
IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

SANDOZ INC.
506 Carnegie Center, Suite 400
Princeton, NJ 08540,

Case No.

Plaintiff,

v.

B OEHRINGER INGELHEIM Pharma
GmbH & Co. KG
Binger Strasse 173

Ingelheim, Germany 55216

And

BOEHRINGER INGELHEIM
Intemational GmbH
Binger Strasse 173

Ingelheim, Germany 55276,

Defendants.

COMPLAINT FOR DECLARATORY RELIEF

Plaintiff Sandoz Inc. ("Sandoz")by its undersigned attorneys, alleges as follows:

PARTIES

1 . Plaintiff Sandoz is a corporation existing under the laws of the State of Colorado,

with its principal place of business at 506 Carnegie Center, Suite 400, Princeton, NJ 08540.

Sandoz is a leader in the manufacture and marketing of generic drugs.

2. Upon information and belief, defendant Boehringer Ingelheim Pharma GmbH &

Co. KG. ("Boehringer Pharma") is a limited partnership existing under the laws of Germany with

its principal place of business at Binger Strasse 173, Ingelheim, Germany 55216.
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3. Upon information and belief, defendant Boehringer Ingelheim International

GmbH ("Boehringer International") is a corporation existing under the laws of Germany with its

principal place of business at Binger Strasse lT3,lngelheim, Germarry 55216.

4. Boehringer Pharma and Boehringer International (collectively "the Boehringer

Defendants") are part of a global company involved in a number of different business activities

including the development, production, and marketing of branded and generic prescription

medicines.

s rhis is an action 
",."",:;;::ä:"ant 

to 28 u.s.c $$ 2201 and2202 ror

the purpose of determining a question of actual controversy between the parties regarding the

validity and infringement of a United States patent, as herein more fully appe¿ìrs.

6. This court has jurisdiction over the action pursuant to 21 U.S.C. $ 355(tX5XCXi)

and 35 U.S.C. g 271(eX5) (civil action to obtain patent certainty), 28 U.S.C. $0 1331 (federal

question), 1338(a) (action relating to patents).

l. This court has personal jurisdiction over Boehringer International and Boehringer

Pharma pursuant to 35 U.S.C. $ 293 (personal jurisdiction over nonresident patentees).

VENUE

8. Venue is proper in this judicial district pursuant to 28 U.S.C. $ 1391(d).

FACTUAL BACKGROUND

9 . United States Patent No. 7 ,429,602 (the "' 602 patent"), entitled "Treating

Conjunctivitis by Topically Administering An Epinastine Solution to the Conjunctiva" issued to

inventors V. Trach and G. Duschler on September 30, 2008. A copy of the '602 patent is

attached hereto as Exhibit A.
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10. Defendant Boehringer Pharma is named as the assignee on the face of the '602

patent. Defendant Boehringer Pharma is also identified as the assignee on the Issue Fee

Transmittal for the '602 patent A copy of the Issue Fee Transmittal for the '602 patent is

attached hereto as Exhibit B.

1 1 . The'602 patent is due to expire on Novemb er 29,2020 pursuant to an April 4,

2008 terminal disclaimer filed during prosecution of the patent and approved April 29,2008. A

copy of this terminal disclaimer and the approval are attached hereto as Exhibit C.

12. Contrary to the face of the '602 patent and the Issue Fee Transmittal, the terminal

disclaimer identifies defendant Boehringer Intemational as the assignee of the '602 patent and

references an assignment recorded on Septemb er 7 , 2007 (Reel 019796/Frame 0095). A copy of

this assignment document is attached hereto as Exhibit D.

13. The assignment document purports to assign defendant Boehringer Pharma's

"entire right, title and interest" to a parent patent application to the '602 patent, Application

Serial No. 10/271,180, "and any and all improvements which are disclosed in the Application

('the Improvements') and all provisional, divisional, continuing, substitute, renewal, reissue, and

all other applications for Letters Patent which have been or shall be filed in the United States on

any of the Improvements..." to defendant Boehringer International. No subsequent assignment

has been recorded with the Patent and Trademark Office ("PTO").

14. Upon information and belief, defendant Boehringer Intemational is the owner of

all rights in the '602 patent.

15. In the alternative, defendant Boehringer Pharma is the owner of all rights in the

'602patent.
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16. Allergan, Inc. ("Allergan") is a licensee of the '602 patent and holds approved

New Drug Application ("NDA") number 2l-565 permitting it to market and sell 0.05%

Epinastine Hydrochloride Ophthalmic Solutions. Allergan currently markets this medication as

ELESTAT@.

17. One or more of the Boehringer Defendants has listed or caused to be listed the

'602patentin the Food and Drug Administration's ("FDA's") Approved Drug Products with

Therapeutic Equivalence Evaluationlisting(the "Orange Book") for 0.05o/o Epinastine

Ophthalmic Solutions.

