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2 World Health Organization (WHO), World Intellectual Property Organization (WIPO), and World
Trade Organization (WTO), Promoting Access to Medical Technologies and Innovation: Intersections
public health, intellectual property and trade, Feb. 2012, part IV(B)(WTO ISBN 978-92-870-3839-5;
WIPO ISBN 978-92-805-2308-9; WHO ISBN 978-92-415-0487-4), available at
http://www.wto.org/english/tratop_e/trips_e/who_wipo_wto_e.htm (last visited Apr. 25, 2014).

® Free Trade Agreement between the United States of America and the Republic of Korea, available at
http://www.ustr.gov/trade-agreements/free-trade-agreements/korus-fta/final-text (last visited Apr. 25,
2014).
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" Ruth Lopert, Deborah Gleeson, THE HIGHPRICE OF “FREE” TRADE: U.S. TRADE
AGREEMENTS AND ACCESS TO MEDICINES, JOURNAL OF LAwW, MEDICINE & ETHICS, 2013 Spring,
atl.
12 Sean Flynn, Testimony to U.S. Congress: Access to Medicine Issues in the US-Korea Free Trade
Negotiations, AMERICAN UNIVERSITY PROGRAM ON INFORMATION JUSTICE AND INTELLECTUAL
PROPERTY, February 11, 2007.
3 Bong-min Yang, Eun-young Bae and Jinhyun Kim, Economic Evaluation And Pharmaceutical
Reimbursement Reform In South Korea's National Health Insurance, HEALTH AFFAIRS, 27, no.1 (2008),
at183.
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15 |d, at186; supra note 12; supra note 11, at 13.

® KORUS FTA, art.5.2(b): “...ensure that the Party’s determination, if any, of the reimbursement
amount for a pharmaceutical product or medical device, once approved by the appropriate regulatory
authority as safe and effective, is based on competitive market- derived prices; or if its determination is
not based on competitive market- derived prices, then that Party shall: (i) appropriately recognize the
value of the patented pharmaceutical product or medical device in the amount of reimbursement it
provides; (ii) permit a manufacturer of the pharmaceutical product or medical device to apply, based on
evidence of safety or efficacy, for an increased amount of reimbursement over that provided for
comparator products, if any, used to determine the amount of reimbursement; and (iii) permit a
manufacturer of the pharmaceutical product or medical device, after a decision on a reimbursement
amount is made, to apply for an increased amount of reimbursement for the product based on evidence
the manufacturer provides on the product’s safety or efficacy...”.

' Deborah Gleeson, A comparison with the text of Annex 2-C of the Australia-US Free Trade
Agreement and Chapter 5 of the Korea-US Free Trade Agreement, Submission to the Department of
Foreign Affairs and Trade, 7 September 2012, at 2.
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8 KORUS FTA, art.5.2(c): “To the extent that health care authorities at a Party’s central level of
government operate or maintain procedures for listing pharmaceutical products, medical devices, or
indications for reimbursement, or setting the amount of reimbursement for pharmaceutical products or
medical devices, under health care programs operated by its central level of government, the Party shall:
(c) permit a manufacturer of the pharmaceutical product or medical device to apply for reimbursement
of additional medical indications for the product, based on evidence the manufacturer provides on the
product’s safety or efficacy. ”

9 Supra note 11, at 14.

% Sypra note 11, at 18.

2l KORUS FTA, art.5.3.5(a): “To the extent that health care authorities at a Party’s central level of
government operate or maintain procedures for listing pharmaceutical products, medical devices, or
indications for reimbursement, or setting the amount of reimbursement for pharmaceutical products or
medical devices, under health care programs operated by its central level of government, a Party shall:
(a) ensure that consideration of all formal requests for the pricing or approval of pharmaceutical
products or medical devices for reimbursement is completed within a reasonable, specified period.”

“2 Supra note 17, at 4.

% KORUS FTA, art.5.3.5(b): “To the extent that health care authorities at a Party’s central level of
government operate or maintain procedures for listing pharmaceutical products, medical devices, or
indications for reimbursement, or setting the amount of reimbursement for pharmaceutical products or
medical devices, under health care programs operated by its central level of government, a Party shall:
(b) disclose to applicants within a reasonable, specified period all procedural rules, methodologies,
principles, criteria (including those used, if any, to determine comparator products), and guidelines
used to determine pricing and reimbursement of pharmaceutical products or medical devices.”
 Supra note 11, at 16; supra note 17, at 4.
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% KORUS FTA, art.5.3.5(e): “To the extent that health care authorities at a Party’s central level of
government operate or maintain procedures for listing pharmaceutical products, medical devices, or
indications for reimbursement, or setting the amount of reimbursement for pharmaceutical products or
medical devices, under health care programs operated by its central level of government, a Party shall:
(e) make available an independent review process that may be invoked at the request of an applicant
directly affected by a recommendation or determination.”
% Supra note 17, at 5.
27 Jointcommittee % d fEE B 2 FEF RS HBMBAGEREBRRKRE BRAEFR -
% 0On Second Anniversary of U.S. Korea Free Trade Agreement, U.S. Exports Down 11 Percent,
Imports from Korea Up and Deficit with Korea Balloons 47 Percent, PusLIC CITIZEN, Mar. 12, 2014,
available at http://www.citizen.org/pressroom/pressroomredirect.cfm?ID=4110 (last visited Apr. 25,
2014); Korea-U.S. FTA Scorecard Shows Seoul the Bigger Winner, THE WALL STREET JOURNAL, Mar.
14, 2014, available at
http://blogs.wsj.com/korearealtime/2014/03/14/korea-u-s-fta-scorecard-shows-seoul-the-bigger-winner/
(last visited Apr. 25, 2014).
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