to essential medicines

I. Purpose and background of the mission
1. This technical mission of the high level HLTF on the implementation of the right to development (HLTF) was organized pursuant to the recommendations of the Open Ended Working Group on Right to Development (OEWG), at its ninth session, 2008
 endorsed by the Human Rights Council resolution 9/3. 

2.
At its fourth session (January 2008), the HLTF continued its consideration of the application of the criteria for periodic evaluation of global development partnerships – as identified in Millennium Goal 8 (MDG 8) – from the perspective of the right to development, with a view to operationalizing and progressively developing them. 

3.
The HLTF did not approach the application of the criteria as a process of judging the performance of partnerships against a “scorecard”, but rather as a constructive dialogue with them about concrete commitments congruent with the right to development, identifying possible entry points for introducing relevant features of this right. In order to assist the partners, the HLTF encouraged incremental change in partners’ policies and activities. The technical missions indicated a willingness on the part of partners to consider, over time and based on further collaboration with the HLTF, the application of the criteria to such complex issues as ownership, mutual accountability, and reciprocal responsibilities (para 51 of the HLTF report).

4. 
The HLTF in its fourth session deliberated on Target 8E (previously Target 17) of the MDGs which reads, “in cooperation with pharmaceutical companies, provide access to affordable essential drugs in developing countries”. At its second session (2005), the HLTF considered this target
 and welcomed the adoption of general comment No. 17 (2005) by the Committee on Economic Social and Cultural Rights and considered that further reflection was needed on the complex relationship between intellectual property and human rights with a view to identifying criteria for the periodic evaluation of this aspect of MDG 8.
 At the fourth session the HLTF felt it was appropriate to take up Target 8E during phase II of its Work Plan, not only to address intellectual property but also because health figures prominently throughout the MDGs. Moreover, the examination of Target 8E would also allow the HLTF to apply the criteria to an important dimension of international trade, namely, the intellectual property regime both through the TRIPS Agreement of the WTO and numerous bilateral and regional free trade agreements.
5.
In its ninth session, the Working Group considered the HLTF recommendation but modified the scope of the work plan as follows. In paragraph 43 of the OEWG report, the Working Group recommends a workplan for the HLTF covering three phases from 2008-2010. For the Phase II, 2008 of the workplan the HLTF was recommended to: 
(b)
Give priority to the issue of access to essential medicines in developing countries (target 8.E). For this purpose, the Working Group recommends that the task force conduct a desk review of the work of the Intergovernmental Working Group on Public Health, Innovation and Intellectual Property, and apply the criteria to the Global Fund on HIV/AIDS, Tuberculosis and Malaria and the Special Programme for Research and Training in Tropical Diseases. Dialogue with these partnerships would focus on health systems, technology transfer and other dimensions of access to affordable essential drugs relevant to the right to development;

6.
The technical mission of the HLTF on global partnerships for access to essential medicines in developing countries was conducted from 12-13 November 2008 (see Annex for details of the programme). The HLTF met with the Global Fund to Fight AIDS, TB and Malaria (Global Fund), the Special Program for Research and Training in Tropical Diseases (TDR) and the Inter-Governmental Working Group for Public Health, Innovation and Intellectual Property (IGWG) secretariat, all of which are based in Geneva, Switzerland. In addition, an open lunchtime seminar was organized at the WHO Library Meeting room on the right to development and access to essential medicines in developing countries. The main purpose of the mission was to initiate contact with all partners and lay the ground for more in-depth work by an independent consultant to support the work of the HLTF.
II. Brief background of the access to essential medicines partnerships
Global Fund 

7.
In April 2001, the African leaders adopted the Abuja Declaration on HIV/AIDS, Tuberculosis and other Related Infectious Diseases
 and the UN Secretary General proposed the creation of a Global Fund dedicated to the battle against HIV/AIDS and other infectious diseases to ensure that it responds to the needs of the affected countries and people.
 In the same year, the UN General Assembly concluded its Special Session on AIDS with a commitment to create such a fund, which was endorsed by the G8 Countries at their meeting in Genoa in July 2001. After the conclusion of the G8 meeting, a Transitional Working Group
 was created to draft the principles, structure and legal basis of the Global Fund (GF). In January 2002, a Secretariat was established and, in April, the GF Board had the first meeting and approved the first round of grants. 

