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IPR and innovation working group begins work
SUNS #6360 Wednesday 7 November 2007
Geneva, 6 Nov (Riaz K. Tayob) -- The six-day session of the WHO Intergovernmental Working Group on Public Health, Innovation and Intellectual Property Rights (IGWG) began on Monday with slow progress in discussing a draft text that delegates hope will be the outcome of the meeting.

The Secretariat's 31 July document, "Draft global strategy and plan of action on public health, innovation and intellectual property" (A/PHI/IGWG/2/2) was used as the initial basis for the discussion.

However, several countries proposed additions and changes, many of these in line with drafts that were derived from regional meetings that had been held to prepare for this IGWG session, or from national submissions.

There have been several regional meetings including in South America, Africa, West Asia and Southeast Asia to prepare for this IGWG session, and most of these meetings produced reports or even alternative texts which many developing countries want to use to incorporate into the final IGWG outcome.

In particular, a draft text prepared at a regional meeting in Brazil and submitted as the Rio text by 14 countries, has been used and referred to by members to make changes to the Secretariat draft.

As the meeting opened, a copy of a Demarche apparently sent by the United States government to a number of developing countries to advise them on potential dangers at the IGWG was circulated on NGO email list-serves.

The Demarche warns that proposals by "like minded" developing countries could have potentially negative trade and intellectual property implications 

(see end of article).

The Secretariat draft comprises an introductory part and text on eight elements for the global strategy and plan of action identified during the first session. The elements are: (1) Prioritizing research and development needs; (2) Promoting research and development; (3) Building and improving innovative capacity; 

(4) Transfer of technology; (5) Management of intellectual property; (6) Improving delivery and access; (7) Ensuring sustainable financing mechanisms; and 

(8) Establishing monitoring and reporting systems.

The IGWG was established by the World Health Assembly (WHA) under resolution 59.24 in May 2006 following the report of the Commission on Intellectual Property Rights, Innovation and Public Health (CIPIH - See SUNS #6036 dated 30 May 2006).

This is the IGWG's second and final session, unless otherwise decided. The first session (4-8 December 2006) failed to make any progress, and a heated discussion on this failure at the WHA in May 2007 led WHO Director-General Dr Margaret Chan to commit to making the process a success.

Given the shortage of time and the immense ground to be covered, many developing country delegates doubt that this week's meeting can complete the work of the IGWG, and they are of the view that more meetings will have to be organised. However, a mandate to extend the process may require a decision of the WHA.

Progress has been slow, with discussions in the day progressing on the introductory part and two elements, and a drafting group at night just discussing two paragraphs of the introduction.

Resolution 59.24 mandates the Working Group to draw "up a global strategy and plan of action in order to provide a medium-term framework based on the recommendations of the Commission."

It also states that the Working Group should prepare "a strategy and plan of action [that] aims at, inter alia, securing an enhanced and sustainable basis for needs-driven, essential health research and development relevant to diseases that disproportionately affect developing countries, proposing clear objectives and priorities for research and development, and estimating funding needs in this area."

WHO Director-General Dr Margaret Chan opened the session by saying that her commitment to the Working Group will not waiver and that it is made with "eyes wide open." Chan said that diseases that disproportionately affect the poor do not have therapeutics and have complex diagnostics.

She said that the need for innovation is constant, resistance develops and drugs fail. People should not be denied access (to medicines) for unfair reasons, and the cost of medicines can be prohibitive. She added that the session is concerned with fairness which is a long standing concern of public health. The challenge is on multiple fronts and the route to address this passes through many territories where legal, trade and economic issues have prominence.

The Chair of the session, Peter Oldham of Canada, proposed that the Global Strategy, in annex 1 of the draft text, be considered together with the Plan of Action in annex 2. Following three days of negotiations, the Secretariat would on Thursday produce an (updated) text with divergent views in square brackets.

However, there was much confusion during the work of the Committee of the Whole regarding the exercise of updating the draft text. How changes would be handled in the Committee and in the evening drafting groups was unclear.

During the first day, the meeting discussed the introductory part of the draft text

(context, aim and focus) and elements 1 (prioritising research and development and 2 (building and improving innovative capacity).

On the context, many developing countries sought to highlight the barriers posed by proprietary rights over access to medicines. The US countered this by proposing alternate language, that is, intellectual property rights is important for the development of new medicines.

Regarding the aims of the framework, developing countries variously proposed that it provide an understanding of the public health needs of developing countries, establish a global research agenda, identify mechanisms to operate and strengthen worldwide capacity for research and development, secure sustainable financing for research and development, and increase availability, accessibility and uptake of health products.

On the focus, the Secretariat's draft text limited the framework to diseases for which an adequate treatment for use in resource-poor settings is not available, because no treatment exists, are inappropriate or unaffordable. It further limited the framework to cover only 14 diseases. None of the member state submissions on the IGWG contain this explicit limitation.

A text submitted by 14 Latin American countries known as the Rio Group

(Argentina, Brazil, Bolivia, Chile, Costa Rica, Cuba, Ecuador, El Salvador, Honduras, Mexico, Peru, Suriname, Uruguay and Venezuela) proposed the deletion of the limitation on the number of diseases.

The Rio text instead refers to diseases or conditions of significant public health importance in developing countries. Egypt also called for the deletion of the limitation.

