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COMPLAINT FOR PATENT INFRINGEMENT
Case No. 00999/55117.2-2-

JURISDICTION AND VENUE

3. This action is based upon the Patent Law of the United States, Title 35 of

the United States Code, for infringement of United States Patent No. 6,124,355 ("the '355

Patent").  This Court has jurisdiction over the subject matter of this action pursuant to 28 U.S.C.

§§ 1331, 1338(a) and 1400(b).

4. IMPAX is subject to personal jurisdiction in this judicial district.

5. Venue is proper in this judicial district pursuant to 28 U.S.C. §§ 1391 and

1400(b).

INTRADISTRICT ASSIGNMENT

6. Because this action is a Patent Infringement Action within the meaning of

Civil L.R. 3-2(c), the action is to be assigned on a district-wide basis.

COUNT I:  PATENT INFRINGEMENT

7. Alza realleges paragraphs 1 through 5 above as if fully set forth herein.

8. On September 26, 2000, the United States Patent and Trademark Office

issued the '355 Patent, entitled "Oxybutynin Therapy."  A true and correct copy of the '355 Patent

is attached as Exhibit A.

9. Alza holds title to the '355 Patent. 

10. The United States Food & Drug Administration ("FDA") has approved a

New Drug Application under § 505(a) of the Federal Food, Drug and Cosmetic Act, 21 U.S.C.

§ 355(a), for administering oxybutynin sold under the trade name Ditropan XL.  

11. Pursuant to 21 U.S.C. § 355(b)(1), the '355 Patent is identified in the FDA

publication entitled "Approved Drug Products with Therapeutic Equivalence Evaluations" (the

"Orange Book"), as covering Ditropan XL.

12. Upon information and belief, on or before July 25, 2003, IMPAX

submitted an Abbreviated New Drug Application ("ANDA") No. 76-745 to the FDA under

Section 505(j) of the Federal Food, Drug and Cosmetic Act, 21 U.S.C. § 355(j) ("IMPAX
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COMPLAINT FOR PATENT INFRINGEMENT
Case No. 00999/55117.2-3-

ANDA"), seeking FDA approval to engage in the commercial manufacture, use, offer for sale and

sale of oxybutynin chloride extended release tablets utilizing a 15mg dosage ("15mg oxybutynin

extended release tablets").

13. On or about July 25, 2003, IMPAX sent a letter to Alza stating it had filed

the IMPAX ANDA seeking approval to manufacture, use and sell 15mg oxybutynin extended

release tablets before the expiration of the '355 Patent ("the July 25, 2003 paragraph IV notice").

14. Upon information and belief, on or before August 19, 2003, IMPAX

amended the IMPAX ANDA to also seek FDA approval to engage in the commercial

manufacture, use, offer for sale and sale of oxybutynin chloride extended release tablets utilizing

5mg and 10mg dosages ("5mg and 10mg oxybutynin extended release tablets").

15. On or about August 19, 2003, IMPAX sent a letter to inter alia Alza stating

it had amended the IMPAX ANDA to also seeking approval to manufacture, use and sell 5mg

and 10mg oxybutynin extended release tablets before the expiration of the '355 Patent ("the

August 19, 2003 paragraph IV notice").

16. Upon information and belief, the IMPAX ANDA and the subsequent

amendment were filed in the name of IMPAX Laboratories, Inc. 

17. IMPAX's July 25, 2003 and August 19, 2003 paragraph IV notices state

that the IMPAX ANDA and subsequent amendment certify, pursuant to 21 U.S.C.

§ 355(b)(2)(A)(iv), that the manufacture, use or sale of 5mg, 10 mg and 15mg oxybutynin

extended release tablets will not infringe the '355 Patent because the '355 Patent is invalid

("paragraph IV certification").

18. IMPAX is liable for the infringement of the '355 Patent under 35 U.S.C.

§ 271(e)(2)(A) by filing the IMPAX ANDA and subsequent amendment which, upon

information and belief, include the paragraph IV certification.  

19. Moreover, if IMPAX manufactures, uses, or sells 5 mg, 10mg or 15mg

oxybutynin extended release tablets, it would further infringe the '355 Patent, or induce or

contribute to such conduct, under 35 U.S.C. § 271(a), (b) and/or (c).
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COMPLAINT FOR PATENT INFRINGEMENT
Case No. 00999/55117.2-4-

20. IMPAX had actual and constructive notice of the '355 Patent prior to filing

the IMPAX ANDA and subsequent amendment.  

21. IMPAX's infringement of the '355 Patent has been, and continues to be,

willful.

22. Alza will be irreparably harmed if IMPAX is not enjoined from infringing

or actively inducing or contributing to infringement of the '355 Patent.  Alza does not have an

adequate remedy at law.

PRAYER FOR RELIEF

WHEREFORE, Alza prays for:

A. A judgment providing that the effective date of any FDA approval for the

making, using, selling, offering for sale, or importing of 5mg, 10mg or 15mg oxybutynin

extended release tablets described in ANDA No. 76-745 by IMPAX Laboratories, Inc. and its

amendment be no earlier than the date on which IMPAX will not infringe the '355 Patent;

B. A judgment declaring that the making, using, selling, offering to sell, or

importing of the 5mg, 10mg or 15mg oxybutynin extended release tablets described in ANDA

No. 76-745 and its amendment would constitute infringement of the '355 Patent, or inducing or

contributing to such conduct, by IMPAX Laboratories, Inc. pursuant to 35 U.S.C. § 271(a), (b)

and (c);

C. A judgment permanently enjoining IMPAX Laboratories, Inc. and each of

its subsidiaries, affiliates, officers, agents, servants and employees, and those persons in active

concert or participation with any of them, from making, using, selling, offering to sell, or

importing the 5 mg, 10mg or 15mg oxybutynin extended release tablets described in ANDA

No. 76-745 and its amendment or any product that infringes or induces or contributes to the

infringement of the '355 Patent;

D. Attorneys' fees in this action pursuant to 35 U.S.C. § 285;

E. Costs and expenses in this action; and
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Exhibit A

Case3:03-cv-04032-VRW   Document1    Filed09/04/03   Page8 of 20



Case3:03-cv-04032-VRW   Document1    Filed09/04/03   Page9 of 20



Case3:03-cv-04032-VRW   Document1    Filed09/04/03   Page10 of 20



Case3:03-cv-04032-VRW   Document1    Filed09/04/03   Page11 of 20



Case3:03-cv-04032-VRW   Document1    Filed09/04/03   Page12 of 20



Case3:03-cv-04032-VRW   Document1    Filed09/04/03   Page13 of 20



Case3:03-cv-04032-VRW   Document1    Filed09/04/03   Page14 of 20



Case3:03-cv-04032-VRW   Document1    Filed09/04/03   Page15 of 20



Case3:03-cv-04032-VRW   Document1    Filed09/04/03   Page16 of 20



Case3:03-cv-04032-VRW   Document1    Filed09/04/03   Page17 of 20



Case3:03-cv-04032-VRW   Document1    Filed09/04/03   Page18 of 20



Case3:03-cv-04032-VRW   Document1    Filed09/04/03   Page19 of 20



Case3:03-cv-04032-VRW   Document1    Filed09/04/03   Page20 of 20




