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3) Whittemore v, Cutter, 29 Fed, Cas, 1120 (C.C.D. Mass, 1813).

4) Sawin v, Guild, 21 F. Cas. 554 (C.C.D. Mass. 1813).

5) Roche Products., Inc. v, Bolar Pharmaceutical, Co., 733 F.2d 858, 863 (Fed. Cir, 1984).
6) Madey v. Duke University, 307 F.3d 1351 (Fed. Cir, 2002).
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7) Drug Price Competition and Patent Term Restoration Act of 1984, Pub. L. No. 98-417, 98 Stat.
1585 (1984).

8) Hatch-Waxman ol 8 A4S e A5, “Nobd Bjsisl B5iel QA slg Sl
o] BARE A7, AAACGHIAAYE ) 255, 2008, 161-202% AL,

9) 35 U.S.C. §271(e)(1) (“It shall not be an act of infringement to make, use, offer to sell, or sell
-+ a patented invention --- solely for uses reasonably related to the development and submission
of information under a Federal law which regulated the manufacture, use, or sale of drugs --").
(2)(A) (Tt shall be an act of infringement to submit an application under section 505(j) of the
Federal Food, Drug and Cosmetic Act or described in section 505(b)(2) of such Act for a drug
claimed in a patent or the use of which is claimed in a patent.”).
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10) 35 U.S.C. 271(e)(1) It shall not be an act of infringement to make, use, offer to sell, or sell
within the United States or import into the United States a patented invention (other than a new
animal drug or veterinary biological product (as those terms are used in the Federal Food, Drug,
and Cosmetic Act and the Act of March 4, 1913) which is primarily manufactured using
recombinant DNA, recombinant RNA, hybridoma technology, or other processes involving site
specific genetic manipulation techniques) solely for uses reasonably related to the development
and sub-mission of information under a Federal law which regulates the manufacture, use, or
sale of drugs or veterinary biological products,

11) 35 U.S.C. 271(e)(2) It shall be an act of infringement to submit —(A) an application under
section 505(j) of the Federal Food, Drug, and Cosmetic Act or described in section 505(b)(2) of
such Act for a drug claimed in a patent or the use of which is claimed in a patent.

12) wFellA] 58l 257130 Foll dukefo] Aol zsdaby] 91k 2o tEiAlE 'Generic Drug
Entry Prior to Patent Expiration: AN FTC StudyJ, Federal Trade Commission, 2002, pp.3-22 3=

13) Merck KGaA v. Integra Lifesciences I, Ltd., 125 S.Ct. 2372 (2005).
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14) shilifgaL, TR, H3RR, b, THkERE, 2004, 675—676W,
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20) HILfEEL, (5715), 677—678%.

21) Members may provide limited exceptions to the exclusive rights conferred by a patent, provided
that such exceptions do not unreasonably conflict with a normal exploitation of the patent and
do not unreasonably prejudice the legitimate interests of the patent owner, taking account of the
legitimate interests of third parties.
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Experimental use of pharmaceutical patent for
approval of generic drug and infringement of patent

Hye Eun, Shin

This thesis is related on experimental use of pharmaceutical patent for approval
of generic drug and infringement of the patent, Pharmaceutical industry is very
unique compared with other industries. Pharmaceutical drug products need
considerable time to obtain approval of sales due to confirmation of effectiveness
and safety. Therefore, the Korean patent law was revised in 1986 that the term of
the pharmaceutical patent right may be extended during which the patented
invention could not have been worked for completing the activity test, safety tests
and so on, However, the question of whether the experimental use of
pharmaceutical patent for approval of generic drug is allowable is still remained.
This question should be answered based on the balance of incentives for
research-based pharmaceutical companies(prior patentees), generic drug manufacturers

and the drug consumers,

Key Words : Experimental use, Patent infringement, New drug, Generic drug, Approval of

manufacturing



