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DOCTORS WITHOUT BORDERS





March 24, 2004

Ambassador Robert Zoellick

U.S. Trade Representative

Office of the U.S. Trade Representative

Washington, DC 20508

Sent Via E-mail at FR0412@ustr.gov
Dear Ambassador Zoellick,

I am pleased to submit these comments to the Office of the United States Trade Representative (USTR) on behalf of Doctors Without Borders/Médecins Sans Frontierès (MSF) in response to USTR’s Request for Public Comments on the United States-Andean Free Trade Agreement (FTA).  These comments focus entirely on the potential negative consequences of the U.S.-Andean agreement on access to essential medicines in the four Andean countries currently negotiating with the U.S.: Colombia, Ecuador, Peru, and Bolivia.  MSF is deeply concerned that the Chapter on Intellectual Property Rights (IPRs) in the U.S.-Andean Agreement will undermine the historic World Trade Organization (WTO) Ministerial Declaration on the TRIPS Agreement and Public Health, resulting in devastating consequences in terms of access to medicines for millions of people in the Andean region with HIV/AIDS and other communicable diseases.  

We call upon USTR to abandon immediately “TRIPS-plus” negotiating objectives and negotiate the U.S.-Andean Agreement in keeping with the spirit and letter of the Doha Declaration, which the U.S. adopted along with all other WTO members in November 2001.  In order to ensure that countries, including the U.S., uphold that commitment in good faith, we must recommend that intellectual property provisions be excluded from the final U.S.-Andean Agreement altogether.

Background: MSF

MSF is an independent, international medical humanitarian organization that delivers emergency aid to victims of armed conflict, epidemics, natural and man-made disasters, and to others who lack health care due to social or geographic marginalization.  We operate over 400 medical relief projects in over 75 countries throughout the world.  The organization was awarded the 1999 Nobel Peace Prize.  MSF currently has a field presence in all countries included in the US-Andean agreement: Bolivia, Colombia, Ecuador, and Peru. Teams provide medical care for people with HIV/AIDS, Chagas’ disease, and other diseases, as well as primary care, maternal/child health care, and other services for displaced, homeless and vulnerable populations.
Patents, Prices & Patients: The Example of HIV/AIDS

According to the UNAIDS, there are currently over 100,000 people living with HIV/AIDS in the Andean region.
  HIV/AIDS prevalence has reached 18% and 22% in some communities in Bogotá and Lima.
   The AIDS epidemic is having major consequences for infectious diseases in the region, such as tuberculosis.   It is estimated that over half of the people who require immediate treatment for HIV/AIDS in the Andean region do not have access to antiretroviral therapy
—which, in wealthy countries such as the U.S., has dramatically extended and improved the lives of people living with HIV/AIDS, reducing AIDS-related deaths by over 70%
—simply because they, and the health systems that serve them, cannot afford it.

Just three years ago, the average cost of a triple combination of antiretrovirals was between $10,000-$15,000 per patient per year, and today may be available for as little as $140 per patient per year under certain circumstances. In June 2003, the Pan American Health Organization (PAHO) announced the completion of price negotiations with 10 Latin American countries, including all of the Andean countries, which decreased the lowest available cost of first-line treatment from $1,000-5,000 to $350-690 per person per year. All originator companies that produce ARVs except Abbot Laboratories were unwilling to propose a common regional price and withdrew from these negotiations. 
 These price reductions were the direct result of international public pressure and generic competition, particularly from Indian and Brazilian manufacturers.  Generic competition was possible thanks to the lack of patent protection for pharmaceutical products in those countries.  In the coming years, along with the full implementation of the TRIPS Agreement, such competition will not be possible due to the granting of patents on pharmaceuticals in key developing countries with manufacturing capacity, unless flexible conditions for granting compulsory licenses are available, as per the Doha Declaration, and compulsory licenses are routinely issued to address public health concerns.  Compulsory licensing of pharmaceuticals is one of the most important policy tools for ensuring generic competition.  