8.
The purpose of the Global Fund to Fight AIDS, Tuberculosis and Malaria is to attract, manage and disburse resources through a new public-private foundation that will make a sustainable and significant contribution to the reduction of infections, illness and death, thereby mitigating the impact caused by HIV/AIDS, tuberculosis and malaria in countries in need, and contributing to poverty reduction as part of the Millennium Development Goals established by the United Nations.
 By focusing on the technical quality of proposals, the Global Fund supports each country program, thus encouraging local ownership. In awarding grants, the Global Fund also operates in a balanced manner in terms of different regions, diseases and interventions and pursues an integrated and balanced approach to prevention and treatment.

9.
The Global Fund consists of a series of governing, administrative and advisory bodies. The Technical Review Panel (TRP) is an independent, impartial team of experts appointed by the Global Fund Board that guarantees the integrity and consistency of an open and transparent proposal review panel. The TRP identifies countries using country eligibility criteria and grant proposals on the basis of technical merits, such as feasibility and potential for sustainability and, in the light of that review, recommends proposals for funding to the Board. The review criteria include soundness of approach, feasibility, potential for sustainability and impact.

10.
Country coordinating mechanisms (CCMs) may submit a request for funding to the Secretariat which serves as the lead advisor to the TRP and to the Board, maintaining a transparent and documented process to a) solicit and review submissions for possible integration into the proposal; and b) ensure the input of a broad range of stakeholders, including CCM members and nonmembers, in the proposal development and grant oversight process. CCMs are central to the Global Fund’s commitment to local ownership and participatory decision-making. 

Tropical Disease Research Programme (TDR)

11.
The Tropical Disease Research Programme (TDR), a Special Programme for Research and Training in Tropical Diseases, is an independent global programme of scientific collaboration that helps coordinate, support and influence global efforts to combat major diseases of the poor and disadvantaged. TDR was initiated in 1975 by the World Health Organization (WHO) and is also sponsored by the United Nations’ Children Fund (UNICEF) and the United Nations Development Program (UNDP). TDR’s renewed vision for the next ten years is to foster “[a]n effective global research effort on infectious diseases of poverty, in which disease endemic countries play a pivotal role.” The work of TDR is based on three strategic functions, namely, stewardship, empowerment and research and neglected priority needs. For 2007 and beyond, as the UN system’s lead agency for research in neglected diseases of poverty, TDR is planning dynamic collaborations and innovations in the new environment of private and public partnerships. 

12.
Evaluations suggest that TDR has achieved valuable outcomes in contributing to the development of improved tools for controlling several neglected diseases and strengthening research capacity in developing countries through collaborative research. Of the 1233 new drugs identified as reaching the market between 1975 and 1997, only 13 were approved for tropical diseases. Of these 13, six were developed with TDR support.
13.
Nonetheless, in recent years, there has been increasingly vocal concern about the need for more research and development for drugs and other tools for neglected diseases, particularly as many drugs currently in use were originally developed for veterinary purposes. There seems to be growing consensus that a more integrated approach to tackling at least some of the neglected diseases would be both feasible and beneficial.
Intergovernmental Working Group on Public Health, Innovation and Intellectual Property (IGWG)
14.
Despite enormous progress in the prevention, diagnosis and treatment of diseases, developing countries often remain largely excluded from the benefits of modern science. The issue of better access to healthcare products for poor populations has been the subject of many World Health Assembly resolutions. In May 2006, at the Fifty-ninth World Health Assembly, member States established an Intergovernmental Working Group on Public Health, Innovation and Intellectual Property (IGWG) as a follow-up to the Commission on Intellectual Property Rights, Innovation and Public Health with the aim of “securing an enhanced and sustainable basis for needs-driven, essential health research and development relevant to diseases that disproportionately affect developing countries”.
 IGWG’s mandate was to prepare a global strategy and plan of action on public health, innovation and intellectual property to address conditions disproportionately affecting developing countries. 
15.
Over the past 18 months, WHO member States and other stakeholders, including academics, public-private partnerships, product-development partnerships and industry, have met in three meetings of IGWG, in regional consultations and other multilateral meetings, to discuss ways to foster innovation, build capacity and improve access to health products
 to achieve better health outcomes in developing countries. In May 2008, the Sixty-first World Health Assembly adopted the Global Strategy and Plan of Action on public health, innovation and intellectual property.
 
