European Parliament resolution on the TRIPS Agreement and access to medicines
1.
Political Groups which tabled the resolution pursuant to Rule 108(5) of Parliament's Rules of Procedure: PPE-DE, PSE, ALDE, UEN, Verts/ALE, GUE/NGL
2.
EP reference number: B6-0288/2007 / P6_TA(2007)0353
3.
Date of adoption of the resolution: 12 July 2007
4.
Subject: TRIPS Agreement and access to medicines
5.
Analysis of the text and of Parliament’s requests:
The Resolution seeks to place access of medicines for poor developing countries at the top of the trade and development agenda. On substance, the resolution says that more needs to be done by the EU to allow developing countries and least-developed countries to access medicines.
The Resolution has been adopted in the context of the discussion on the amendment of the TRIPS agreement to which the European Parliament has to give its assent. That amendment will make permanent a waiver that enables countries lacking the capacity to manufacture generic drugs to ask for compulsory licenses to import the medicines they need from countries that can produce them.
Some recommendations in the Resolution are directed to the Commission, others to the Council or Member States. Most recommendations addressed to the Commission do not imply any changes in Commission's policy and do not require any further initiatives. They highlight, however, the importance and the sensitivity attached to the issue by the European Parliament.
The Resolution notes (Recital F) that "no country has so far made any official notification" to the WTO to require such a licence and states (Recital G) that the "principle" obstacles for the effective use of the WTO decision are the related "procedural and substantive requirements".
More specifically, the European Parliament asks the Council to restrict the negotiating mandate of the Commission for the Economic Partnership Agreements (EPAs) with the ACP countries or any future bilateral and regional agreements with developing countries in order to avoid any pharmaceutical-related TRIPS+ provisions affecting public health and access to medicines issues such as data exclusivity, patent extensions and limitation of grounds of compulsory licenses. The Resolution asks the Commission and the Member States to provide financial support for pharmaceutical-related transfer of technology and capacity building and local production of drugs in developing countries, especially in least-developed countries. The European Parliament also asks the Commission to grant funding for R&D on poverty-related, tropical and neglected diseases. The European Parliament asks the Council to support the developing countries which use the flexibilities built into the TRIPS Agreement and recognized by the Doha Declaration. The Resolution calls on the Council to adopt a Joint Policy Statement with the European Parliament to the effect that Member States remain free to use all exception provisions of the TRIPS Agreement under their domestic patent laws to authorise production and export "to address public health needs in importing Members" and asks the Council to mandate the Commission to refrain from taking action to interfere with these proceedings.
6.
Reply to these requests and outlook regarding the action that the Commission has taken or intends to take:
The Commission welcomes the interest taken by the European Parliament in the issue of access to medicines which is of great political and humanitarian importance. More specifically, the Commission would like to answer the recommendations of the European Parliament as follows:
Recital F on compulsory licenses: The Commission does not share the scepticism of the European Parliament with regard to compulsory licenses and has repeatedly explained that a number of reasons can be put forward to explain the non-use of the system:
Above all, the mechanism can operate well without any compulsory license actually being granted. The usefulness of compulsory licences lies mainly in the leverage it provides developing countries in price negotiations with pharmaceutical companies. In other words, compulsory licences can deliver the expected results, i.e. making medicines more affordable, without being actually granted.
Many least-developed countries, in particular in Africa, do not have patent protection for pharmaceuticals, so they can import medicines freely without making use of compulsory licences. LDCs indeed benefit from a transition period in the areas of pharmaceutical patents and data protection until 1 January 2016.
Another reason is that developing countries in need can use other channels to get cheap medicines. These include, for example: the use of existing flexibilities of the TRIPS Agreement such as parallel imports; direct negotiations with generic or research-based pharmaceutical industry; the granting of compulsory licences for the production of cheap medicines for their own domestic market in accordance with existing TRIPS provisions, as is the case in Brazil.
Just like all economic operators, generic manufacturers request solvent clients. Despite significant and visible efforts to provide funding, through the Global Fund to Fight against HIV/AIDS, TB and Malaria and other initiatives, poor markets are still largely undersupplied. Generic manufacturers are looking for profits. If the original producer of a drug adopts a reasonable pricing policy it becomes less attractive for generic producers to try to undercut their prices. The business opportunities for generic producers therefore depend on the behaviour of patent holders.