The case of AIDS drug prices helps illustrate what is to come when all new pharmaceutical products will be patent protected as from 2005, where most WTO members with pharmaceutical capacity will implement the TRIPS Agreement.
   For all these new medicines, generic competition will be stamped out.  As a consequence, prices of new medicines will inevitably shoot up, far beyond the means of patients in need in poor countries.  The lever that has brought the price of AIDS drugs down will be lost.  If the U.S.-Andean Agreement creates a system that blocks use of equivalent but cheaper drugs, it will be a catastrophe for our patients and for all people in the region, because the difference in price can be the difference between life and death.
Previous MSF comments to USTR on TRIPS-Plus Provisions

On numerous occasions, MSF has raised concerns publicly about the U.S. insistence on including IP provisions that far exceed requirements set forth in the TRIPS Agreement, and directly undermine the Doha Declaration, which clearly recognized concerns about the effects of patents on prices and stated unambiguously that TRIPS should be interpreted and implemented in a manner “supportive of WTO members' right to protect public health and, in particular, to promote access to medicines for all.”
  MSF has called repeatedly on USTR to ensure that the Doha Declaration remains a ceiling for trade negotiations on IP as they relate to public health technologies, and, as a logical consequence, to exclude IP from bilateral and regional trade agreements altogether.  

The U.S. objective of restricting generic competition and undermining the Doha Declaration is evident in U.S. negotiating objectives for the Free Trade Area of the Americas
, USTR’s fact sheet on CAFTA
, and the testimony submitted to the Senate Finance Committee
 and House Ways and Means Committee
 regarding the Administration’s Trade Agenda. MSF submitted official comments regarding the Second Draft Consolidated Texts of the FTAA (Chapter on Intellectual Property Rights
) to USTR on February 28, 2003, in accordance with the official procedures.
   We also submitted an open letter to USTR concerning the IP provisions contained in CAFTA.
 Specifically, we have raised concerns about past U.S. proposals that would:

1. Restrict the use of compulsory licenses to allow generic competition; 
2. Extend patent terms on pharmaceuticals beyond the 20-years required in TRIPS;  
3. Confer abusive powers to regulatory authorities to enforce patents; and

4. Grant exclusive rights over pharmaceutical test data.  
We have elaborated below upon provisions commonly included in U.S. free trade agreements and their potentially harmful impact on access to essential medicines.  

But first, it is important to point out that the text of many regional and bilateral agreements pursued by the U.S., including CAFTA, U.S.-Morocco FTA, and U.S.-Thailand FTA, were not made available during, and sometimes after, negotiations.  In the case of the FTAA, despite numerous statements by negotiators indicating the importance of carrying out negotiations in a transparent manner, the text of the third draft is still almost entirely in brackets, and all footnotes have been omitted from the draft text, making it impossible to know which proposals are attributed to which governments.  We therefore urge USTR to make the text of the U.S.-Andean Agreement available to the public throughout negotiations in order to increase the level of transparency and greatly enhance efforts to engage in an informed public debate about crucial issues in the Agreement.

Comments on Common Intellectual Property Provisions Included in U.S. Free Trade Agreements

1. Restrictions on the use of compulsory licenses 

Compulsory licenses for pharmaceuticals are one of the most important tools for ensuring generic competition and are commonly used by industrialized countries such as the U.S. They will be especially important after 2005, when all WTO countries with pharmaceutical manufacturing capacity, except for least developed countries, will provide patents for pharmaceutical products and processes. After this date, generic production will be almost entirely dependant upon compulsory licensing, meaning that flexible conditions for granting compulsory licenses must be in place in order to ensure the continued supply of affordable generic medicines.

