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6) TPP Agreement Article 18.51.1(a): “a system to provide notice to a patent holder or to allow for a patent holder to be
notified prior to the marketing of such a pharmaceutical product, that such other person is seeking to market that product
during the term of an applicable patent claiming the approved product or its approved method of use: (b) adequate time and
opportunity for such a patent holder to seek, prior to the marketing of an allegedly infringing product, available remedies in
subparagraph (c): and (c) procedures, such as judicial or administrative proceedings, and expeditious remedies, such as
preliminary injunctions or equivalent effective provisional measures, for the timely resolution of disputes concerning the
validity or infringement of an applicable patent claiming an approved pharmaceutical product or its approved method of use.”
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10) TPP Agreement Article 18.50.1(a): “...the submission of undisclosed test or other data concerning the safety and efficacy of
the product, ... for at least five years from the date of marketing approval of the new pharmaceutical product ...” Article
18.50.2 (a): “apply paragraph 1, mutatis mutandis, for a period of at least three years to new clinical information ... covering
a new indication, new formulation or new method of administration: or alternatively (b) apply paragraph 1, mutatis mutandis,
for a period of at least five years to new pharmaceutical products that contain a chemical entity that has not been previously
approved in that Party.”

11

~

“For greater certainty, for the purposes of this Section, a pharmaceutical product is “similar” to a previously approved
pharmaceutical product if the marketing approval or, in the alternative, the applicant’s request for such approval, of that
similar pharmaceutical product is based upon the undisclosed test or other data concerning the safety and efficacy of the
previously approved pharmaceutical product, or the prior approval of that previously approved product.”
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12) TPPE % Chapter 26 Annex 26-A, Paragraph 26-A.1: “... the Parties acknowledge the importance of ... (d) the need to
recognize the value of pharmaceutical products and medical devices through operation of competitive markets or by adopting
or maintaining procedures that appropriately value the objectively demonstrated therapeutic significance of a pharmaceutical
product or medical device.”
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14) Article 18.52.1: “(a) with respect to the first marketing approval in a Party of a new pharmaceutical product that is or
contains a biologic, provide effective market protection through the implementation of Article 18.50.1 ... , for a period of at
least eight years from the date of first marketing approval of that product in that Party; or, alternatively, (b) with respect to
the first marketing approval in a Party of a new pharmaceutical product that is a or contains a biologic, provide effective
market protection: (i) through the implementation of Article 18.5.1 ..., for a period of at least five years from the date of
first marketing approval of that product in that Party, (i) through other measures, and (iii) recognising that market
circumstances also contribute to effective market protection to deliver a comparable outcome in the market.”

Article 18.52.2: “.. at a minimum, a product that is, or, alternatively, contains, a protein produced using biotechnology
processes, for use in human beings for the prevention, treatment, or cure of a disease or condition.”
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ABSTRACT

The Pharmaceuticals Regime in the KORUS FTA and
the TPP Agreement: A Comparative Analysis

Mikyung Yun*

This paper conducts a comparative analysis of the KORUS FTA and the TPP Agreement to assess the
current state of affairs in international trade rules for the pharmaceutical industry. Intellectual property
rights as well as public health related regulations have evolved to strengthen the position of innovator drug
companies. In particular, the TPP Agreement which adopted data exclusivity for biologics for the first time,
will set the standard for the future.

Apart from this however, the TPP Agreement has not gone further than the KORUS FTA and in some
respects, even contains greater policy flexibilities and provisions for market access than the KORUS FTA.
Korea should take advantage of such differences when and if she must engage in negotiations to join the

TPP Agreement or a renegotiation of the KORUS FTA.

Key Words : KORUS FTA, TPP Agreement, Hatch-Waxman Act, Biomilar Act, data exclusivity, biologics.
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