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IN THE UNITED STATES DISTRICT COURT
FOR THE NORTHERN DISTRICT OF ILLINOIS

EASTERN DIVISION WnGE CASTILLO
BIOVAIL LABORATORIES, INC. )
a corporation of Barbados, ) _
) o AISTRATE JUDGE ROBRICK
Plaintiff, ) No.:
) 02C 8218
VS, ) 4
) Judge:
TORPHARM, INC., a Canadian )
Corporation, ) BUI:KETED | ,
) AU N A
Defendant. ) 630 2002 eom T
COMPLAINT FOR PATENT INFRINGEMENT 3

Plaintiff, Biovail Laboratories, Inc., for ils complaint against TorPharm, In.c‘.,‘

allege as follows:
JURISDICTION, VENUE, AND PARTIES

1. This 1 an action by Biovail Laboratories, Inc. (“Biovail”) for infringement of
U.S. Patent No. 5,529,791 and U.S. Patent No. 5288,505, and 1s brought against
Defendant TorPharm, Inc. (TorPharm), under 35 U.5.C. §271(e}(2). This infringement
action anses under the Patent Laws because TorPharm has filed, pursuant to 21 U.5.C.
§355(j), an Abbreviated New Drug Application (“ANDA") Number 76-395 with the
Federal Food and Drug Administration (“FDA™) for a Diltiazem HC] Capsules Type TZ
(Diltiazem Hydrochloride Extended-Release Capsules USP) 120mg, 180mg, 240mg,
300mg and 360mg. Under 35 U.8.C. §271(e}(2), “Ti]t shall be an act of infringement to

submit an [ANDA] application under [21 U.S.C. §355())] . . . fora drug claimed ina

patent or the use of which is claimed in a patent.”
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2. Plaintiff Biovail is a corporation organized and existing under the laws of
Barbados and has a place of business in Carolina, Puerto Rico.

3. Defendant TorPharm is a corporation organized and existing under the laws of
Canada, and has a pnncipal place of business at 50 Stcinway Blvd, Toronto, Ontario,
M9W 6Y3, Canada.

4. This action anises under the patent laws of the United States of America and
specifically under 35 U.S.C. §271(e)(2). Jurisdiction is founded on 28 U.8.C. §§ 1331
and 1338(a). Defendant TorPharm has a registered agent for the service of process in this
District. This Court has personal jurisdiction over TorPharm and venue is proper in this
Court under 28 U.8.C. §§1391(c) and 1400(b).

BIOVAIL’S NEW DRUG APPLICATION AND
BIOVAIL’S RIGHTS UNDER THE 791 PATENT

5. U.S. Patent No. 5,529,791 (hercinafter “the ‘791 patent™) was lawfully
granted on June 235, 1996 to and Galephar P.R. Inc., Ltd. (“Galcphar”), the assignee of the
named inventors, Arthur M. Deboeck and Phillippe R. Baudier,

6. 11.5. Patent No. 5,288,505 (hereinafter “the ‘505 patent™) was lawfully
granted on February 22, 1994 to Galephar, the assignee of the named inventors, Arthur
M. Deboeck and Phillippe R. Baudier.

7. Biovail s the exclusive licensee of the *791 patent and the *505 patent under
an Agrcement cffective September 10, 1995, which remains in full force and effect, and
has the exclusive right to sublicense others and to sue for infringement.

8. Biovail sought and received approval from the United States Food and Drug

Administration (“FDA") to manufacture, market and sell an extended release diltiazem-

containing drug product known commercially as TIAZAC®, which is listed along with
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the 791 patent in the FDA’s book of Approved Drug Products With Therapeutic
Equivalence Evaluations (the “Orange Book™) under its active ingredient, Diltiazem
Hydrochloride.

9. Biovail sought and received approval from the United States Food and Drug
Administration (“FDA”) to manufacture, market and sell an extended release diltiazem-
containing drug product known commercially as Diltiazem HC1, which is listed along
with the “791 patent and the ‘505 patent in the FDA’s book of Approved Drug Products
With Therapeutic Equivalence Evaluations (the “Orange Book™) under its active
ingredient, Diltiazem Hydrochlonde.

TORPHARM’S ACT OF PATENT INFRINGEMENT
UNDER 35 U.8.C. §271(e}(2)

10. TorPharm advised Biovail by a letter which bears the date July 16, 2002 (but
which was apparently mailed on July 19, 2002), that it had filed Abbreviated New Drug
Application (*ANDA™) No. 76-395 with the Federal Food and Drug Administration
(“FDA™) for Diltiazem HC] Capsules Type TZ (Diltiazem Hydrochloride Extended-
Release Capsules USP) 120mg, 180mg, 240mg, 300mg and 360mg. TorPharm’s letter,
however, did not identify any New Drug Application or reference listed drug. The letter
stated that TorPharm had certified to the FDA (pursuant to 21 U.5.C.
§355()(2)(A)(vii)(IV) (a “Paragraph IV certification™)), that the “791 patent “will not be
infringed by the manufacture, use, or sale of Diltiazem HCI Capsules Type TZ (Diltiazem
Hydrochloride Extended-Release Capsules USP) 120mg, 180mg, 240mg, 300mg and
360mg”. TorPharm’s letter did not provide “a detailed statement of the factual and legal

basis of the applicant's opinion that the patent is not valid or will not be infringed”, as is
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required by 21 U.8.C. §355(G)(2)(B)(1) and (i), but alleged only in conclusory terms that
its proposed ANDA product would not infringe the “791 patent. Biovail received
TorPharm’s letter on July 22, 2002,

11. After a reasonable opportunity for further investigation or discovery, there 15
likely {0 be evidence that TorPharm has mifringed the “791 patent under
15 1.5.C.§271(€)(2), by seeking approval under its ANDA No. 76-395 with a Paragraph
TV certification to engage in the commercial manufacture, use, sale or offer for sale of its
proposed ANDA product prior to the expiration of the ‘791 patent.

12. After a reasonable opportunity for further investigation or discovery, there 1s
likely to be evidence that TorPharm has infringed the 505 patent under
35 U.8.C.§271(e)(2), by seeking approval under ANDA No. 76-395 to engage in the
commercial manufacture, use, sale or offer for sale of its proposed ANDA product prior
to the expiration of the ‘503 patent.

13. After a reasonable opportunity for further investigation or discovery, there is
likely to be evidence that TorPharm has offered to sell or import into the Umted States an
approved drug under ANDA No. 76-395.

RELIEF REQUESTED

WHEREFORE, Plaintiff prays for judgment as follows:

A. A judgment that Torpharm has infringed valid U.S. Patent Nos.
5,529,791 and 5,288,505 under 35 U.5.C. §271(e)2);

B. Pursnant to 35 U.S.C. §271(e)(4)(C), for an award of damages for
TorPharm’s offer to sell or import an approved drug under ANDA

No. 76-395;
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C. For an award of the costs and expenses in this action; and,
D. For such further and other relief as this Court may deem just and

proper.

Dated: August 30, 2001 éé Al [ ﬁ/"

Eric C. Cohen

Robert B. Breisblatt

James P. White

Charles R. Krikorian

WELSH & KATZ, LTD.

120 South Riverside Plaza — 22™ Floor
Chicago, Illinois 60606

Attorneys for Plaintitf
Biovail Laboratories, Inc.