A compulsory license is a public authorization, consistent with TRIPS, to ignore a patent that is in force in a country. However, it is of no use if the drug regulatory authority cannot register any generic drug during the life of the patent. This is what USTR has managed to negotiate in almost all previously signed FTAs (such with Australia, CAFTA, Chile, Morocco and Singapore) 
. By barring drug regulatory authorities from registering generic versions of drugs under patent, the US is blocking the ability of countries to make use of compulsory licenses to ensure access to medicines for their people.  

We urge USTR to refrain from including provisions like those outlined above in the U.S.-Andean FTA, in order to preserve the full use of this important safeguard for low- and middle- income Andean countries.
2. Abusive powers to drug regulatory authorities (DRA) to enforce patents
As explained above, provisions in numerous free trade agreements negotiated by the U.S. use drug regulatory authorities to help enforce patents and prevent generic competition. This is clearly going beyond the traditional role and functions of drug regulatory authorities, which are limited to checking the safety, efficacy and quality of medicines authorized for use in human beings. In a number of US FTAs, DRA are requested to refuse the marketing of quality generic medicines just because the original medicine is patented.
 This effectively means that drug regulatory authorities will function as patent enforcement agencies and will potentially result in the enforcement of “bad quality” patents, which would have been revoked if challenged before courts. 
We urge USTR not to include a similar provision in the U.S.-Andean FTA, as it can only serve to protect invalid patent claims, since valid claims receive adequate protection through normal judicial processes.

3. Exclusive rights over pharmaceutical test data
The TRIPS Agreement only requires WTO Members to protect clinical information that is generally required by drug regulatory authorities to approve/register the marketing of a new medicine (“undisclosed test or other data”) against “unfair commercial use” and “disclosure” in the framework of unfair competition law. However, many U.S. FTAs
clearly go beyond this minimum requirement and exclusive rights on these pharmaceutical test data for a period of five years, from the date of approval of the original medicine in the developing country. Some agreements go even further by conferring data exclusivity also in cases where the original medicine is not registered in the developing country
. The market exclusivity could then last for up to 10 years.

Such proposals are clearly aimed at preventing generic competition of medicines, which are not patented in some countries as a result of pre-TRIPS legislation, and result in a de facto market monopoly. In cases where the original medicine is not registered in the developing country, which may be the case for countries that do not constitute an attractive market for the original manufacturer, the prevention of generic competition will also lead to a complete lack of access to medicines at any price. We therefore urge USTR not to pursue these unacceptable provisions that both contradict the letter and spirit of the Doha Declaration. 

4. Extensions of patent terms beyond the 20-year minimum in TRIPS

The TRIPS Agreement obligates WTO members to provide patent protection on medicines for 20 years.  However, the US has been pushing for patent extension to “compensate” for delays either in drug registration or in patent granting.  These are unjustifiable extensions of patent terms. Extensive literature
 has shown that twenty-year patents are more than enough—indeed they may be considered excessive—to allow the pharmaceutical industry to recoup investments made in research and development, if such investments were made. 

Patent extensions are not required by the TRIPS Agreement and a WTO panel expressly stated that extensions to compensate for drug registration delays do not constitute a “legitimate interest” of patent owners.
  From a public health perspective, it is critically important that the terms of pharmaceutical patents not exceed what is required in TRIPS and not allow for possible extensions. To extend patent terms on pharmaceuticals beyond the 20-years required in TRIPS would be detrimental to the health of people in developing countries, including those in the Andean region, as it would unnecessarily further delay generic competition. 

As to patent extension to compensate for delays in the granting of patents, it is well known that patent offices worldwide, especially small ones with limited resources, are overwhelmed with an increasing number of patent applications. Such patent extensions will therefore essentially penalize small patent offices, and may result in the granting of invalid patents for lack of necessary time and expertise for examination.  We therefore urge USTR to refrain from seeking such measures in the U.S.-Andean Agreement.  
Conclusion
Recently negotiated trade agreements by the U.S., including CAFTA, U.S.-Chile, and U.S. Singapore, as well as the U.S. negotiating objectives for FTAA demonstrate its intent to strengthen intellectual property regulations beyond what is required in TRIPS, and reduce the extent of TRIPS safeguards to the detriment of public health.  If the U.S.-Andean Agreement, along with other U.S. free trade agreements, creates a system that undermines and contradicts the Doha Declaration, blocking use of affordable generic medicines, it will be a catastrophe for our patients and millions of others in the region with HIV/AIDS and other diseases.  

