
April 30, 2014 

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

Submitted electronically via correspondence@ustreop.gov, STATA@USTR.eop.gov 

Dear Ambassador Froman: 

The undersigned organizations appreciate our ongoing dialogue with your staff on 
prescription drug concerns related to the pending Trans-Pacific Partnership (TPP) trade 
agreement negotiations. While this dialogue has clarified a number of issues where we 
had questions, we continue to have substantive concerns that the TPP proposal, as we 
understand it, contains ill-advised provisions that could adversely affect U.S. prescription 
drug programs. We are writing today to reiterate these concerns in more detail, which 
center on the direction of the pharmaceuticals annex and how it would impact Medicare, as 
well as problematic provisions that the U.S. has proposed for inclusion in the intellectual 
property chapter. It remains our firm belief that the alteration of our nation's policies on 
Medicare reimbursement and patent standards should not be subject to binding provisions 
in international agreements like the TPP drafted through a process with little public 
transparency. 

In general, we continue to be alarmed that the pharmaceuticals annex puts too much 
emphasis on drug industry priorities, and does not give equal weight to consumer priorities 
such as prescription drug affordability, safety, efficacy, and cost-effectiveness. To address 
this imbalance, we shared specific suggestions with your staff that we hope you will 
seriously consider adopting as part of the U.S. formal negotiating position on the annex. 
We strongly believe that consumer priorities, not drug industry priorities, should be the 
U.S. government's primary concern and encourage you to make every effort to address 
the current inequity in this regard as negotiations proceed. 

We were pleased to learn from your staff that the current U.S. position is not to make the 
TPP pharmaceuticals annex provisions applicable to the operation of state Medicaid 
prescription drug programs, the Medicare Part D prescription drug program, or public 
health programs that utilize price negotiation such aethe VA heaifii program. However, 
national coverage determinations under Medicare Part B would be an expressly covered 
program and, consequently, would be subject to the annex's transparency and review 
commitments and bound by its policy restrictions. We strongly oppose this move that we 
believe could result in challenges to the payment methodology for Part B covered 
prescription drugs currently set at 106 percent of the average sales prices (ASP). Since 
shifting to the ASP in 2005, Medicare Part B drug spending has increased modestly at 2.7 
percent per year, compared with increases of 25 percent per year between 1997 and 
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