16.
For the IGWG, the ‘context’ of its global strategy includes intellectual property rights, human rights and the importance of flexibilities in intellectual property agreements to facilitate “increased access to pharmaceutical products by developing countries”.
  Related to this context is the Doha Ministerial Declaration on the Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS) and Public Health, adopted in 2001, which confirms that the agreement does not and should not prevent Members from taking measures to protect public health.
 Article 7 of TRIPS affirms that the Agreement can and should be interpreted and implemented in a manner supportive of the rights of WTO Members to protect public health and, in particular, to promote access to medicines for all. 
17.
The Global Strategy also enumerated ‘principles,’ including the statement that “The enjoyment of the highest attainable standard of health is one of the fundamental rights of every human being without distinction of race relation, political belief, economic or social condition.” This principle provided, in the view of the HLTF, a significant entry point for the dialogue on the right to development criteria. 

18.
The Global Strategy on public health, innovation and intellectual property aims to promote new thinking on innovation and access to medicines, as well as, drawing on the recommendations of the Report of the Commission on Intellectual Property Rights, Innovation and Public Health, to provide a medium-term framework for securing an enhanced and sustainable basis for needs-driven essential health research and development relevant to diseases which disproportionately affect developing countries, proposing clear objectives and priorities for R&D, and estimating funding needs in this area.

III. summary of discussions
19.
While this mission was brief and the findings necessarily preliminary, the HLTF was of the view that useful entry points could be outlined with respect to each of the partnerships. In the various meetings the HLTF mission held with the various partners, the links between right to development and access to essential medicines were underscored and will be explored further through more in-depth analysis, through commissioning of expert studies as envisaged in the follow-up below. The summary of the key points that emerged from the meetings is as follows:
Global Fund

20.
The leadership at the Global Fund has a strong interest in and commitment to promoting human rights. This should be viewed in the context of global health architecture more broadly and the policy debates around these issues. The Global Fund noted the central role of health in development and the need to position the Global Fund as a ‘development agency’, given its USD 12 billion portfolio. The HLTF related this human rights and development perspective to its own perspective of moving the right to development from political rhetoric to development practice. The elements in the RTD criteria which the HLTF considered particularly relevant to the work of the Global Fund included equity, meaningful and active participation and the special needs of vulnerable and marginalized groups. The HLTF pointed out that the criteria are a work in progress and subject to progressive development and refinement, based on the dialogue with entities like the Global Fund. 

21.
The Global Fund had undergone a major five-year evaluation in an effort to review its functioning and performance as an institution and partnership, and to identify areas of strengths and weaknesses that will lead to improving day-to-day operations. The evaluation report on the effectiveness of the Global Fund partner environment was presented to the Board in November 2008 and a concluding synthesis report on health outcomes and disease impact will be presented to the Board in May 2009.

22.
The meeting between the HLTF and the Global Fund recognized that the impact of the Fund on national capacity to control the three diseases was quite relevant to the context of MDG 8 insofar as the Fund constituted a ‘global partnership for development.’ Further the overlap of the criteria being applied by the HLTF and the ongoing development of the Global Fund strategy emerging from the Five-Year Evaluation of the functioning and performance of the Fund as an institution and a partnership suggest that the dialogue begun with the visit was timely and might contribute to the Fund’s effort to identify areas of strength and weakness that will lead to improved day-to-day operations. The main follow-up to this meeting was that the HLTF through the OHCHR secretariat would be commissioning a study by an expert consultant who would undertake a mapping exercise of the main elements in policies and programmes of the Global Fund against the RTD criteria.