Brazil, referring to the Rio text, proposed a new section with a number of principles, including a reference to the right to health (which it said implied equitable access); that health takes precedence over commercial interests; that the promotion of technological innovation and transfer of technology is the right of all states and should not be restricted by intellectual property rights; and that countries have the right to implement all the flexibilities contained in the TRIPS agreement as reaffirmed by the Doha Declaration on Public Health.

The US countered this with its own proposed principles, including that intellectual property rights are an important incentive for the development of new health care products and that countries should reduce or eliminate import tariffs on drug products.

This exchange is a preview to the divisions that will be more evident when the discussion later moves to element 5 on intellectual property (See below).

On element 1, prioritising research and development, Brazil, referring to the Rio text, proposed replacing the disease typology used in the CIPIH report with a more general reference to the public health needs of developing countries.

The CIPIH report uses an economic typology for diseases, which are referred to in the draft text. Type I diseases are those that are incident in both rich and poor countries, with large numbers of vulnerable population in each (like cardiovascular disease). Type II diseases are incident in both rich and poor countries, but with a majority of cases in poor countries often termed neglected diseases (like tuberculosis). Type III diseases are those that are overwhelmingly or exclusively incident in the developing countries, and are often termed "very neglected diseases."

Many developing countries sought to promote methodologies and mechanisms to address research and development gaps relating to their public health needs. Some developed countries sought to limit such promotion only to existing mechanisms.

On the facilitation of upstream research, the EU sought to limit the framework to voluntary arrangements while many developing countries sought greater commitments in this area particularly in relation to compound libraries.

Regarding element 2 (promoting research and development), the Rio group proposed that focus be placed on the many determinants of innovative capacity, and that support be given to several measures to promote public and private research on diseases that disproportionately affect developing countries.

Pakistan and Egypt urged developed countries to allocate greater proportions of their health research budget to the health needs of developing countries.

On the promotion of upstream research and product development in developing countries, the draft text referred to open source methods. Canada opposed this.

India proposed that support be provided for the acquisition of new technologies. The Rio group proposed promotion of research and development not protected by patents. Canada opposed this as well.

A drafting group meeting was held on Monday night. It started work on the introductory section but was able to discuss only two paragraphs on the Context. The sections on the Aim, Focus and the proposed principles were not yet touched on.

Earlier in the day, Thailand raised concerns about the submissions from a number of patient groups that had contributed to the online IGWG public hearings. It said that after an analysis, it found difficulty with submissions of patient organisations that advocate intellectual property rights protection. It said that 11 of the 12 organisations are directly affiliated or supported by the pharmaceutical industry. It suggested that contributors disclose any conflict of interest.

Denis Aitken of the Secretariat said that it did not consider conflict of interest statements, as the main purpose was to hear from interested parties. Whether contributors had industry funding was not the key point, he said.

Heated discussion is expected later this week when the IPR issue is discussed. The CIPIH report, which is supposed to be the basis of the strategy, states that intellectual property rights are important, "but they can do little to stimulate innovation in the absence of a profitable market for the products of innovation."

The pharmaceutical industry has told the media that it believes that WHO should not deal with IPR issues, a position that seems to be shared by the United States.

According to James Love of Knowledge Ecology International, a US-based NGO, the US government has issued a Demarche to a number of developing countries on this week's IGWG meeting.

Love says that this "is part of a larger effort by the US negotiators to block proposals from several developing countries that would promote new approaches to the global framework to support medical R&D, or develop ways of implementing the 2001 Doha Declaration on TRIPS and Public Health."

Love says that the target of the Demarche is the so-called "Rio Text" for the negotiations, which is a much stronger document than the Secretariat's draft text and one that actually takes the 2001 Doha Declaration mandate seriously, and which would extend its basic provisions to bilateral and regional trade agreements.

The Demarche, a copy of which is circulating on NGO list serves, says that several countries want WHO members states to agree to expand the mandate of the IGWG beyond "diseases that disproportionately affect developing countries" to include a wider range of diseases; that IP provisions in FTAs adversely affect access to medicines; that countries should make substantive patent law changes; and that the WHO Secretariat, despite its lack of specific competence in intellectual property or trade issues, should support countries in these areas.

It warns of a push by some countries during the second IGWG for a "global framework" in the context of research and development relevant to diseases that particularly impact developing countries, and says that this "global framework" proposal (especially a proposed medical R&D treaty) can undermine existing R&D incentives and harm the patent system.

It also warns of a push by Brazil "or other like-minded countries" to use the Latin American position paper as the basis of the negotiation, and says that the WHO secretariat draft should be the only basis for negotiations.

The Demarche adds that the US wants a pragmatic approach to increase R&D while "also supporting strong intellectual property rights and innovation." The US believes that "the WHO Secretariat goes beyond its technical competence when it seeks to advise its Member States on trade-related matters, including intellectual property.

"Further, the United States believes that the WHO should not set parameters by which WTO member states can negotiate their trade agreements. The United States would like to make sure you are aware of the potentially negative trade and intellectual property implications that could arise from this initiative at the WHO."

Commented James Love: "The demarche mounts a strange argument that the WHO does not have technical competence and should not advise its Member States on trade-related matters, including intellectual property. This is contrary to a string of WHO resolutions on this topic. This issue has been debated so many times, it is surprising the US still asserts [that] the WHO should not address the relationship between health and intellectual property."
