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7) Federal Trade Commission, Generic Drug Entry: Prior to Patent Expiration: An FTC Study, July
2002, page 13 #=.
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and 4.
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ul=rofl 4 20054 119 229 wa % ‘Science, State, Justice, Commerce, and
Related Agencies Appropriations Act’10%= 2006 3]AAE=(2006d 9 30¥€71A])
of wjar MEFH FE AFA, HET|sRTE JaE 5 Qe F 5799589 A=

Abeioll wigh WEolth. o] W A631%w vyt Hrh

A2 AFPAolt dAdAAA (1) w=—A7tE2 FTAS A16.7% A2%
4, (2) v=—%F FTAS] A17.9% A4 +4, (3) v|=—E=23 FTA9 A15.9
Z A4F S E=dske dldls o] el wE oW oite A&d = 1k (None
of the funds made available in this Act may be used to include in any new
bilateral or multilateral trade agreement the text of — (1) paragraph 2 of article
16.7 of the United States—Singapore Free Trade Agreement; (2) paragraph 4 of
article 17.9 of the United States—Australia Free Trade Agreement; or (3)
paragraph 4 of article 15.9 of the United States—Morocco Free Trade

Agreement.)

o714 91&sta & (1) vl=—A7FEE FTAS A16.7% A28, (2) vl

3 FTAS] A17.9% A4d 4, (3) vF-R25 FTAS A15.9% AT 14 =
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10) Public Law No: 109—108, H.R.2862 http://legislative.nasa.gov/Legislation/PL109—108.pdf
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11) Jazz Photo v. ITC, 264 F.3d 1094 (Fed. Cir. 2001)

12) http://dorgan.senate.gov/newsroom/extras/042104DrugReimportBill.pdf

13) It shall not be an act of infringement to use, offer to sell, or sell within the United States or to
import into the United States any patented invention under section 804 of the Federal Food, Drug,
and Cosmetic Act that was first sold abroad by or under authority of the owner or licensee of
such patent.

14) Frederick M. Abbott, "Intellectual Property Provisions of Bilateral and Regional Trade Agreements

in Light of U.S. Federal Law", February 2006 UNCTAC — ICTSD Project on IPRs and Substantial
Development 13H -z,
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“No. The FTA reflects current law in the United States. Nothing in this FTA
or any other trade agreement prevents Congress from changing U.S. law in
the future. Even if a dispute settlement panel found the U.S. acted
inconsistently with the FTA, it could not require Congress to amend the law.
Importantly, provisions in the FTA protecting patent holder's rights only
apply to products under patent. This provision would have no impact on

importation of non—patented (generic) prescription drugs.15)”
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& 5 ey, Ayt E5e VI 535 S99 wiRE Alteid 209744

15) U.S.—Australia Free Trade Agreement —— Questions and Answers About Pharmaceuticals, July 8, 2004
http://www.ustr.gov.Document_Library/Fact_Sheets/2004/U.S.— Australia_Free_Agreement_——_Questio
ns_Answers_Pharmaceuticals.html [Abbott: 2006]o|A4 AS1-&
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17) Parties, when requiring, as a condition of approving the marketing of new pharmaceutical products
or of a new agricultural chemical product, the submission of undisclosed test or other data, the
origination of which involves a considerable effort, shall [protect such data against unfair
commercial use. Unless the person submitting the information agrees, the data may be no be relied
upon for the approval of competing products for a reasonable time, generally no less than five
years, commensurate with the efforts involved in the origination of the data, their nature, and the
expenditure involved in their preparation.

18) Aaron Xavier Fellman, "Secrecy, Monopoly, and Access to Pharmaceuticals in International Trade
Law: Protection of Marketing Approval Data Under the TRIPs Agreement", 45 Harv. Int'l L.J. 443
(Summer 2004), p. 460 “[Iln Summary, the weight of the evidence indicates that, notwithstanding
the arguments of the United States and the EC, the "unfair commercial use" language of Article
39 of the TRIPs Agreement does not encompass a data exclusivity obligation per se as a matter
of positive law, particularly not when disclosure of marketing approval data is "necessary to
protect the public."”
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20) http://www.phrma.org/international/resources/2002—02—22.45.pdf

21) UN. Conference on Trade & Dev., The TRIPs Agreement and Developing Countries, 48, U.N.
Doc. UNCTAD/ITE/1, UN. Sales No. 96.11.D.10 (1996); TRIPS, Intellectual Property Rights and
Access to Medicines, ARV Newsletter, December 2002, Issue No. 8 “RIPS, however, mandates
data protection, but not data exclusivity and national law need not have requirements that are
more stringent than TRIPS.”