Tropical Disease Research Programme (TDR)

23.
The TDR is an illustration of public-private partnerships and global health initiatives, which emerged in the mid-1980s. Its value for the HLTF resided, among other matters, in its exclusive focus on the diseases of developing countries, which tend to be neglected with dire consequences for the prospects of reaching the Millennium Development Goals and realizing the right to development. The HLTF explained that the purpose of this initial mission was to establish what relevance the criteria might have to the TDR’s work on access to essential medicines. Reference was made to the study on neglected diseases by the former Special Rapporteur on the right of everyone to the enjoyment of the highest attainable standard of physical and mental health, which in fact had been supported and published by the TDR. The TDR was thus already familiar with the human rights implications of its work and the HLTF suggested that the right to development framework was complementary to the right to health perspective on access to medicines in developing countries.

24.
From the TDR perspective, the HLTF exercise in applying its criteria could be useful in the context of its monitoring and evaluation, particularly as regards some of its higher-level objectives and indicators. It would also be important in the context of the ten-year strategy adopted by the TDR, which is based on three strategic functions: stewardship, empowerment and research and neglected priority needs.

25.
While human rights are not explicit in TDR’s vision, there is an implicit commitment to human rights and the alignment of its strategy to the MDGs is significant for the right to development. The ethos of TDR’s work is bridging science and technological impact on diseases of poverty. The overall aim is to deliver research and implement practical solutions to many of the world’s neglected diseases. Some of the key values underlying the ten-year strategy, such as stewardship, empowerment and inclusivity, resonate well with the right to development. TDR illustrated how the right to development can be mapped against TDR’s policies and programmes by referring to Ivomectin, a drug used to treat river blindness but which cannot eradicate it.  Consistent with RTD criteria, recent projects are community-driven in that communities take time to decide how the drug will be used and distributed, control compliance with quality and quantity standards, and ensure record keeping. In Africa, where primary health care is a real challenge (made often even more complex in post-conflict situations), these community-driven interventions have actually increased the distribution of Ivomectin. These community-driven initiatives lead to better governmental services and contribute to an atmosphere of political empowerment and democratization basing research activities on people’s consent and involvement, all of which contribute to the realization of the right to development and merit further study.

Intergovernmental Working Group on Public Health, Innovation and Intellectual Property (IGWG)
26.
In the meeting with the Secretariat of IGWG, the HLTF underscored the value of the IGWG as a critical partnership under MDG 8 specifically concerned with target 8E on access to essential medicines. The HLTF explained that it was aware of the importance of intellectual property in creating incentives for innovation in R&D for medicines generally, but was particularly interested in the balance the IGWG was seeking among access of the poor to essential medicines, promotion of innovation in health products and medical devices and respect for human rights. The HLTF learned of the tense inter-governmental negotiations in 2006, leading to the Global Strategy aiming to foster innovation, build capacity, improve access, financing and ensure equitable access to health products. Local ownership is also an important goal of the Strategy. The incentive schemes under the Global Strategy aim to delink price from research and aim to make health products cheaper and more available. There are a number of stakeholders in this process and participating in the board. 

27.
From the discussions during the mission, the IGWG secretariat and the HLTF acknowledged the potential for synergy between the principles of the Global Strategy and the right to development. The challenge is to map the policies and programmes of the partners against the right to development criteria and examine how this mapping can assist IGWG in its contribution to the right to development. 

IV. MISSION FOLLOW-UP ACTIONS

28.
In accordance with the established practice, the HLTF will complement its information on relevant partnerships by drawing on commissioned studies by expert-consultants. Therefore, as a follow-up to this mission, the OHCHR commissioned, on behalf of the HLTF, two studies by expert-consultants who will aim to map the right to development criteria against the existing policies and programmes of the respective partnerships. The consultants will attend the annual session of the HLTF (1-9 April 2009) to make a short presentation on the studies on selected global partnerships and to respond to questions from the members of the HLTF. 
V. PRINCIPAL ENTRY POINTS 

29.
The mission confirmed that there is no intrinsic incompatibility between the right to development framework and the principles that guide the work and activities of the three partnerships that are included in the present dialogue with the HLTF. On the contrary, there seems to be both a high degree of complementarity and a willingness to enter into dialogue.
Global Fund

