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Introduction: The Central America Free Trade Agreement (CAFTA) would establish a trading area between the U.S. and 5 countries in Central America: Guatemala, Honduras, Costa Rica, Nicaragua, and El Salvador. U.S. negotiations to include the Dominican Republic in CAFTA are also underway. Negotiations began January 2003, and are expected to conclude December 2003. 

The U.S. has launched similar negotiations with countries throughout the region: among the Andean countries Columbia, Bolivia and Peru, and bilaterally with Panama. The U.S. has already completed a bilateral Free Trade Agreement with Chile. In addition, every country in the Western Hemisphere except Cuba is in the midst of negotiations that would establish a Free Trade Area of the Americas (FTAA), the largest free trade zone in the world. 

CAFTA and other trade negotiations would establish tough new rules for protecting and enforcing the intellectual property rights of pharmaceutical companies. The new rules would far surpass the standard already established by the World Trade Organization’s (WTO) Agreement on Trade-Related Aspect of Intellectual Property Rights (TRIPS). (“TRIPS–plus” describes intellectual property rules that exceed the requirements of the WTO, as set out in TRIPS.) Smaller agreements like the CAFTA are considered “stepping stones” to the FTAA. 

At the recent FTAA Ministerial in Miami, the U.S. gave up securing an FTAA that represented a  “single undertaking” with FTAA countries locked into high standards of patent protection as part of that agreement. Instead, the U.S. will accelerate and intensify its use of strategic bilateral and plurilateral negotiations to pressure and reward countries in the Western Hemisphere for accepting standards for intellectual property protection that prioritize the market expansion and the profit drive of U.S. pharmaceutical companies at the expense of sustainable access to affordable medicines. 

Generic competition in Latin America among pharmaceutical companies, along with civil society pressure, has been instrumental in driving down the costs of medicines and expanding access to life-sustaining HIV treatment. For example, recent negotiations assisted by the Pan-American Health Organization (PAHO), and the Clinton Foundation, were successful in reducing the prices of a triple combination of antiretroviral drugs to as low as $140 per person per year. The intellectual property provisions of CAFTA would reverse this progress by driving up the price of medicines to treat HIV and other public health problems in the region and delaying or obstructing generic competition. New patent rules under the CAFTA or similar agreements in the region would such price reductions impossible in the future. 

The access crisis: Of the 40 million people living with HIV worldwide, over 2 million people are now living with HIV/AIDS in Latin America and the Caribbean. More than 200,000 live in Central America alone. Four of the six countries in Latin America with the highest HIV/AIDS prevalence are in Central America, according to the World Bank. 
The gap in access to affordable AIDS treatment for HIV positive Central Americans is resulting in thousands of needless deaths. Unfortunately, HIV is only one of many examples of treatable diseases of poverty in the region, where medicines are priced out of reach of the people who most need them. 

Universal treatment in Central America is possible: generic competition is beginning to expand treatment access in Central America by driving down drug costs, and governments are beginning to develop and implement national HIV plans that include provisions for treatment. But CAFTA and related regional free trade deals would prioritize the profits of pharmaceutical companies over the lives of dying people with HIV/AIDS. The expert advice of public health organizations like the World Health Organization warns that countries should be cautious in developing national intellectual property laws that exceed the standards set out by the WTO. Against this advice, CAFTA countries appear poised to accept the U.S. proposal for high levels of drug company patent protection.

The Doha Declaration: During the Doha WTO Ministerial in November 2001, the U.S. and every other WTO Member signed the Doha Declaration on the TRIPS Agreement and Public Health, which reaffirmed that countries can and should implement WTO intellectual property rules in a manner that promotes public health and access to medicines for all. 

The Doha Declaration gave countries a green light to break patent monopolies on medicines through the use of public health mechanisms like compulsory licensing. The Doha Declaration also gave countries the right to determine the grounds upon which to grant compulsory licenses. Compulsory licensing refers to the right of countries to license the production of a medicine to a third party other than the patent holder; in all but one exception, countries must pay drug company patent holders a reasonable royalty as part of a compulsory license. 

