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1 Drug Price Competition and Patent Term Restoration Act of 1984, Pub. L. 98-417, 98 Stat. 1585,
codified as amended at 21 US.C. § § 355 & 360cc, 35 US.C. § § 156, 271, 282. For its original text,
see https://www.govinfo.gov/content/pkg/STATUTE-98/pdf/STATUTE-98-Pg1585.pdf.

2 Federal Food, Drug, and Cosmetic Act, Pub. L. 75-717, 52 Stat. 1040, codified as amended at 21
U.S.C. § 8§ 301 et seq. For its original text, see https://uscode.house.gov/view.
xhtml?req=granuleid%3AUSC-prelim-title21-chapter9&saved=%7CZ3JhbnVsZWIkOIVTQylwcmVs
aW0tdGIObGUyMS1zZWN0aW9uMzY0%7C%7C%7C0%7Cfalse%7Cprelim&edition=prelim.
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3 “Definition of the Term ‘Biological Product’ ,” Federal Register: 85 FR 10057, Feb. 21, 2020.

4 Biologics Price Competition and Innovation Act of 2009, Pub. L. 111-148, § § 7001-7003, 124 Stat.
119, 804-23 (2010), codified as amended at 42 US.C. § 262, 35 US.C. § 271(e), 28 US.C. § 2201(b),
21 USC. § 355 et seq.

5 733 F.2d 858 (Fed. Cir. 1984).

6 Act of October 10, 1962 (Drug Amendments Act of 1962), Pub. L. 87-781, 76 STAT 780, codified
as amended at 21 US.C. § 355.
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