22) Council for Trade—Related Aspects of Intellectual Property Rights, Submission to the TRIPs
Council by the African Group et al, IP/C/W/296 (June 29, 2001).
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23) AFefoaedd aA] folokE T PdA-Rrad Al BRk T Alsz A10F.

24) Q#XELS “FDA's Approved Drug Products with Therapeutic Equivalence Evaluations” z}= 23t}
http://www.fda.org/cder/ob/defaulti.htm ==

25) http://www.pharmalaw.org/marketing%20exclusivity%CC20dates%20(12.3.04).doc
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26) The FDA considered retesting of generic drugs to be wasteful if the underlying drug is safe and
effective. Moreover, such retesting is unethical because it requires that some risk patients take
placebos and be denied treatment known to be effective. See H.R. REP. No. 8—857, Part I at 16
(1984).
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28) WT/MIN(05)/DEC 22 December 2005 “45. We take note of the work done by the Council for
Trade—Related Aspects of Intellectual Property Rights pursuant to paragraph 11.1 of the Doha
Decision on Implementation—Related Issues and Concerns and paragraph 1.h of the Decision
adopted by the General Council on 1 August 2004, and direct it to continue its examination of the
scope and modalities for complaints of the types provided for under subparagraphs 1(b) and 1(c)
of Article XXIIT of GATT 1994 and make recommendations to our next Session. It is agreed that,
in the meantime, Members will not initiate such complaints under the TRIPS Agreement.”

29) E¥ 4 BY o 52 AR BeE 8o sk FTA
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GATT 23:1(b)30e} 7o X7} I Q3R = &t}

HIQUEAI A S 2148z WTO fHolE 1 8-S WX8H7] $ste] dZ3s dAp4
AgHE T Aok = FA ANkE A g o= AR o] tis] B9 RkAl A
3= A= AAE AEskel= AR 27 (detailed justification) 2 A A|sfopgt 3}
, 58 227 A %ol ehlEA oA AR ol Fasteu A
b Aol HExl Aol e GAlmo]l XS Hud oy rF BHAskA] &
3D ey wl=ro] A4S FTAC= o]dsh Ta3h 84w Wzl A vejvkA|As
& Atk WERE 5o AU, oo Al Tleke Aol XA 9ok,

i
l

D
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MgluAze] Vg A7 BAE Akl A20] Hi vldEE oloje] Fas)
wE Fae) ojulst Welsk shelsa 8
B JYES of 23S AR U Uk 3o $EY 2X dE 59, A7

F-at, Fa A, BN ALl dig A 24 55 EAR S g deH, ¥
7 .

30) GATT Article XXII (Nullification or Impairment Paragraph) 1. If any contracting party should
consider that any benefit accruing to it directly or indirectly under this Agreement is being
nullified or impaired or that the attainment of any objective of the Agreement is being impeded as
the result of (a) the failure of another contracting party to carry out its obligations under this
Agreement, or (b) the application by another contracting party of any measure, whether or not it
conflicts with the provisions of this Agreement, or (c) the existence of any other situation, the
contracting party may, with a view to the satisfactory adjustment of the matter, make written
representations or proposals to the other contracting party or parties which it considers to be
concerned. Any contracting party thus approached shall give sympathetic consideration to the
representations or proposals made to it.

31) DSU A|26% A|13}.
32) o7, v|=—Ad FTA A|22.14%, CAFTA A|20.15%, "]=—3F FTA A|21.10%= GATT A|20%

o ANE ofe)ol mE X NSl Aldke] ol B4 Fom, wF-5F FTA A221()FE 44
AR oko] MSIAL] HESE RANAAAE AT FHT 5 =S P ok
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