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24) Takeda Chem. Indus., Ltd. v. Alphapharm Pty., Ltd., 492 F.3d 1350, 1354(Fed. Cir.
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25) Pfizer Inc, v. Teva Pharm, USA, Inc., 555 F. App’x 961, 970(Fed. Cir, 2014).

26) Takeda, 492 F.3d at 1359,

27) Otsuka Pharm. Co., Ltd. v, Sandoz, Inc., 678 F.3d 1280, 1293-6 (Fed. Cir,
2012).
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Tumultuous Transformation of India’s Patent System and Rise of Indian
Pharmaceutical Innovation,” 68 U, Pitt. L Rev, 491(2007), pp.510-3,

29) William Greene, supra, p.4.

30) Andrew Q. Leba, supra, p.4.

31) Janice M. Mueller, supra, pp.517-9.
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Influences of Patent and Drug Safety Regulation Agency
and Korea’s Direction in Pharmaceutical

Industry’s Innovation

—Focusing on Features of Korea's Pharmaceutical Industry

and Biologics—

Seul Minsoo*

Role of patent in facilitating innovations is considered most positively
in the pharmaceutical industry than any other industries. However, patent
works differently in even traditional small molecule drugs by countries
such as the U.S, India, and Israel. Specifically, drug safety regulation
agency(hereafter “regulation agency”) plays more roles in countries where
generic drug companies are seen as important,

Korea's pharmaceutical industry has continued to grow and innovate
centering around generic drug companies while having started as a
substitute industry for import and gone through turning points which
provided the pharmaceutical market for the environment in which
regulation agency exerts more influence than patent does. Besides,
Korea's patent practices have limited patent's role in the pharmaceutical
industry through the interpretation of non-obviousness and novelty. The
role of regulation agency in innovations has emerged to the surface and

gained more importance recently such as providing market exclusivity to

* Presiding Judge of Suwon District Court,
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the generic drug company which successfully challenges the patent as a
first mover,

The comparative role of regulation agency is more important in
biologics which are mainly using recombinant DNA technology. Attaining
approval of regulation agency in biological similarity is more difficult in
Biosimilars which are generic drugs of biologics. To achieve
technological innovations in Korea's pharmaceutical industry, more
efforts should be focused on roles and reforms of safety regulation

agency than patent,

Keyword

Innovation in Pharmaceutical Industry, Biologics, Generic Drug, Patent, Biological Similarity,

Drug Safety Regulation Agency, Biosimilars, Generic Drug Market Exclusivity, Data Exclusivity

Privilege
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