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+  “As the first U.S. FTA with a North Asian partner, the KORUS FTA is a model for trade
agreements for the rest of the region, and underscores the U.S. commitment to, and
engagement in, the Asia-Pacific region.”
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ARTICLE 9: MEASURES RELATING TO CERTAIN REGULATED PRODUCTS

4. A Party that requires or permits an applicant to obtain approval for marketing a new
pharmaceutical product in its territory by relying, in whole or in part, on the prior approval of the
pharmaceutical product by the regulatory authority in another territory may, as a condition for
providing the period of data protection specified in subparagraph 2(b) or 2(d), require an
applicant that has submitted an application for marketing approval consistent with said
subparagraphs to commence the process of obtaining marketing approval for that pharmaceutical
product within [X] years of the date of first marketing approval of the same pharmaceutical
product in another Party.
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