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Ambassador of the United States of America

February 17, 2015
Dear Minister Chung:

It was a pleasure to meet you recently and to have the opportunity to exchange views on several
issues of importance to both our countries,

During our conversation, we discussed obligations under Article 18.9.5 (patent linkage) of the
United States-Korea Free Trade Agreement (KORUS). As a follow-up to that, | would like to
assure you that KORUS patent linkage obligations cover all pharmaceutical products, including
biologics, as set forth in the agreement. The United States meets this obligation through the
Hatch Waxman Act and the Biologics Price Competition and Innovation Act (BPCIA), and the
1.5, system therefore is KORUS-consistent.

1 understand that on March 3 the National Assembly will make its final decision on legislation
regarding Korea's patent linkage system, including proposals that, if adopted, would carve out
biologics from Korea's patent linkage requirements. The distinet chal!:uam nmvatmf@:m
developing biological pharmaceuticals call for particular protections, includi -
patent linkage, which ensures that there is adequate time, oppomm:ty ,and
through patent issues before potentially infringing naceu

marketplace. As you know, we are also secking such protectwm
negotiations. While we appreciate the hard work by your g
linkage system in time for the March 15, 2015 KORUS dead
is critical that Korea adopts a patent linkage system that
line with KORUS.

We look forward wcominuc workihgim'
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