In the Matter of

Schering-Plough Corporation,
a corporation,

Upsher-Smith Laboratories, Inc.,
a corporation,

and
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G. As used herein, “Complaint” means the administrative complaint issued by the
Federal Trade Commission on March 30, 2001, Docket No. 9297, styled In the Matter
of Schering-Plough Corporation, et al.

H. As used herein, the “’743 patent” means U.S. Patent No. 4,863,743 issued to Key
Pharmaceuticals, Inc. on Septeﬁber 5, 1989.

L As used herein, “K-Dur 20” means the 20 milliequivalent (20 mEq) potassium

chloride supplement sold under that brand name by respondent Schering-Plough
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J. As used herein, “FDA” means the United States Food and Drug Administration,
including without limitation its employees, scientists, technicians, agents, examiners

and laboratories.

K. As used herein, “the Patent Infringement Litigation” means the action captioned Key
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0. As used herein, “person” means any natural person, firm, partnership, corporation,
incorporated association, organization, joint venture, cooperative, governmental body

or other form of legal entity.

P. As used herein, “NDA” mean an application submitted to the United States Food and

21 C.F.R. § 314.50.

Q. As used herein, “Pitofsky Speech” means Robert Pitofsky, Antitrust and Intellectual

Property: Unresolved Issues at the Heart of the New Economy, Remarks before the



















67.  You have no evidence to support that any person asked AHP before January
1998 to sponsor a study of the bioequivalence or therapeutic equivalence of a potassium
chloride product to K-Dur 10 or K-Dur 20.

68. You are not aware of any person who intended to ask AHP before or after
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78.  No person asked AHP before J anuary 1998 to ﬁle a study of the
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Dur 20.

79. You have no evidence to support that any person asked AHP before January
1998 to support a study of the bioequivalence or therapeutic equivalence of a potassium
chloride product to K-Dur 10 or K-Dur 20.

80.  You are not aware of any person who intended to ask AHP before or after
January 1998 to support a study of the bioequivalence or therapeutic equivalence of a
potassium chloride product to K-Dur 10 or K-Dur 20, but who did not do so because of the
Settlement Agreement.

81.  You have no evidence to support that any person intended to ask AHP before

= Lo’ X _]:Z% e Dttt SRV TP U o P By P r
E —

-~ |







101. AHP has notified complaint counsel that it will no longer develop,
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102.  You have no evidence to disprove that AHP will no longer devélop,
manufacture or sell oral generic pharmaceutical products.

103. AHP has notified complaint counsel that it has no current intention of
reentering the oral generic pharmaceutical products business in the future.

104. You have no evidence to disprove that AHP has no current intention of
reentering the oral generic pharmaceutical products business in the future.
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agreements thus acted as corks 1n a bottle, preclufiing competition not only by the generic
company that was paid not to challenge the branded pharmaceutical, but also by other
potential generic competitors because the 180 day period does not begin to run until the
generic comes to market” is not a fact or application of law to fact related to any matter
relevant to the pending proceeding.

106. Admit that you believe that the fact that the Leary Speech stated that “Since
Geneva’s agreement not to launch its product meant that the 180-day exclusivity period
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143 During the course of negotiations to settle the Patent Infrineement] jfieation.
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144. You have no evidence that during the course of negotiations to settle the
Patent Infringement Litigation Schering ever offered to license the '743 patent to AHP on an
effective date earlier than December 31, 2003.

145.  Under the terms of previous consent decrees, the Commission has permitted
parties to enter into settlements of patent infringement litigation in which the patentholder
provides something of value to the alleged infringer.

146. The Commission did not file a complaint challenging a patent settlement

agreement between Abbott Laboratories and Zenith.

Respectfully submitted,
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