COVER  4

Appeal for needs-driven R&D for neglected diseases

Prior to the convening of the 2006 WHA, an appeal signed by more than 5,400 scientists, policy-makers, industry and NGO members calling for governments to play a greater leadership role in essential needs-driven research and development (R&D) for neglected diseases was presented to the late Dr Lee Jong Wook, the WHO's Director-General.
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THE Drugs for Neglected Diseases Initiative (DNDi), established by five public-sector research bodies and Medecins Sans Frontieres (MSF), presented an appeal signed by several thousand scientists worldwide to the WHO Director-General in which it urges governments to play a greater leadership role in essential needs-driven research and development (R&D) for neglected diseases.

The R&D Appeal, which was signed by more than 5,400 scientists, policy-makers, industry and NGO members (including 19 Nobel laureates), was presented to Dr Lee Jong Wook on 15 May by the Executive Director of DNDi Bernard Pecoul and the Chair of the DNDi Board of Directors Yves Champey.

The R&D Appeal was first launched in June 2005 by DNDi, its founding partners, Oxfam, and the BIOS initiative, and kick-started a year-long advocacy campaign to collect signatures and gain support from scientists, researchers, the general public, and high-profile individuals in a move to urge governments to act on the issue of R&D for neglected diseases.

DNDi is an independent, not-for-profit drug development initiative established in 2003 by five public-sector research organisations - Kenya Medical Research Institute, Indian Council of Medical Research, Oswaldo Cruz Foundation Brazil, Malaysian Ministry of Health, and France's Institut Pasteur - and Medecins Sans Frontieres.

Among its aims are to develop new, improved, and field-relevant drugs for neglected diseases, such as malaria, leishmaniasis, human African trypanosomiasis, and Chagas disease, that afflict the very poor in developing countries, and to raise awareness about the need for greater R&D for neglected diseases and strengthen existing research capacity in disease-endemic countries.

Call for government support

The R&D Appeal calls on governments to provide significant and sustained support to bring essential new drugs, vaccines, and diagnostics to people suffering and dying from neglected diseases.

It urges public leadership to set global health R&D priorities according to patients' needs; provide sustained financial support; and establish new rules to stimulate essential health R&D (for diagnostics, vaccines and drugs).

Every day, over 35,000 people die from infectious diseases such as AIDS, malaria, tuberculosis, and most neglected diseases such as leishmaniasis, Chagas disease and sleeping sickness.

Between 1986 and 2001, global funding for health research rose from $30 billion to $106 billion, but progress towards new health tools for the poor remains insignificant. Of 1,393 new medicines approved between 1975 and 1999, only 1% were developed for tropical diseases and tuberculosis.

At a press briefing on 16 May, DNDi Executive Director Pecoul said that one of the reasons for the appeal was to try to address the gap in R&D for neglected diseases. He pointed out that from 1975 to 2004, about 1,556 new drugs were developed, but only 1.3% of these were for tropical diseases and tuberculosis (these diseases represent 12% of the global disease burden).

Another key message of the appeal was the need to have governments and particularly the WHO design priorities in health research, he said, pointing out that at present there are no actors to set priorities in research.

Pecoul also pointed to a lack of systemic funding from governments for supporting health research activity. New product development partnerships are only receiving 16% of funding from governments while 79% is coming from philanthropic organisations.

He said that the appeal was delivered to the WHO before the WHA meeting, where the issue of health R&D would be on the table. 

Rowan Gillies, President of the MSF International Council, said that the problem now is that a lot of the health R&D that is being done is not focussed on the people who are actually sick. Most of the health tools that are being used in the developing world are those that are adapted from R&D that was done for the developed world. What is needed is research that is focussed on treating those in the developing countries.

'What we are searching for is public leadership on this issue. You would expect the WHO, responsible for improving the health of the world, [to] be the organisation that would be the leader in this field. Today, that is just not the case,' Gillies said.

'We are here at the WHA to put some pressure on the WHO to put this issue at the top of their priority and show some leadership,' he added.

Impact of intellectual-property protection

Guilherme Patriota from the Brazilian Mission in Geneva said that since the Uruguay Round of international trade talks (which resulted in the establishment of the World Trade Organisation), there has been increasing awareness in Brazil and other developing countries regarding the way in which the intellectual property (IP) system has risen to higher levels of IP protection worldwide.

He referred to the WTO's TRIPS Agreement and other negotiations in the WTO and World Intellectual Property Organisation (WIPO) that are removing the flexibilities for national governments to impose a balance between public interest and social needs on one hand, and the interests of pharmaceutical corporations on the other.

The rise in international standards of IP protection has led to a situation in which governments in developing countries are finding themselves with their hands tied. They are no longer able to establish or control drug prices and access to medicines.

Patriota said that changes in international treaties that have been promoted by the private sector and through bilateral agreements have led to a situation where certain mechanisms that can be used to impose a balance between public and private interests in the IP system - such as compulsory licences, duration of patents and disclosure of invention - have become harder to implement.

New trends in IP protection such as data exclusivity and test data protection are being imposed internationally or through bilateral trade agreements that lead to a situation where these protections are being given to drug companies for practically nothing, as they do not reveal the essence of their inventions.

Patriota was of the view that patenting has no longer become a motor of innovation. It does not work to the benefit of humankind in general or to the progress of science anymore, as most of the advances achieved are not made available to the public and are not disclosed to academics nor made accessible to people engaged in research.

Governments in the developing countries have to bear the onus of financing health research, as very little research in these countries is undertaken by the private sector, he said. Governments in these countries have to step in because most of the illnesses endemic in developing countries are not a priority in the developed countries, in terms of investment.

The public sector in developing countries however has limited resources and has to work on tight national budgets, usually through stringent controls imposed by the International Monetary Fund (IMF) and other international financial institutions, he said.

In reference to the WHO, Patriota said that IP has to be called into question and an in-depth analysis of how IP prevents poor populations in developing countries from having adequate access to medicines and treatment should be looked into.

Issues such as the fact that the drug industry is obtaining money from poor governments in developing countries through their drug pricing system through the exploitation of monopolies have also to be factored in.

Patriota said that the WHO cannot only look at the problem of health in developing countries by just analysing the situation but has to also look into the economics of the situation from a global perspective because the market for health and medicines is a global market.

From a global perspective, he said, the structure that governs the market is asymmetrical and works to the detriment of poor populations in developing countries.

A broader perspective to this issue and the IP element of it under the locus of critical analysis in the WHO should become the core subject of the organisation, as well as a process that attempts to stimulate countries and industry to build alternative mechanisms to achieve innovation and scientific progress in areas relevant  for  health,  Patriota said.
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