The Bush Administration promised that countries could prioritize public health and access to medicines for all when coming into compliance with WTO intellectual property rules. Moreover, U.S. law, set out in the United States Trade Act of 2002, directs U.S. trade negotiators to uphold the Doha Declaration when negotiating the intellectual property provisions of trade agreements. Now the Administration is breaking that promise and is violating U.S. law by extracting new obligations from countries throughout Latin America and the Caribbean without regard for the needs of dying people with HIV/AIDS.   

The case of the CAFTA: Despite its potentially devastating impact on public health and access to medicines, CAFTA has been negotiated in secret at a rapid pace—with only one year for talks. The CAFTA will be based on recent free trade agreements such as the U.S.-Chile Free Trade Agreement (FTA), the U.S.-Singapore FTA, and the draft Free Trade Area of the Americas (FTAA).  

There are many “TRIPS-plus” provisions that fair trade advocates anticipate will be contained in the CAFTA, and that will undermine public health and access to medicines. These include: 

• Extension of the patent term: The U.S. is seeking longer patent terms than the twenty years already required by TRIPS, to compensate for delays in securing marketing approval. This extension of the patent term will keep less expensive generic products off the market, longer. The U.S. has already secured this provision in the U.S.- Chile FTA and the U.S.-Singapore FTA.

• 5 years of exclusivity for test data: The U.S. is seeking a hemisphere-wide minimum of 5 years of exclusive rights for test data. Originator companies submit test data to national drug regulatory authorities to establish the safety and efficacy of their product. Manufacturers seeking to manufacture generic medications must have access to these data in order to prove bioequivalence. TRIPS only requires protection against the “unfair commercial use” of test data; it does not require the granting of exclusive rights for originator companies. 

Granting 5-years of data exclusivity would have the affect of establishing a 5-year ban on compulsory licensing and will function as a 5-year patent monopoly – even where patents do not exist. In Guatemala, the U.S. recently pressured the government into accepting a standard of 5-years of data exclusivity. 73,000 people are living with HIV/AIDS in Guatemala; obstructing the market entry of generic competitors will have a deadly impact on patients in that country. 

• New compulsory licensing restrictions: WTO Members have the freedom to determine the grounds upon which to grant compulsory licenses. This principle was reaffirmed by the Doha Declaration. The U.S. issues compulsory licenses regularly, but would undermine the effective use of this public health tool in the CAFTA. The U.S. wants to limit compulsory licensing to government use for only three circumstances: non-commercial use, situations of national emergency or other situations of extreme urgency, and to remedy anticompetitive practices. Compulsory licensing to remedy excessive pricing or other forms of patent abuse would be prohibited. 

• Blocking export of compulsorily licensed pharmaceuticals: On August 30, 2003 the WTO reached a temporary agreement that permits countries to issue compulsory licenses to export generic versions of patented medicines to countries that have no or insufficient domestic manufacturing capacity. Proposed FTAA text, which might be used as a CAFTA template, would prohibit compulsory licensing for export altogether. 

• Linking drug regulatory approval to patent status: The U.S. is lobbying for the expansion of the authority of national drug regulatory bodies, so they have the power to deny approval for generic products if there is a patent claim on file. Patent holders have existing judicial means through which to assert their claims. Linking the work of drug regulators, who have no expertise in determining whether or not a patent claim is valid, to patent claims would only increase the risk that bogus patent claims would delay the market entry of generics. 

• Criminal enforcement for patent violations: CAFTA could add the TRIPS-plus threat of criminal sanctions against parties that infringe patent rights. Improperly granted compulsory licenses could trigger criminal charges; patent holders would use the threat of criminal charges to chill compulsory licensing in the region, even if such infringement is legitimate. Excessively strong enforcement standards may also obstruct generic companies’ efforts to infringe patents, thereby facilitating the enforcement of invalid or wrongly granted patents. 

Recommendation: Public health and access to medicines for all must come first for Central American countries negotiating the CAFTA. CAFTA countries are already obligated to uphold the high standard for patent protection required by the WTO. Therefore, CAFTA’s secret chapter on intellectual property rights should be removed from the CAFTA entirely, and countries should be permitted themselves to implement the Doha Declaration and use every means at their disposal to increase access to low cost generic medicines for all public health problems facing their citizens. 
