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THIS CASEBOOK contains a selection of
101 decisions of the U. S. Court of Appeals
that analyze, discuss and interpret
provisions of the Hatch-Waxman Act. The
selection of decisions spans from 2001 to
the date of publication.   [The]
Hatch-Waxman was designed to serve the
dual purposes of both encouraging generic
drug competition in order to lower drug
prices and incentivizing brand drug
manufacturers to innovate through patent
extensions. To incentivize innovation,
Hatch-Waxman grants brand manufacturers
opportunities to extend their exclusivity
period beyond the standard 20-year patent
term: it allows a brand manufacturer to
seek a patent extension of up to five years
to compensate for time that lapsed during
the FDA regulatory process, 35 U.S.C. 
156, and an additional six-month period of
pediatric exclusivity if the manufacturer
conducts certain pediatric studies, 21
U.S.C.  355a. New York ex rel.
Schneiderman v. Actavis PLC, 787 F. 3d
638 (2nd Cir. 2015).  In compliance with
the Federal Food, Drug, and Cosmetic Act,
21 U.S.C.  301-399f, when a
pharmaceutical manufacturer seeks to bring
a new drug to market, it must submit a
New Drug Application (NDA) for approval
by the U.S. Food and Drug Administration
(FDA). 21 U.S.C.  355. An NDA must
contain scientific evidence that
demonstrates the drug is safe and effective,
which inevitably requires a long,
comprehensive, and costly testing process.
F.T.C. v. Actavis, Inc., 133 S. Ct. 2223,
2228 (2013). NDA-approved drugs are
generally referred to as brand-name or
brand drugs. An approved brand drug
enjoys a period of patent exclusivity in the
market at the end of which one or more
generic drugs, exhibiting the same
characteristics as the brand drug, may enter
the market at a lower price to compete with
the brand drug. [Footnote omitted.] New
York ex rel. Schneiderman v. Actavis PLC,
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ibid., 787 F. 3d 638 (2nd Cir. 2015). 
Hatch-Waxman also promotes competition
from generic substitute drugs. It permits a
manufacturer that seeks to market a generic
version of an NDA-approved drug to file
what is known as an Abbreviated New
Drug Application (ANDA). See 21 U.S.C. 
355(j); see also In re Adderall XR Antitrust
Litig., 754 F.3d 128, 130 (2d Cir. 2014).
An ANDA allows a generic manufacturer
to rely on the studies submitted in
connection with the already-approved
brand drugs NDA to show that the generic
is safe and effective, provided that the
ANDA certifies that the generic drug has
the same active ingredients as and is
biologically equivalent or bioequivalent to
the already-approved drug. 21 U.S.C. 
355(j)(2)(A)(iv); see also Caraco Pharm.
Labs., Ltd. v. Novo Nordisk A/S, 132 S.
Ct. 1670, 1676 (2012) (citing 21 U.S.C. 
355(j)(2)(A)(ii), (iv)). [Footnote omitted.]
New York ex rel. Schneiderman v. Actavis
PLC, ibid.  *  *  *
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the generic drug company must show that the  The Hatch-Waxman Act, among other legislation, allows new drug. 
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READY ACCESS TO THE MOST IMPORTANT The Hatch-Waxman Act: A Primer -    Intellectual Property,
Pharmaceutical and Hatch-Waxman Act  previously worked in or with one of the clients preferred, AmLaw 100 law
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