
The Honorable Ron Kirk 

~ongrtf5f5 of tbt Wnittb ~tattf5 
~OUlSt of l\tprtlStntatibtlS 
~alibington. m.QI;. 20515 

October 19,20 II 

United States Trade Representative 
600 17th Street, NW 
Washington, DC 20508 

Dear Ambassador Kirk: 

As you stal1 the next round of negotiations in Peru on the intellectual property chapter of 
the Trans Pacific Partnership (TPP), we are writing to underscore the importance of upholding 
the U.S. commitment to advancing an agreement that safeguards access to medicines in the 
developing world . 

We are concerned that some of the goals and approaches described as part of the new 
strategic initiati ve Trade Enhancing Access to Medicines (TEAM) 1 could limit, rather than 
expand, access to medicines in poor countries. For example, we are concerned that the seemingly 
laudable goal of "driving" rather than "allowing" access to medicines, as exemplified in the so­
called "TPP access window," would instead simply resu lt in further delays in marketing of 
generic medicines. 

The best way to preserve our developing country trade partners' access to medicines is to 
incorporate into the TPP the Bipartisan Agreement on Trade Policy of May 10, 2007 2 The May 
10 agreement, which was incorporated into Free Trade Agreements (FTA) with Peru, Colombia, 
and Panama, included a number of key modifications from prior FT As "aimed at further 
ensuring that developing country free trade agreement partners are able to achieve an appropriate 
balance between fostering innovation in, and promoting access to, life-sav ing medicine."] A 
core objeclive of these changes was to ensure that FTA obligations do not put patients in poor 
countries in a position in which they could have 10 wait longer than patients in the United States 
to oblain affordable li fe saving generic medicines. 

Among the key changes, exc lusive marketing ri ghts based on clinical tri al data were 
limited to one five-year period that could run concurrently with such protection in the Uniled 
States. 1n addition, the FTA requirement to grant patent extensions became optional and 
regulatory authorities were given greater freedom to approve generic medicines by having patent 
di sputes resolved through Ihe legal system instead of the drug approval process. 

I Office of the Un ited States Trade Representative, Trans-Pacific Partnership Trade Goals to Enhance Access 10 

Medicines, September 20 II (online at hnp:llwww.usILgov/webfm sendl3059). 
2 Office of the United States Trade Representative, B1iJor'isan Agreement on Trade Policy, May 2007 (online at 
http://www.lIstr.gov/sites/defallI Ilfiles/uploads/factsheels/2007/assel upload fi Ie 127 I 13 19.pdO 
J !d. 



The Honorab le Ron Kirk 
October 19, 20 II 
Page 2 

Furthermore. language was incorporated to make clear that our FT As do not and should not 
prevent countri es fro m taking measures to protect publi c health by promoting access to 
medicines for a iL All these changes were des igned to promote greater access to the necessary 
life sav ing dru gs whil e maintaining adequate incenti ve fo r continued innovation. 

Maintai ning the fl ex ibility provided by the May 10 provisions is critical fo r those TPP 
partners in the deve loping world that calmot afford to protect the publi c hea lth . Th is includes 
Peru, wh ich should not be pressured to give up the May 10 flexib iliti es contained in its ex isting 
FTA wit h the United States, and Vietnam, where an estimated 290,000 people are living with 
HI V I AIDS. The U.S. Pres ident's Emergency Plan for AIDS Relief (PEPFAR) supports 31,000 
of the onl y 37,995 who are receiving anti-retroviral (ARV) treatment4 There wo uld be 
sign ificant concern if acti on through TPP cou ld delay access to generi c medicines which may 
resu lt in higher costs to the U.S. government to reach PEPFA R treatment goa ls or co ul d result in 
removing pat ients from treatment. Since Fiscal Year 2004, PEPFA R has spent over $323 
million in Vietnam to support comprehensive HIV/A IDS prevention , treatment and care and the 
UN Global Fund, which also receives U.S. government support, currentl y cont ributes 
approx imatel y $27 million per yearS We cannot squander thi s investment. 

The strain of ri sing pharmaceutical costs also extends to non-communicable di seases, the 
lead ing causes of preventable deat h and di sability responsible for ove r 60% of globa l deaths, 
80% of IVhi ch occur in developing countri es 6 Millions of people today in the deve loping 1V0rid 
lack access to life-sav ing medicines. An expert commiss ioned by the United Nat ions has 
estimated that " improv ing access to ex isting medicines cou ld save 10 million li ves each year. 
Access to medic ines is characteri zed by profound globa l inequalit y: fift een percent of the 
world ' s population consumes over ninety percent or the wo rld 's pharmaceuti cals. ,,7 It is 
essential that our trade agreements enab le our partners in the developing world to address these 
grolVing chall enges. 

T hank yo u fo r atlention to thi s important issue. As TPP negoti a tions move forward , lVe 
look forward to working wi th you to preserve key medicines-related aspects of the May 10 
Agreement necessary for deve lop ing countries . 

.j See U.S. Depart ment of State, Partnership 10 FighT /-lI VIA/DS ill Vietnam (on line at 
http://www.pepfar.gov/colllllrics/vietnam/ index.hlm) and The Globa l Fund to Fight AIDS, Tuberculosis and 
Malaria, Jliell10 m - Gram PorI/olio (online at h!.!n ://portfolio. thcg loba lrund .orgicoli lltrv/ index/vtn?lane.=en). 
5 See Ie/. 
(, See World Hea lth Organ izat ion. A/oseD\!, Declaration Preamble, first Global M inisterial Conlerence on Il ca llh~ 
Lifestyles and Noncommunicable Disease Contro1. April 20 II (online aI 

http ://n''''\\, . 1I n .orglcn/ga/presi dent/65/isslIcs/mosco\\' dcc larat ion en. pel f). 
7 UN News Centre, UN Nights Expel" Unveils Draft Guidelines/or Drug Companies 011 J'iw/ }\/edicines,UN lews 
Centre, OC1.25, 2007. 
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~U. . LU~ 
Henry A. Waxman 
Ranking Member 
Commillee on Energy 

and Commerce 

Jolm Conyers, 
Ranking Member 
Commillee on the Judiciary 

Sincerely, 

Ranking ember 
Committee on Ways 

and Means 

a king Member 
Subcommittee on Trade, 
Committee on Ways 

and Means 

• 