Finally, the lack of experience and/or capacities, or slow decision-making processes in certain developing countries can also be a reason for not having been able to use the system yet. Therefore, the Commission encourages technical assistance providers to integrate, sound legislative advice and clarification on how to give effect to the Doha Declaration and this mechanism in order to facilitate access to medicines in Intellectual Property technical assistance programmes to developing countries.
It is also interesting to note that since the adoption of the Parliament's resolution, Rwanda has indeed notified to the WTO its intention to use the mechanism and import HIV/AIDS drugs from Canada. It is the first time that a WTO member attempts to use it. This will provide a good opportunity to assess how the mechanism works. The Commission will follow the development of this initiative closely.
Paragraph 4: The Commission supports local production capacity, e.g. for raw materials and formulations of artemisinin-based combination therapies and other new antimalarials, insecticide-treated bednets, condoms, and generic production of essential drugs – including fixed-dose combinations for TB and HIV/AIDS. Local production can indeed promote competition and make pharmaceutical products more affordable. It is important to encourage technology transfer to ensure that locally produced pharmaceutical products meet internationally agreed standards. Technology transfer, leading to local production of affordable key pharmaceuticals, and commodities in prevention, treatment and care of HIV/AIDS, malaria and tuberculosis are one of the objectives of a specific initiative dedicated to Aid for poverty-related diseases (HIV/AIDS, Tuberculosis and Malaria) in developing countries for a combined total of € 81.2 million in 2005-2006. Specific projects have also been funded in Africa and Asia. For example, in 2003 one project was funded for technology transfer and local production of high quality and affordable fixed dose anti-retroviral drugs in Tanzania for a total of € 5 million. Another project has also been funded since 2003 for enlarging artemisinin production and combination treatment (malaria) in a number of developing countries in Africa and Asia for a total sum of € 3 million. In the context of its co-operation with the World Health Organisation (WHO), the European Medicines Agency provides scientific opinions for the evaluation of certain medicinal products for human use exclusively intended for markets outside the Community.
Paragraph 6: The EC is a major funder of pharmaceutical and health-oriented/clinical research including health systems research and capacity building in various sub-Saharan African countries through the European & Developing Countries Clinical Trials Partnership (EDCTP). The EDCTP is a typical example of a product development public-private partnership and active in the area of promoting the transfer of technology and production in developing countries through action by developed countries and pharmaceutical companies, as well as strengthening product regulatory capacity locally, including improvement of ethical-review standards and clinical trials capacity.
During the period of implementation of the sixth Framework Programme for Research (FP6 - 1999-2002), the EU's support for R&D devoted to poverty-related diseases amounted to more than € 455 million. For the same period, an additional € 78 million were spent by the International Scientific Cooperation (INCO) on various projects covering the fields of neglected infectious diseases, health systems/policy research and reproductive health.
The Commission is fully committed to the success of these research projects and innovative initiatives and will continue to support such initiatives under the current seventh Framework Programme for Research (FP7 - 2007-2013). The "Health" theme Work Programme under FP7 sets out topics for calls for proposals on issues of particular interest to Europe that allow participation from third countries, as well as identifying various areas targeting Specific International Cooperation Actions (SICA). Such topics can be found in the area of the neglected infectious diseases as well as health systems.  Furthermore in another part of FP7, in the Science in Society of the "Capacities" Work Programme, there is a topic under the section on international dialogue that addresses capacity building in developing countries.  The topic call intends to develop capacity building, including development and support to regional networks of experts, covering ACP countries, Latin America, Eastern Europe and Central Asia, and Asia (in particular India or China). The activities will primarily aim to help developing countries to build up their own best practices in the field of ethics and science, and ensure that European research conducted in developing countries complies with fundamental ethical principles.
Paragraph 7: While this recommendation is directed to the Council, the Commission fully agrees with the European Parliament and takes the view that the issue of access to medicines for poor developing countries goes far beyond patent law. Other measures have therefore to be sought to address public health problems that developing countries are facing such as, for example, the availability of basic health facilities and infrastructure to channel medicines to the patients, the development at local level of manufacturing capacities, in particular through private/public partnerships, and the application of appropriate measures on pricing and/or reimbursement of medicines.