18. By listing, or causing to be listed,the'602 patent in the Orange Book the

Boehringer Defendants claim that use of 0.05% Epinastine Ophthalmic Solutions infringe one or

more claims of the'602patent.

19. Sandoz submitted Abbreviated New Drug Application ("ANDA") number 90-950

to the FDA on October 15, 2008 seeking approval to manufacture and sell Epinastine

Hydrochloride Ophthalmic Solution 0.05yo,a generic version of ELESTAT@.

20. On October 17,2008 Sandoz amended the 90-950 ANDA to include a

certification pursuant to 21 U.S.C. $ 355(,X2XAXviiXIV) (a"Paragraph IV certification"),

stating that the '602 patent was invalid or would not be infringed by Sandoz's product.

21. By letter dated January 16,2009 Sandoz gave notice, pursuant to 21 U.S.C.

g 355(lX2)(B), of the 90-950 ANDA and its Paragraph IV certification to, among others, the

NDA holder Allergan, Boehringer Pharma, the assignee listed on the face of the '602patent, and

other Boehringer Ingelheim entities. This notice letter included a detailed explanation of the

basis for Sandoz's assertion that the '602 pa¡srÍ was invalid or not infringed by Sandoz's generic

version of ELESTAT@.
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22. To date none of the Boehringer Defendants nor Allergan has filed suit, pursuant to

35 U.S.C. Ç 271(e)(2), alleging that Sandoz has infringed the '602 patent by filing the 90-950

ANDA with a Paragraph IV certification.

23. More than 45 days have elapsed since Sandoz provided notice of the 90-950

ANDA to the Boehringer Defendants.

24. Sandoz intends to market its generic version of ELESTAT@ in the United States

as soon as legally permissible after approval of the 90-950 ANDA in light of potential third party

exclusivity rights.

25. Based on the Boehringer Defendants' representations to the FDA and the public

regarding the scope of coverage of the '602 patent, their failure to bring suit against Sandoz

within 45 days of receiving notice of the 90-950 ANDA, and Sandoz's intent to launch its

generic version of ELESTAT@ as soon as legally permissible, an actual and justiciable

controversy exists between the Boehringer Defendants and Sandoz regarding validity and

infringement of the '602 patentunder the decision Caraco Pharm. Labs., Ltd. v. Forest Labs.,

Ltd.,527 F.3d 1278 (Fed. Cir. 2008), cert. denied, 129 S. Ct. 1316 (2009).

FIRST CLAIM FOR RELIEF

@eclaratory Judgment of Invalidity of tlne'602 patent)

26. Sandoz hereby incorporates byreference each and every allegation set forth in

paragraphs 1-25 of this Complaint.

27. Each and every claim of the '602 patent is invalid for failure to satisfu the

requirements for patentability set forth in 35 U.S.C. $$ 101, 102,I03 and/or ll2.

28. This judicial declaration is necessary and appropriate in order that Sandozmay

ascertain its rights and duties with respect to the '602 patent.
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SECOND CLAIM FOR RELIEF

@eclaratory Judgment of Unenforceability of the '602 patent)

29. Sandoz hereby incorporates by reference each and every allegation set forth in

paragraphs 1-28 of this Complaint.

30. The'602patent is unenforceable by reason ofinequitable conduct before the

patent office committed by the applicants, their attorneys, agents, or those acting on their behalf

in failing to disclose material prior art, in particular an abstract authored by M. Canovas, D.

Sabate, N. Basi and V. Trach entitled "Antiallergic Activity of WAL 801 Eye Drops, in Animal

Models" published in "Methods and Findings in Experimental and Clinical Pharmacology" Vol.

16 Suppl. 1,1994 (the "Canovas Abstract").

31. The application for the'602 patent, filed in 2007, is a continuation of U.S. Patent

Application No. 10/271,180 (the "'180 application"), which is a continuation of U.S. Patent

Application No. 09/706,650 (the "'650 application"), which claims priority to U.S. Provisional

Patent Application No. 60/167,771 (the"'777 provisional application") filed in 1999.

32. The Canovas Abstract was published more than one year before the earliest

priority date of the '602 patent.

33. At least one inventor of the '602 patent, V. Trach, was also an author of the

Canovas Abstract. As such he was awaÍe of the Canovas Abstract at the time of filing of the

'771 provisional application, the'650 application, the'180 application and the application

leading to the '602 patent.

34. The applicants were also aware that N. Basi and M. Canovas, two authors of the

Canovas Abstract, were involved in Epinastine research at or sponsored by one or more of the

Boehringer Defendants, or related entities, related to the claimed invention (the "Study") and

relied on this research to overcome asserted prior art and secure their patent. N. Basi was
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Managing Director for the Study and M. Canovas was the author and Study Director. V. Trach

was the Sponsor's Monitoring Scientist.

