
IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF DELAWARE 

TRIAX PHARMACEUTICALS, LLC, ) 
ASTELLAS PHARMA EUROPE B.V. and ) 
ASTELLAS PHARMA INTERNATIONAL B.V., ) 

) 
Plaintiffs, ) 

) C.A. No. ________ _ 
v. ) 

) 
GLENMARK GENERICS INC., USA and ) 
GLENMARK PHARMACEUTICALS LTD., ) 

) 
Defendants. ) 

COMPLAINT FOR PATENT INFRINGEMENT 

Plaintiffs Triax Pharmaceuticals, LLC, Astellas Pharma Europe B.V. and Astellas 

Pharma International B.V. (collectively, "Plaintiffs"), for their Complaint against Glenmark 

Generics Inc., USA and Glenmark Pharmaceuticals, Ltd., hereby allege as follows: 

NATURE OF ACTION 

1. This is an action for patent infringement under the patent laws of the 

United States, Title 35, United States Code. 

THE PARTIES 

2. Astellas Pharma International, B.V. ("Astellas International") is a 

corporation organized and existing under the laws of The Netherlands, having a principal place 

of business at Elisabethhof 19,2353 EW Leiderdorp, The Netherlands. 

3. Astellas Pharma Europe B.V. ("Astellas Europe") IS a corporation 

organized and existing under the laws of The Netherlands, having a principal place of business at 

Elisabethhof 19, 2353 EW Leiderdorp, The Netherlands. Astellas Europe and Astellas 

International are referred to hereinafter, collectively, as "Astellas." 
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4. Triax Pharmaceuticals, LLC ("Triax") is a limited liability company 

organized and existing under the laws of the State of Delaware, having a principal place of 

business at 11 Commerce Drive, First Floor, Cranford, NJ 07016. 

5. On information and belief, defendant Glenmark Generics Inc., USA. 

("Glenmark USA") is a corporation organized and existing under the laws of the State of 

Delaware, having a principal place of business at 750 Corporate Dr., Mahwah, NJ 07430. 

6. On information and belief, defendant Glenmark Pharmaceuticals, Ltd. 

("Glenmark India") is an Indian corporation having its principal place of business at Glenmark 

House, B D S Marg, Chakala, OffWestem Express Highway, Andheri (E), Mumbai - 400099. 

7. On information and belief, Glenmark USA and Glenmark India 

(collectively, "Glenmark") are in the business of manufacturing, marketing, and distributing 

generic pharmaceutical products, which are copies of products invented and developed by 

innovator pharmaceutical companies 

8. On information and belief, Glenmark USA is a subsidiary of Glenmark 

India. 

9. Upon information and belief, the acts of Glenmark USA subject to this 

complaint were done at the direction of, with the authorization of and with the cooperation, 

assistance and participation of Glenmark India. 

10. Upon information and belief, the acts of Glenmark USA subject to this 

complaint were done, at least in part, for the benefit of Glenmark India. 

11. On information and belief, Glenmark USA assembled and caused to be 

filed with the United Stated Food and Drug Administration (the "FDA"), pursuant to 21 U.S.C. 
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§ 3550), Abbreviated New Drug Application ("ANDA") No. 202-145, concerning a proposed 

generic drug product, hydrocortisone butyrate 0.1 % cream. 

12. On information and belief, Glenmark India, caused, actively encouraged 

and/or directed Glenmark USA to file ANDA No 202-145. 

13. On information and belief, if ANDA No. 202-145 is approved, it is the 

intention of Glenmark that its hydrocortisone butyrate cream will be manufactured, used, 

marketed, sold or distributed in the United States. 

JURISDICTION AND VENUE 

14. This action arises under the patent laws of the United States of America. 

This Court has jurisdiction over the subject matter of this action under 28 U.S.C. §§ 1331 and 

1338(a). 

15. Glenmark USA is subject to general personal jurisdiction in Delaware 

because it is incorporated in Delaware. 

16. Glenmark India is subject to jurisdiction in Delaware because it conducts 

business in this district and manufactures pharmaceuticals and pharmaceutical products that are 

sold and used, throughout the United States, including within Delaware and has acted in concert 

with Glenmark USA, which is incorporated in Delaware. 

17. In the alternative, Glenmark India is subject to jurisdiction in the United 

States under principles of general jurisdiction, and specifically in Delaware pursuant to Fed. R. 

Civ. P. 4(k)(2) 

18. Venue is proper in this Court pursuant to 28 U.S.C. §§ 1391(b), (c), (d) 

and 28 U.S.C. § 1400(b). 
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herein. 

CLAIM FOR RELIEF 

INFRINGEMENT OF U.S. PATENT NO. 5,635,497 

19. Plaintiffs repeat and reallege paragraphs 1-18 above as if fully set forth 

20. Triax holds approved new drug application ("NDA") 20-769 for Locoid 

Lipocream®, which is a hydrocortisone butyrate topical formulation. Locoid Lipocrearn® is 

approved for, inter alia, the treatment of eczema. 