One hundred and forty two countries, including the U.S., negotiated and adopted the Doha Declaration, firmly placing public health needs above commercial interests and offering much needed clarifications about key flexibilities in the TRIPS Agreement related to public health. We have repeatedly stated that the Doha Declaration must remain a ceiling for international trade negotiations on intellectual property as they relate to public health technologies and called upon the U.S. government to ensure that its regional and bilateral free trade agreements do not renege on the historic agreement reached in Doha.  

The TRIPS Agreement already establishes comprehensive standards for IP protection in WTO members, which protect sufficiently the interests of IP holders.  The promise of Doha is that the TRIPS Agreement can and should be interpreted and implemented in a manner “supportive of WTO members' right to protect public health and, in particular, to promote access to medicines for all.”
  Regional and bilateral US free trade agreements threaten to make it impossible for countries to exercise the rights re-confirmed in Doha.  

As a medical humanitarian organization, we cannot accept the subordination of the health needs of our patients and millions of others to U.S. trade interests.  In order to ensure the protection of public health and the promotion of access to medicines for all, we therefore must recommend that intellectual property provisions be excluded from the U.S.-Andean Agreement altogether. 
Sincerely,

Nicolas de Torrente
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� http://www.unaids.org/wad/2003/Epiupdate2003_en/Epi03_07_en.htm#P180_52121 - Accessed March 18, 2004


� http://www.unaids.org/wad/2003/Epiupdate2003_en/Epi03_07_en.htm#P180_52121 - Accessed March 18, 2004


� http://www.unaids.org/wad/2003/Epiupdate2003_en/Epi03_07_en.htm#P180_52121 - Accessed March 18, 2004


� According to the U.S. National Institute of Allergies and Infectious Diseases (at the National Institutes of Health) and the Centers for Disease Control and Prevention, the estimated annual number of AIDS-related deaths in the United States fell approximately 70 percent from 1995 to 1999, from 51,117 deaths in 1995 to 15,245 deaths in 2000.  This drop is attributed primarily to the introduction of highly active antiretroviral therapy (HAART).  Centers for Disease Control and Prevention (CDC). � HYPERLINK "http://www.cdc.gov/hiv/stats/hasr1301.htm" �HIV/AIDS Surveillance Report 2001�; 13 (no.1):1-41.


� Negotiations also included key HIV-related diagnostics.  � HYPERLINK "http://www.paho.org/English/DD/PIN/pr030612.htm" ��http://www.paho.org/English/DD/PIN/pr030612.htm� 


� Note that least-developed countries (LDC) do not have to grant or enforce patents on pharmaceutical products before 2016, as per paragraph 7 of  the WTO Declaration on the TRIPS Agreement and Public Health, available at � HYPERLINK "http://www.wto.org/english/thewto_e/minist_e/min01_e/mindecl_trips_e.htm" ��http://www.wto.org/english/thewto_e/minist_e/min01_e/mindecl_trips_e.htm� 


� To view the full Declaration, see � HYPERLINK "http://www.wto.org/english/thewto_e/minist_e/min01_e/mindecl_trips_e.htm" ��http://www.wto.org/english/thewto_e/minist_e/min01_e/mindecl_trips_e.htm�


� � HYPERLINK "http://www.ustr.gov/regions/whemisphere/intel.pdf" ��http://www.ustr.gov/regions/whemisphere/intel.pdf�  - Accessed March 18, 2004


