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CPTech comments on the preparation for a possible avian flu pandemic, and specifically on the issue of building sufficient stockpiles of antiviral medicines.  

According to most experts, in the event of an outbreak of an avian flu pandemic, it will take several months to develop an effective vaccine.  Until then, our best defense will be antiviral drugs, to treat those who are ill.  Despite its known limitations, for now, the most important product is Tamiflu, invented by Gilead and licensed to Roche.  The Infectious Disease Society of America calls for very large stockpiles of antiviral drugs -- enough to treat half the population.
  The US government currently has stockpiles for 1 to 2 percent of the population, or less if the drugs are used to prevent rather than treat avian flu.  Roche is increasing its production capacity, but cannot not meet US needs for several years.   If the medical threat of a pandemic is real, it is the responsibility of the U.S. government to find alternate sources of supply for antiviral drugs.
There are proposals to override the exclusive rights to the Tamiflu patents in several countries, including Argentina, Canada, India, Korea, the Philippines, Taiwan or Thailand.    If compulsory licenses are issued in these countries, the owners of the Tamiflu patent will receive remuneration.  Under an August 30, 2003 agreement at the WTO, it will be possible for generic suppliers to export medicines manufactured under a compulsory license, but only to countries that have not “opted-out” of the WTO agreement as importers.
 

In 2003, the United States opted-out as an eligible importer.   The US Could have decided to maintain the flexibility to import if it wanted to, or to limit its imports to cases of national emergency.  But the US government picked the most extreme option, which was to never import, even in a case of a national emergency.  There has been zero news coverage of this issue in the US press.  The 30 August 2003 WTO decisions was a temporary waiver of the WTO TRIPS agreement.  Right now the US is pushing to make the US opt-out part of a permanent amendment to the TRIPS, at the December 2005 WTO Ministerial meeting in Hong Kong.

The U.S. and the European Commission have pressured other high-income countries to opt-out as well, but some, like Korea, Japan and Singapore, retained the right to import in cases of national emergencies.  Consumers International and CPTech have asked the United States, members of the European Union and other high income countries to reverse their decision and opt back in, before the December 2005 WTO Hong Kong Meeting.  The big drug companies want the opt-out enforced in order to limit the size of the generic market, reduce incentives for generic entry, limit economies of scale, and stigmatize compulsory licensing.  But the opt-out has put the US and other countries at risk, because it limits the potential sources for building adequate generic stockpiles of medicines.   We have asked USTR (and DG-TRADE) to meet with public health groups about this issue, and have yet to receive a response. 

For  a better approach to stockpiling, see the October 28, 2005 op-ed in the Financial Times,  “A better way of stockpiling emergency medicines.”

In closing, while the Tamiflu stockpile highlights the problem; the issue is not about one drug or one disease.  It is about an indefensible effort by USTR to tie our hands in the case of a national emergency, and put US citizens needlessly at risk.   Congress should review this policy, and ask for a change.
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