35. The Canovas Abstract discloses an "important antiallergic effect" for topical

application of 0.05-0.5% Epinastine to rat conjunctiva.

36. The'602 patent reports antiallergic effects of Epinastine from studies of topical

application of 0.05o/o - 0.5% of Epinastine in rat models.

37 . The'602 patent claims a method of treating allergic conjunctivitis by topically

applyrng 0.005 to 0.5 mglml Epinastine to the conjunctiva of a host. 0.005 to 0.5 mglml can also

be expressed as 0.0005 to 0.05% Epinastine.

38. The'602 patent and the Canovas Abstract are thus directed to the same subject

matter.

39. During prosecution of the '650 application the applicants submitted the Canovas

Abstract to the patent office in an Information Disclosure Statement ("IDS").

40. At that time the PTO did not consider the Canovas Abstract and thus made no

determination regarding its relevance to the invention disclosed and claimed in the '650

application.

4I. Under PTO regulations in force at the time the'602 patent and '180 application

were prosecuted, an applicant prosecuting a continuation application was required to resubmit

references that had previously been submitted in a parent application but had not been considered

by the Patent Offrce.

42. The applicants failed to submit the Canovas Abstract during prosecution of either

the'602 patent or its parent, the '180 application. Both of these applications were continuations,

either directly or indirectly, of the '650 application.
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43. The applicants also filed a request for accelerated examination of the '602 patent

application. As part of a request for accelerated examination an applicant is required to conduct

a preexamination search of patent and nonpatent literature and submit an accelerated

examination support document along with an IDS citing the references deemed most closely

related to the subject matter of each of the claims.

44. The applicants for the'602 patent submitted the required accelerated examination

support document and IDS, but failed to list or disclose the Canovas Abstract, despite its close

relationship to the subject matter claimed in the '602 patent.

45. Due to the similarity in disclosure between the Canovas Abstract and the

invention claimed in the '602 patent a reasonable patent examiner would have found the Canovas

Abstract material prior art.

46. Applicants' failure to disclose the material Canovas Abstract during prosecution

of the '180 application and the application leading to the '602 patent, after initially disclosing it

during prosecution of the '650 application and representing in the accelerated examination

document that they had disclosed the most closely related pnor art, demonstrates an intent to

deceive the patent office.

47. Applicants' intentional deception constitutes inequitable conduct rendering the

' 602 p atent unenforceabl e.

48. Sandoz reserves the right to further supplement these allegations as more

information becomes available through the discovery process.

49 . This judicial declaration is necessary and appropriate in order that Sando z may

ascertain its rights and duties with respect to the '602 patent.
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THIRD CLAIM FOR RELIEF

(Declaratory Judgment of Noninfringement of the '602 patent)

50. Sandoz hereby incorporates byreference each and every allegation set forth in

paragraphs 1-49 of this Complaint.

51. The Sandoz 0.05o/o Epinastine Hydrochloride Ophthalmic Solution product

described in the 90-950 ANDA does not infringe any valid, enforceable claim of the '602 patent.

52. This judicial declaration is necessary and appropriate in order that Sandoz may

ascertain its rights and duties with respect to the '602 patent.

PRAYER FOR RELIEF

Wherefore, Sandoz Inc. prays for a judgment against defendants Boehringer Ingelheim

Pharma GmbH & Co. KG and Boehringer Ingelheim Intemational GmbH as follows:

(a) That the Court declare that each and every claim of the '602patent is invalid for

failing to satisfy the requirements for patentability;

,(b) 
That the Court declare that the '602 patent is unenforceable due to inequitable

conduct before the Patent Office;

(c) That the Court declare that the O.Ìs%Epinastine Hydrochloride Ophthalmic

Solution described in Sandoz's 90-950 ANDA does not infringe any valid,

enforceable claim of the '602 patent;

(d) That the Court deem this case "exceptional" within the meaning of 35 U.S.C.

$ 285 entitling Sandoz to an award of its reasonable attorneys fees and expenses

in this action; and
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(e) That the Court grant such other and further relief as the Court may deem just and

proper.

Respectfully submitted,Dated: July 31, 2009

Of Counsel:

David C. Doyle
Anders T. Aannestad
Marc D. Sharp
MORRISON & FOERSTER, LLP
12531High Bluff Drive, Suite 100

San Diego, CA 92130-2040
Telephone: (858) 720-5 I 00
Facsimile: (858) 120-5125
ddoyle@mofo.com
aaannestad@moþ.com
msharp@moþ.com

Washington, D.C. 20006-1 888

Telephone : (202) 887- 1 500

Facsimile: (202) 887 -07 63
jcorrado@mofo.com
jkolakowski@moþ.com

Attorneys for Plaintiff Sandoz Inc.

John@. Corrado (DCB #380948)
John L. Kolakowski (DCB #476228)
MORRISON & FOERSTER LLP
2000 Pennsylvania Avenue NW
Suite 6000
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