� � HYPERLINK "http://www.ustr.gov/new/fta/Cafta/2003-12-17-factsheet.pdf" ��http://www.ustr.gov/new/fta/Cafta/2003-12-17-factsheet.pdf� - Accessed March 18, 2004


� � HYPERLINK "http://finance.senate.gov/hearings/testimony/2004test/030904rztest.pdf" ��http://finance.senate.gov/hearings/testimony/2004test/030904rztest.pdf� - Accessed on March 18, 2004


� � HYPERLINK "http://waysandmeans.house.gov/hearings.asp?formmode=view&id=1236" ��http://waysandmeans.house.gov/hearings.asp?formmode=view&id=1236� - Accessed on March 18, 2004


� Available at http://www.ftaa-alca.org/ftaadraft/eng/ngip_e.doc


� Available at http://www.accessmed-msf.org/prod/publications.asp?scntid=4320031157162&contenttype=PARA& 


� � HYPERLINK "http://www.cptech.org/ip/health/trade/cafta/msf10152003.html" ��http://www.cptech.org/ip/health/trade/cafta/msf10152003.html� - Accessed on March 18, 2004


� Article 15.10 CAFTA - Measures Related to Certain Regulated Products, paragraph 3.a; Article 16.8 US-Singapore FTA – Certain Regulated Products, paragraph 4.(a)(b)� HYPERLINK "" ���; Article 17.10 of US-Chile FTA - Measures Related to Certain Regulated Products, paragraph 2.(b)(c); USTR fact sheet on US-Morocco FTA available at � HYPERLINK "http://www.ustr.gov/new/fta/Morocco/2004-03-02-factsheet.pdf" ��www.ustr.gov/new/fta/Morocco/2004-03-02-factsheet.pdf�; US-Australia FTA Chapter 17 available at � HYPERLINK "http://www.ustr.gov/new/fta/Australia/text/text17.pdf" ��www.ustr.gov/new/fta/Australia/text/text17.pdf�. 


� Article 15.10 CAFTA - Measures Related to Certain Regulated Products, paragraph 3.a; Article 16.8 US-Singapore FTA – Certain Regulated Products, paragraph 4.(a)(b)� HYPERLINK "" ���; Article 17.10 of US-Chile FTA - Measures Related to Certain Regulated Products, paragraph 2.(b)(c). 


� See also Essential Action comments in response to USTR request for public comment on FTAA draft text, August 22, 2001, Rob Weissman – available at � HYPERLINK "http://lists.essential.org/pipermail/pharm-policy/2001-August/001422.html" ��http://lists.essential.org/pipermail/pharm-policy/2001-August/001422.html� 


� Article 15.10 CAFTA - Measures Related to Certain Regulated Products, paragraph 1.(a);Article 16.8 US-Singapore FTA – Certain Regulated Products, paragraph 1 ;  Article 17.10 of US-Chile FTA - Measures Related to Certain Regulated Products, paragraph 1.


� In these cases, the original manufacturer is given five years, from the date of approval in the original country, to apply for registration in the developing country and get the five-year data exclusivity. See Article 15.10 CAFTA - Measures Related to Certain Regulated Products, paragraph 1.(b)


� MSF and Drugs for Neglected Diseases Working Group (now Neglected Diseases Working Group), Fatal Imbalance, September 2001 available at www.accessmed-msf.org/documents/fatal_imbalance_2001.pdf and The Report of Commission on Intellectual Property Rights, September 2002, available at � HYPERLINK "http://www.iprcommission.org/papers/text/final_report/reportwebfinal.htm" ��http://www.iprcommission.org/papers/text/final_report/reportwebfinal.htm� 


� Canada - Patent protection of pharmaceutical products - Complaint by the European Communities and their member states (WT/DS114/R).


� To view the full Declaration, see � HYPERLINK "http://www.wto.org/english/thewto_e/minist_e/min01_e/mindecl_trips_e.htm" ��http://www.wto.org/english/thewto_e/minist_e/min01_e/mindecl_trips_e.htm�
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