




forth herein. 

10. United States Patent No. 5,641,805 ("the '805 patent"), entitled "Topical 

Ophthalmic Formulations for Treating Allergic Eye Diseases" (Exhibit A hereto), was duly and 

legally issued on June 24, 1997, to Alcon Laboratories, Inc. and Kyowa Hakko Kogyo Co., Ltd., 

as assignees of John Michael Yanni, Stella M. Robertson, Eiji Hayakawa, and Masashi 

Nakakura. 

11. Alcon Laboratories, Inc.'s interest in the '805 patent has been 

subsequently assigned to Alcon Research, Ltd. 

12. Alcon Laboratories, Inc. sells drug products covered by the '805 patent 

under the trademark patadaym pursuant to a New Drug Application held by Alcon Laboratories, 

Inc. and approved by the FDA. 

13. Kyowa Hakko Kogyo, Co., Ltd.'s interest in the '805 patent has been 

subsequently assigned to Kyowa Hakko Kirin Co., Ltd. 

14. Plaintiffs will be substantially and irreparably damaged by infringement of 

the '805 patent. 

15. The use of patadaym is covered by one or more claims of the '805 patent, 

and the '805 patent has been listed in connection with that drug product in the FDA's 

publication, Approved Drug Products with Therapeutic Equivalence Evaluations. 

16. By letter dated November 24, 2008 (the "Notice Letter"), Barr notified 

Alcon, Inc., Alcon Research, Ltd., and Kyowa Hakko Kirin Co., Ltd. that Barr had submitted to 

the FDA an ANDA, No. 90-848, for Barr's ophthalmic solution containing olopatadine 

hydrochloride, a drug product that is a generic version of patadaym ("Barr's ANDA Product"). 

The purpose of the ANDA was to obtain approval under the Federal Food, Drug, and Cosmetic 







"Olopatadine Formulations for Topical Administration" (Exhibit B hereto), was duly and legally 

issued on February 7, 2006, to Alcon, Inc., as assignee of Ernesto J, Castillo, Wesley Wehsin 

Han, Huixiang Zhang, Haresh G. Bhagat, Onkar N. Singh, Joseph Paul Bullock, and Suresh C. 

Dixit. 

3 1. The ' 186 patent has been subsequently assigned to Alcon Pharmaceuticals, 

Ltd. 

32. Alcon Research, Ltd. is the exclusive licensee of the ' 186 patent. 

33. Alcon Laboratories, Inc. sells drug products covered by the '186 patent 

under the trademark patadaYm pursuant to a New Drug Application held by Alcon Laboratories, 

Inc. and approved by the FDA. 

34. Plaintiffs will be substantially and irreparably damaged by infringement of 

the ' 186 patent. 

35. patadaym and the use of patadaym are covered by one or more claims of 

the '186 patent, and the '186 patent has been listed in connection with that drug product in the 

FDA's publication, Approved Drug Products with Therapeutic Equivalence Evaluations. 

36. In its Notice Letter, Barr notified Alcon, Inc., Alcon Research, Ltd., and 

Kyowa Hakko Kirin Co., Ltd. that Barr had submitted to the FDA an ANDA, No. 90-848, for 

Barr's ANDA Product. The purpose of the ANDA was to obtain approval under the Federal 

Food, Drug, and Cosmetic Act ("FDCA") to engage in the commercial manufacture, use, offer 

for sale, sale, and/or importation of Barr's ANDA Product prior to the expiration of the '186 

patent. 

37. In the Notice Letter, Barr also notified Alcon, Inc., Alcon Research, Ltd., 

and Kyowa Hakko Kirin Co., Ltd. that, as part of its ANDA, Barr had filed certifications of the 





and will, do so immediately and imminently upon approval. 

45. Upon information and belief, Barr knows that Barr's ANDA Product and 

its proposed labeling are especially made or adapted for use in infi-inging the '186 patent, and 

that Barr's ANDA Product and its proposed labeling are not suitable for substantial 

noninhnging use. Upon information and belief, Barr plans and intends to, and will, contribute 

to infringement of the ' 186 patent immediately and imminently upon approval of ANDA No. 90- 

848. 

46. The foregoing actions by Barr constitute andlor will constitute 

infringement of the '186 patent, active inducement of infnngernent of the '186 patent, and 

contribution to the infrizlgement by others of the ' 186 patent. 

47. Upon information and belief, Ban acted without a reasonable basis for 

believing that it would not be liable for inhnging the ' 186 patent, actively inducing infringement 

of the ' 186 patent, and contributing to the infringement by others of the ' 186 patent. 

48. Unless Barr is enjoined from infringing the ' 186 patent, actively inducing 

infi-ingement of the '805 patent, and contributing to the infringement by others of the '186 

patent, Plaintiffs will suffer irreparable injury. Plaintiffs have no adequate remedy at law. 

COUNT 111 - U.S. PATENT NO. 7,402,609 

49. Plaintiffs incorporate each of the preceding paragraphs 1-48 as if fully set 

forth herein. 

50. United States Patent No. 7,402,609 ("the '609 patent"), entitled 

"Olopatadine Formulations for Topical Administration" (Exhibit C hereto), was duly and legally 

issued on July 22, 2008, to Alcon, Inc., as assignee of Ernesto J. Castillo, Wesley Wehsin Han, 

Huixiang Zhang, Haresh G. Bhagat, Onkar N. Singh, Joseph Paul Bullock, and Suresh C. Dixit. 