30.
Rationale of the Global Fund - The rationale for the existence of the Global Fund is to attract, manage and disburse resources through a new public-private foundation that will make a sustainable and significant contribution to the reduction of infections, illness and death to mitigate the impact caused by HIV/AIDS, tuberculosis and malaria in countries in need, and to contribute to poverty reduction as part of the Millennium Development Goals. This rationale corresponds to the essence of the right to development framework and to the principles underlying the right to development.
31.
Approval Process - The Global Fund directs it’s funding to economies classified by the World Bank as Low income and Lower-middle income as well as Upper-middle income economies with a current high disease burden. Country Coordinating Mechanisms (CCMs) may submit a request for funding to the Secretariat which serves as the lead advisor to the Technical Review Panel (TRP) and to the Board on confirming its establishment and functioning. This process can broadly be mapped alongside some of the right to development criteria, which emphasize accountability, transparency, participation and oversight.

32.
Framework Document - The Global Fund operates on the foundation of the Framework Document of the Global Fund to Fight AIDS, Tuberculosis and Malaria. The guidelines for making its funding decisions are based on this Document enumerating several grounds for support from the Fund which appear to correspond to the right to development criteria, such as national ownership, participation of communities and people, priority for the most affected countries and communities and elimination of stigmatization of and discrimination against those infected and affected by HIV/AIDS, especially for women, children and vulnerable groups. Accountability, a key element of the right to development criteria is defined in the Framework Document, which specifies that the Fund will require sound processes for specifying, tracking and measuring program results to ensure a sufficient level of accountability. 

33.
Proposal review criteria - One clear entry point in which to assess the compatibility of the right to framework are the ‘proposal review criteria’ that the Technical Review Panel utilizes in decision-making regarding proposals, which follow from the Framework Document. Among these criteria are soundness of approach, feasibility and potential for sustainability and impact. Within these criteria are requirements for giving due priority to groups and communities most affected and/or at risk including by strengthening the participation of communities and people infected and affected by the three diseases in the development and implementation of proposals. This ‘participatory’ approach is evident also in the requirement that interventions involve a broad range of stakeholders in implementation. Within soundness of approach is also included the need to ‘address issues of human rights and gender equality…’ Relevant to the feasibility criterion is the need to build on, complement, and coordinate with existing programs…in support of national policies, plans, priorities and partnerships which clearly resonates with the requirement for national ownership in the right to development criteria.

34.
Country Coordinating Mechanisms - The Country Coordinating Mechanisms (CCMs) are central to the Global Fund’s commitment to local ownership and participatory decision-making. These mechanisms coordinate the submission of national proposal for funding, drawing on the strengths of various stakeholders to agree on strategy, identify financing gaps in achieving the strategy based on existing support, prioritize needs, and identify the comparative advantages of each proposed partner.

35.
Findings of the five-year evaluation - The five-year evaluation of the Global Fund would be an important source of material to assist the HLTF in its work, as each element of the evaluation is designed to generate actionable findings and the Global Fund is committed to learn from and make concrete improvements based on these findings. This would be an invaluable source of information to understand its functioning as a partnership.

Tropical Disease Research (TDR) Programme

36.
Objective of TDR and its new vision and strategy - The main objective of the TDR is to help coordinate, support and influence global efforts to combat a major portfolio of diseases of the poor and disadvantaged. The goal of TDR is to have the priority setting, research and development led and managed by scientific leaders in the countries where the diseases and problems occur. It has now developed a new vision and ten-year strategy as also highlighted during the HLTF mission which is based on three major strategic decisions: stewardship, empowerment and research on neglected priority needs. Stewardship is for research on infectious diseases of poor populations, empowerment of researches and public health professionals from disease endemic countries, to provide support for training and research, and to build leadership at individual, institutional and national levels. The third strategic decision is to research on neglected priority needs that are not adequately addressed by other partners. The new vision and strategy revolves around “[a]n effective global research effort on infectious diseases of poverty, in which disease endemic countries play a pivotal role”. These objectives, goals and new vision and strategy contain many elements relevant to the right to development criteria and provide a solid starting point for mapping the right to development criteria to its policies and programmes.

