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THE HATCH-WAXMAN ACT REGULATES GENERIC DRUG ENTRY
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High: 180-day 
exclusivity for first 
challenger

Low: automatic stay 
blocks generic entry for 
more than two years
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Hatch-Waxman Act

Low: other 
challengers benefit 
from the win

High: patentee must 
establish PI factors 
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In general

THE HATCH-WAXMAN REGIME HAS TWO UNUSUAL FEATURES



SOME SETTLEMENTS EXCHANGE PAYMENT FOR DELAYED ENTRY
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SEVERAL COURTS HAVE DENIED ANTITRUST LIABILITY

Source: Presentation of Kevin McDonald, Jones Day, Pharmaceutical Antitrust Conference (Apr. 25, 2008)



SETTLEMENT ACTIVITY HAS INCREASED
Columbia Law Review (2009)



SETTLEMENTS HAVE BECOME MORE COMPLEX
Columbia Law Review (2009)
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Note: Plavix agreement never took full effect



SIDE DEALS PROVIDE COMPENSATION TO THE GENERIC FIRM
Provigil— Agreements Between Cephalon and Generic Firms
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PUBLIC ENFORCEMENT TAKES TWO FORMS
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PUBLIC ENFORCEMENT TAKES TWO FORMS
H.R. 3962, § 2573(b) (adding new 21 U.S.C. § 355(w)(1)(A))

(A) Conduct prohibited.—It shall be unlawful for 
any person to directly or indirectly be a party to any 
agreement resolving or settling a patent infringement 
claim in which—

(i) an ANDA filer receives anything of value; and

(ii) the ANDA filer agrees to limit or forego 
research, development, manufacturing, or sales . . . 
of the drug that is to be manufactured under the 
[relevant ANDA].



(B) Exceptions.—. . . [S]ubparagraph (A) does not 
prohibit a [settlement] in which the value received by 
the ANDA filer includes no more than—

(i) the right to market the drug that is to be 
manufactured under [the relevant ANDA], before the 
expiration of—

(I) the patent [at issue]; or

(II) any other statutory exclusivity that would prevent 
the marketing of such drug; and

(ii) the waiver of a patent infringement claim for 
damages based on prior marketing of such drug.

THE PROPOSED BAN CONTAINS EXCEPTIONS
H.R. 3962, § 2573(b) (adding new 21 U.S.C. § 355(w)(1)(B))
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IS RETAINED EXCLUSIVITY ILLEGAL?
New York University Law Review (2006)
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RETAINED EXCLUSIVITY IS COMMON