Paragraph 8: While this recommendation is directed to the Council, the Commission would like to confirm its support for the Doha Declaration on the TRIPS Agreement and Public Health, including the flexibilities recognized in that Declaration.
Paragraph 9: The Commission recognizes the right of WTO members, including developing countries, to use where appropriate all means available to them under the TRIPS Agreement. The Commission observes that during the WTO negotiations on how to enable WTO Members with insufficient manufacturing capacities in the pharmaceutical sector to make effective use of compulsory licensing, the mechanism provided by Article 30 was discussed but not accepted. All WTO members finally opted for an amendment to Article 31 TRIPS because this was a more sustainable, predictable and legally secure solution.
Paragraph 10: The Commission takes note of the European Parliament's recommendation to the Council to ensure that the Commission refrains from taking action to interfere with Member States' patent legislation to authorise production and export "to address public health needs in importing members". The Commission observes that the European Parliament and the Council adopted EC Regulation No 816/2006 on 17 May 2006 precisely to create a legal basis at EU level to enable generic manufacturers to produce drugs under compulsory licence for export to countries in need. The Commission will monitor the correct application of this Regulation.
Paragraph 11: While this recommendation is directed to the Council, the Commission confirms that, in the Economic Partnership Agreements (EPAs) and in other future bilateral and regional agreements with poor developing countries, it is not asking for TRIPS+ provisions which could affect access to medicines or undermine the TRIPS flexibilities contained in the Doha Declaration on the TRIPS Agreement and Public Health such as data exclusivity, patent extensions and limitation of grounds of compulsory licenses.
Paragraph 12: The Commission observes that the issue of disclosure by patent applicants of the source or origin of inventions deriving from biological resources and associated traditional knowledge found in developing countries, is different from the one of access to medicines. This issue is currently discussed in the context of the WTO Doha Development Agenda. The EU has already indicated that it was ready to examine and discuss this issue in a constructive spirit.
Paragraph 13: The Commission is in favour of "pool procurement strategies" provided such strategies do not prejudice the territorial nature of the patent rights in question. The Commission observes that the future amendment of the TRIPS Agreement will allow countries that are members of certain regional groupings to further export products, which have been produced or imported under a compulsory licence, to other members of that regional grouping (new Article 31bis, paragraph 3). The importance of this provision lies precisely in the possibility to further export products that have been imported under a compulsory licence, thus promoting economies of scale and bulk purchasing.
Paragraph 14: The Commission fully supports the work of the Intergovernmental Working Group on Public Health, Innovation and Intellectual Property process at the World Health Organisation (WHO) and will continue actively participating in its work. The Commission also works together with stakeholders and organised, together with the German Presidency, an EU Expert Workshop in April this year. The Commission will keep the European Parliament informed on further activities of this group.
Paragraph 15: The Commission shares European Parliament's view and encourages pharmaceutical companies to adopt schemes such as tiered-pricing under which medicines are sold in poor and developing countries at considerably lower prices than in developed countries. On the Commission's proposal, the Council adopted Council Regulation (EC) No 953/2003 which offers manufacturers and exporters of tiered-priced medicines related to HIV/AIDS, malaria, tuberculosis and related opportunistic diseases reinforced protection at the border against import into the EU market where higher prices prevail.
Paragraph 16: Counterfeiting of fake drugs, i.e. drugs which do not contain the appropriate components, with sometimes entirely ineffective or even dangerous substances, is a serious problem for all countries, in particular for poor developing countries. According to the World Health Organisation, illegal trade in counterfeit drugs is in increase. The Commission shares European Parliament's view that this kind of counterfeit drugs must be severely combated because they put health at risk. While this is not a patent issue as such, it must be underscored that appropriate intellectual property right implementation and enforcement contribute to the provision of safe and secure medicines.
Paragraph 17: The Commission fully agrees with the European Parliament that least-developed countries and other poor countries should take the necessary measures to prevent the diversion of medicines covered by compulsory licensing from leaving the country, ensuring that the medicines go to the local population in need.
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