37.
Ten-year vision and strategy - The ten-year strategy is an entry point to further explore how the right to development criteria can help shape some of the strategies in relation to knowledge management and sharing, research prioritization process and translation of research into practice in disease endemic countries through enhanced participation, non-discrimination and prioritization to be sensitive to gender concerns and needs of the most vulnerable and marginalized. Under the rubric of empowerment, a right to development approach can further strengthen the work towards gender equity and the ability to initiate, manage and direct research from within institutions and countries with self-generated resources. The same can be applied to research on neglected priorities, which would be strengthened by the community-driven projects already described during the HLTF mission. As mentioned in the ten-year strategy, one of the most neglected research areas is the development, evaluation and improvement of new interventions and intervention strategies in real life settings, and within a public health context. 

38.
Implementation research for access to interventions - Implementation research for access to interventions would also be a key entry point to utilize the right to development criteria to strengthen the research resulting in innovation strategies and to ensure that effective interventions reach the people who need them. As specified in the strategy many products that completed the classical R&D process, have failed to achieve their full potential impact because of implementation problems that impeded access. Integrating the right to development criteria in these strategies could enhance community-based interventions and integrated delivery strategies.

Intergovernmental Working Group on Public Health, Innovation and Intellectual Property (IGWG)

39.
Objective of the Global Strategy - The Global Strategy on public health, innovation and intellectual property aims to promote new thinking on innovation and access to medicines, to provide a medium-term framework for securing an enhanced and sustainable basis for need driven essential health research and development relevant to diseases which disproportionately affect developing countries, proposing clear objectives and priorities for R&D, and estimating funding needs in this area. The desk review would have to map how this global strategy could contribute to the realization of the right to development and the opportunities and challenges arising from it.

40.
Explicit reference to human rights in the Global Strategy - The resolution WHA59.24 of the Health Assembly noted the growing burden of diseases and conditions that disproportionately affect developing countries, and particularly women and children. The IGWG underlined that more efforts should be made to avoid suffering and reduce preventable mortality and to meet the health-related MDGs and to implement States’ obligations and commitments arising under applicable international human rights instruments with provisions relevant to health.
 This provision explicitly refers to human rights obligations and instruments and to the Universal Declaration of Human Rights.

41.
Plan of Action - The Global Strategy features a number of elements including prioritizing research and development needs, promoting research and development, building and improving innovative capacity, transfer of technology, application and management of intellectual property to contribute to innovation and promotion of public health, improving delivery and access, promoting sustainable financing mechanisms and establishing monitoring and reporting systems. The Plan of Action attached to this Global Strategy is an important entry point as it provides a detailed breakdown of sub-elements, specific actions to be undertaken, identification of stakeholders and the envisaged timeframe. The desk review would have to clarify how the right to development framework and the criteria can be mutually strengthened.

*****
Annex: Programme of Mission – Access to essential medicines

12- 13 November 2008, Geneva

Mission team 

The mission team consisted of Prof. Stephen Marks (Chairperson, High-level task force on the right to development), Ms. Susan Mathews (OHCHR), Mr. Leo Castilho (OHCHR) and Mr. Ayuush Bat-Erdene (OHCHR). 

Key meeting agenda
Wednesday, 12 November 2008
14:00 – 16:00 – Meeting with MR. IAN GRUBB, Senior Adviser, Office of the Executive Director, The Global Fund to Fight AIDS, TB and Malaria

18:00 – 19:00 – Meeting with DR. ROBERT RIDLEY, Director, Special Program for Research and Training in Tropical Diseases (TDR) 
Thursday, 13 November

9:00 – 10:30 – Meeting with DR. ELIL RENGANATHAN, Executive Secretary, Secretariat for Public Health, Innovation and Intellectual Property, World Health Organization
12.30 – 13:30 – Open lunchtime seminar at WHO Library Meeting Room, on right to development and access to essential medicines in developing countries

14:15 – 15:30 – Meeting with DR.HANS HOGERZEIL, Director, Department of Medicines, WHO
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� See the paras 1-3 of the Global Strategy on public health, innovation and intellectual property of the Intergovernmental Working Group on Public Health, Innovation and Intellectual Property (IGWG), annexed to the report of 61st World Health Assembly, Doc,WHA61.21, 24 May 2008
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