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Introduction

The Consumer Project on Technology is a nonprofit organization based in Washington D.C.  CPTech views on intellectual property provisions in trade agreements are extensively documented on the CPTech web page at http://www.cptech.org.  In general, CPTech focuses on the consumer or public perspective on intellectual property policy disputes, and in various forums we have been monitoring and commenting on the FTAA IP provisions since 1997.  We appreciate this opportunity to address the FTAA negotiators and the other members of civil society.   Our comments are based upon the Third Draft FTAA Agreement (FTAA.TNC/w/133/Rev.3), dated November 21, 2003.

CPTech recommends the elimination of the FTAA IP Chapter

The chapter on intellectual property should be eliminated altogether.  Every significant economy is already subject to the WTO TRIPS Agreement, and it is not appropriate to require that countries adhere to strict TRIPS-Plus rules on intellectual property, even before they have implemented the TRIPS agreement, or when high levels of IP protection are inconsistent with social or economic development objectives.   The draft FTAA would require members to abide by dozens of IP treaties that are now voluntary and not required by the WTO, including, in some proposals, treaties that have yet to be written.  By placing non-WTO IP treaties in the FTAA, the ability of countries to opt-out of treaties is eliminated, and the provisions are subject to new dispute resolution provisions that will impose new costs on even the poorest members of the FTAA.   Also, many of the new FTAA IP obligations go far beyond anything that currently exists in any multilateral IP agreement. 

The Proposed Text would Harm Public Health

According to the World Bank, the per-capita income of Latin America and the Caribbean is less than 10 percent of the US per capita income.  The majority of persons who will be affected by the FTAA are poor by US standards.   Despite this, the US government is seeking new and high levels of intellectual property protection on medicines.  This will reduce access to health care.  Some examples are as follows:

a. Extention of Patent Terms:  

Patents are legal monopolies, and lead to high prices for medicines.  The TRIPS Agreement includes a required patent term of 20 years from the date of filing.  The FTAA would require further patent extensions in Section B.2.e, Article 9.2 and 9.3.  We oppose any provision in the FTAA to require that patents be longer than the 20 years required in the TRIPS agreement.  When applied to medicine, this will have the predictable consequence of reducing access to medicine by the poor.  

b. Limits on Compulsory Licensing:  

Compulsory licensing is the single most important tool to address abuses of patent rights.  Under the WTO TRIPS agreement, there are many safeguards for patent owners, in terms of both procedures and compensation to patent owners.   In Section B.2.e Article 6, there are countless proposals to drastically restrict the circumstances under which a compulsory license can be issued.  These proposals are completely contrary to the approach taken in the WTO TRIPS accord, which ensures that member countries will have broad discretion to use compulsory licenses to address a variety of abuses of patent rights.  We particularly take note of proposals that would restrict the grounds under which a compulsory license can be granted, in direct contradiction to Paragraph 5 (b) of the Doha Declaration on TRIPS and Public Health, which states: "Each member has the right to grant compulsory licences and the freedom to determine the grounds upon which such licences are granted."   We note also that the United States government has several statutory programs for compulsory licensing.  These include the provisions under the US Clean Air Act, the special program for compulsory licensing of civilian atomic energy patents, the US Black Lung Act, and the March-in Rights under the Bayh-Dole Act.  The US makes extensive use of compulsory licensing as a remedy to anticompetitive practices (e.g. recent US government compulsory license for Microsoft protocols) and for government procurement, not to mention statutory compulsory licensing provisions in US law for data on agriculture, plant breeder rights and copyright.  Moreover:

· The US government has a 1999 proceeding before the US Department of Energy Patent Compensation Board, involving a patent from a Pakistani inventor.

· The US government raised the possibility of exercising its March-in rights in a recent dispute involving patents on stem cell lines held by the Wisconsin Alumni Research Foundation.

· The US government is expected to face two new Bayh-Dole March-in requests in February, involving abuses of patent rights for medicines for Glaucoma and AIDS.

The provisions in the proposed FTAA to limit compulsory licenses for purposes of public noncommercial use, or for national emergencies are contrary to US policy and the laws of most FTAA members.  The proposals in the FTAA to require to pay the “entire” compensation to the patent holder would raise a number of problems in defining "entire" in FTAA dispute resolution cases, and require the repeal or modifications of 42 USC 2183 and 42 USC 2187, regarding compensation, and similar provisions in the Clean Air and Bayh-Dole Acts, and introduce FTAA oversight of compensation jurisprudence under 28 USC 1498.  Plus, when one considers the enormous costs of extending Medicaid benefits to US citizens, it seems foolhardy to include treaty provisions that limit the ability of the US government to address future abuses of patents.  One must also look at the recent case in the Dominican Republic over a request for a compulsory license for Plavix, a heart disease drug that is priced at about 60 percent of the annual income of an unskilled worker in the Dominican Republic. 

c. Mandatory Five-Year Data Exclusivity:  

The proposed FTAA text Subsection B.2.j. would mandate a five-year period during which data used for the registration of medicines could not be relied upon by third parties, for example for registration of a generic product.  This is not required by the TRIPS, and will create a barrier for generic entrants, even when there is no patent, or when a compulsory license has been issued on the patent.  Moreover, this would require costly and time-consuming replication of clinical trials, something that is often not ethical (repeating placebo trials), too time consuming, or much more important, not economically feasible for small market countries.  We repeat, this will have a terribly unfair impact on economies that are too small to justify the cost of repeating existing studies.  

d. Linkage of Patent and Regulatory Authorities:   

In B.2.j, "Undisclosed Information," the FTAA would forbid regulatory authorities from approving a generic for marketing while the brand name drug is still under patent – requiring an extra layer of sui generis IP protection.  The TRIPS Agreement does not require this linkage, there is no linkage in Europe, and in the United States this linkage is widely abused and subject to constant allegations of fraud.  Firms file additional patents that often would not stand up to a legal challenge, in order to prolong their monopoly on their more lucrative products.  Since mounting a legal challenge to break the new patents can be prohibitively expensive, U.S. consumers, health plans, and government programs are often stuck paying much higher prices than they would otherwise.  These abuses have reached the point where there is legislation in both houses of Congress meant to curb them, and the Bush administration has taken administrative actions to address such abuses.  Nonetheless, the US is seeking to export this broken system to our trading partners, and it is very unlikely that small market countries will be able to address the predictable issues of fraud and low patent quality that have plagued the US system.

The Proposed FTAA would Restrict Access to Information

e. Terms for Copyright and Related Rights are extended far beyond TRIPS

The proposed text extends minimum terms for copyright and related rights, far beyond the TRIPS agreement, shrinking the public domain.  The minimum term of copyrights would be extended from the 50 years required by TRIPS to 70 years to 120 years, including a 95 year term for corporate works-for-hire where the authors receive zero royalties.  The protection for photographs would be extended by 25 years, the term of protection for broadcasting would be extended from 20 years to 50 years.  Industrial designs would be extended from 10 years to 15 years.  

f. Costly new obligations for digital rights would be required.

Untested and highly controversial requirements for digital rights management would be required, many of which require costly public enforcement measures, and undermine traditional fair use rights.

A Better Approach is needed

The FTAA IP committee should take a different approach in future negotiations.  The Agreement should address measures that increase member country investments in R&D, not through high drug prices, but through public sector R&D investments for diseases that afflict the poor and other alternative approaches.  The Copyright negotiations should focus on minimum rights for users, to ensure that Internet communications are not subject to overreaching and restrictive barriers. 
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