PRESS RELEASE: Questions raised over EU Commission’s ability to issue a compulsory licence to build stockpile of Avian influenza anti-viral medicines 

9 MARCH 2006 | London – Today , Thursday 9 March 2006, the Consumer Project on Technology wrote to Commissioners Mandelson ( Trade) and Kyprianou ( Public health) asking them to clarify  the terms on which the EU could issue a compulsory licence to allow the   generic manufacture of medicines.
 The EU has previously rejected using World Trade rules that would allow it to import generic medicines from non EU countries in the event of a pandemic

The issue has a renewed urgency as the letter makes clear that ‘very few EU Member States now have sufficient stockpiles of antiviral medicines, according to the WHO, and the.  ‘limited voluntary licensing by Roche of the patents needed for generic production of Tamiflu have not overcome the current supply constraints.’ It is therefore essential that there are quick and timely mechanisms to ensure access across all EU member States.  The Commission claims that they could use other World Trade rules to issue a compulsory licence within the EU 

, and that this would allow drugs to made by generic manufacturers in one Member States and exported to Member States who couldn’t make it themselves. Analysis by Cptech shows that this approach is flawed and raises a number of questions:

· There is the possibility that firms using compulsory licences in one EU Member State would not produce enough drugs to meet the needs of a Member State, which has no manufacturing capacity- rules mean that only a limited amount can be exported.

· Competition Law could be used to issue a compulsory licence that has no such export restrictions , but this has never been done before and would generally require a lengthy investigation.  When faced with an imminent threat or the need to urgently build stockpiles, it may be impractical to wait.  The letter asks if the Commission will use this approach and if so how they would overcome the delay problems.

· The Commission claims that if a compulsory license is issued for government use, or to protect public health, drugs can be freely exported and imported within the EU. However under EU case law this doesn’t appear to be true. Patent owners can block the export to other countries.  The letter asks the Commission to comment on this inconsistency.

While acknowledging that the Commission should be praised for taking the lead in coordinating the response to a possible avian influenza epidemic within the EU Michelle Childs Cptech Head of European Affairs said :

‘In view of predicted shortfalls in antiviral medicines and vaccines you would think that the Commission would make sure that all options were available to them to meet demand. Yet they seem remarkably complacent, seeking to rely on bland assurances and legally uncertain powers.    Serious questions remain about the ability and willingness of the Commission to increase supply by allowing generic production under a compulsory licence. Answers are urgently needed to ensure that EU citizens are protected. ‘

For more information contact:

Michelle Childs
Head Of European Affairs 
Telephone: +44(0)20 7226 6663 ext 252 ( office )

                  +44(0)790 386 4642 ( mobile)


E-mail: michelle.childs@cptech.org


Notes to Editors:

1. The Consumer Project on Technology (Cptech) is, an  NGO with offices in Washington, DC, London and Geneva. CPTech is active in a number of issue areas, but in recent years has focused primarily on matters concerning intellectual property policy and practice, particularly as they relate to health care, and access to knowledge (a2k). Their work is documented extensively on the CPTech web page. http://www.cptech.org . Direct link to the issues surrounding Tamiflu and compulsory licensing: 

http://www.cptech.org/ip/health/tamiflu/index.html.

2. Cptech first raised the question of the EU’s approach to compulsory licensing in October 2005. On August 30, 2003, the World Trade Organization (WTO) adopted a limited waiver of a provision of the TRIPS Agreement on intellectual property rights, in order to permit the manufacture of a medicine under a compulsory licence for export to another country.  The EU “opted out” of using the mechanism to import medicines. In order to safeguard the EU's flexibility in dealing with a potential bird flu pandemic Cptech called on the Commissioners to request that the relevant Members States notify the WTO that Member States of the European Community would ‘opt in’ i.e now consider themselves eligible to import generic medicines under the 30 August 2003 WTO decision. In their letter in response to this request, the Commissioners claimed that they would not need to rely on imports from non EU countries as they had the ability to meet demand within Europe.Link to copies of correspondence: http://www.cptech.org/ip/health/tamiflu/eu12052005.pdf
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