21. Astellas Europe is the owner of United States Patent No. 5,635,497 ("the 

'497 patent") (attached as "Exhibit A"). The '497 patent was duly and legally issued on June 3, 

1997 and has a current term extending to June 3, 2014. 

22. The' 497 patent discloses and claims formulations for the topical 

application of medications, specifically, inter alia, formulations containing hydrocortisone 

butyrate, and more specifically, the formulation sold under the trademark Locoid Lipocream®. 

Triax holds the exclusive right as licensee of the '497 patent to manufacture or have 

manufactured, promote, market, sell and distribute the Locoid Lipocrearn® products in the 

United States of America, its territories and possessions, including Puerto Rico. 

23. Pursuant to 21 U.S.c. § 355G)(2)(B), Glenmark sent a notice of 

certification to Triax regarding ANDA No. 202-145 on September 29,2010. 

24. Pursuant to 21 U.S.C. § 355(j)(2)(B), Glenrnark sent a notice of 

certification to Astellas Europe regarding ANDA No. 202-145 on October 26, 2010. 

25. On information and belief, Glenrnark submitted to the FDA ANDA No. 

202-145 under the provisions of 21 U.S.C. § 355(j), seeking approval to engage in the 

commercial manufacture, use and sale of topical hydrocortisone butyrate formulations. 
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26. On infonnation and belief, Glenmark submitted its ANDA No. 202-145 to 

the FDA for the purpose of obtaining approval to engage in the commercial manufacture, use or 

sale of its generic hydrocortisone butyrate cream before the expiration of the' 497 patent. 

27. Glenmark made, and included in ANDA No. 202-145, a certification 

under 21 U.S.C. § 355G)(2)(A)(vii)(IV) ("Paragraph IV certification") that, in its opinion and to 

the best of its knowledge, the '497 patent is invalid and/or not infringed. 

28. By filing its ANDA No. 202-145 under 21 U.S.C. § 355G) for the purpose 

of obtaining approval to engage in the commercial manufacture, use or sale of its proposed drug 

products before the expiration of the '497 patent, Glenmark committed an act of infringement of 

the '497 patent under 35 U.S.C. § 271 (e)(2). 

29. The commercial manufacture, use, offer for sale, sale and/or importation 

of the generic hydrocortisone butyrate products for which Glenmark seeks approval in its ANDA 

will also infringe one or more claims of the '497 patent under 35 U.S.C. § 271. 

30. Plaintiffs are entitled to the relief provided by 35 U.S.C. § 271 (e)(4), 

including an order of this Court that the effective date of any approval of the aforementioned 

ANDA relating to Glemark's hydrocortisone butyrate products be a date which is not earlier than 

the expiration date of the' 497 patent plus any other regulatory exclusivity to which Plaintiffs are 

or become entitled. 

31. Glenmark has failed to comply with its obligations under 21 U.S.C. 

§ 355G)(2)(B)(iv)(II). The opinions set forth in its notice of certification that the '497 patent is 

not infringed and/or is invalid due to obviousness or other potential, unnamed theories are devoid 

of an objective, good faith basis in either the facts or the law. Glenmark's Paragraph IV 

certification is a wholly unjustified infringement of the' 497 patent. 
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32. Glenmark has violated its duty of due care to avoid the known patent right 

of the' 497 patent. 

33. This is an exceptional case, and Plaintiffs are entitled to an award of 

reasonable attorneys fees under 35 U.S.C. § 285. 

PRAYER FOR RELIEF 

WHEREFORE, Plaintiffs respectfully request: 

A. Judgment that Glenmark has infringed one or more claims of the '497 

patent by filing the aforesaid ANDA relating to Glenmark's generic hydrocortisone butyrate 

products; 

B. A permanent injunction restraining and enjOInIng Glenmark and its 

officers, agents, attorneys and employees, and those acting in privity or concert with it, from 

engaging in the commercial manufacture, use, offer to sell, or sale within the United States, or 

importation into the United States, of generic hydrocortisone butyrate products as claimed in the 

'497 patent; 

C. An Order that the effective date of any approval of the aforementioned 

ANDA relating to Glenmark's generic hydrocortisone butyrate formulations be a date which is 

not earlier than the expiration date of the '497 patent plus any other regulatory exclusivity to 

which Plaintiffs are or become entitled; 

D. A declaration that this case is exceptional within the meaning of 35 U.S.C. 

§ 285 and an award to Plaintiffs their reasonable attorney fees, expenses, and disbursements of 

this action; and 

E. Such other and further relief as the Court may deem just and proper. 
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OF COUNSEL: 

Robert L. Baechtold 
Nicholas M. Cannella 
Dominick A. Conde 
William E. Solander 
Vishal C. Gupta 
FITZPATRICK, CELLA, HARPER & SCINTO 

1290 Avenue of the Americas 
New York, NY 10104 

November 4,2010 
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MORRIS, NICHOLS, ARSHT & TUNNELL LLP 

ac B. Blumenfeld (#1014) 
1 North Market Street 

P.O. Box 1347 
Wilmington, DE 19899 
(302) 658-9200 
jblumenfeld@mnat.com 

Attorneys for Plaintiffs 
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