
IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF DELAW ARE

CEPHALON, INC.

Plaintiff,

v.

FRESENIUS KABI USA, LLC,

Defendant.

)
)
)
)
)
)
)
)
)

C.A. No. _____________________

COMPLAINT FOR PATENT INFRINGEMENT

Plaintiff Cephalon, Inc. (“Cephalon”) brings this action for patent infringement against

Defendant Fresenius Kabi USA, LLC (“Fresenius”).

NATURE OF THE COMPLAINT

1. This is an action by Cephalon against Fresenius for infringement of United

States Patent No. 8,344,006(“the ’006Patent”). This action arises out of Fresenius’filing of its

Abbreviated New Drug Application (“ANDA”) No. 207303under Section 505(j) of the Federal

Food, Drug, Cosmetic Act (“the Act”), 21 U.S.C. §355(j). Fresenius is seeking approval by the

United States Food and Drug Administration (“FDA”) to sell, prior to the expiration of the ’006

patent, generic versions of TREANDA® (bendamustine HCl) injection liquid formulation,

Cephalon’s innovative drug for the treatment of patients with chronic lymphocytic leukemia

and non-Hodgkin lymphoma.

THE PARTIES

2. Plaintiff Cephalon is a corporation operating and existing under the laws of

Delaware, with its principal place of business at 41 Moores Road, Frazer, Pennsylvania 19355.

Cephalon is engaged in the business of research, development, manufacture and sale of

innovative pharmaceutical products throughout the world.
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3. On information and belief, defendant Fresenius is a limited liability company

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

business at 3Corporate Drive, Lake Zurich, Illinois 60047.

JURISDICTION AND VENUE

4. This action for patent infringement arises under 35U.S.C. §271. This action

relates to Fresenius’filing of an ANDA under Section 505(j) of the Act, 21 U.S.C. §355(j),

seeking FDA approval to sell generic versions of TREANDA injection liquid formulation,

Cephalon’s innovative drug for the treatment of patients with chronic lymphocytic leukemia

and non-Hodgkin lymphoma, prior to the expiration of the ’006patent.

5. This Court has jurisdiction over the subject matter of this action pursuant to

28U.S.C. §§1331 and 1338(a), and the Declaratory Judgment Act, 28U.S.C §§2201 and

2202.

6. This Court has jurisdiction over Fresenius. On information and belief, Fresenius

is a limited liability company organized and existing under the laws of the State of Delaware,

and has a registered agent for service in Delaware. On information and belief, Fresenius,

directly or through its affiliates and agents, develops, formulates, manufactures, markets and

sells pharmaceutical drug products, including generic drug products, throughout the United

States and in this Judicial District. On information and belief, Fresenius has purposefully

conducted and continues to conduct business in Delaware, and Delaware is a likely destination

of Fresenius’generic products. On information and belief, Fresenius has purposefully availed

itself of the rights and benefits of the laws of the State of Delaware, having previously

submitted to personal jurisdiction in this Court and having engaged in systematic and

continuous contacts with the State of Delaware.

7. Venue is proper in this Judicial District under 28U.S.C. §§1391 and 1400(b).
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BACKGROUND

8. Cephalon researched, developed, applied for and obtained FDA approval to

manufacture, sell, promote and/or market a bendamustine hydrochloride product known as

TREANDA injection liquid formulation.

9. Cephalon has been selling, promoting, distributing and marketing TREANDA

injection liquid formulation in the United States since 2014.

10. TREANDA injection liquid formulation is indicated to treat patients with

chronic lymphocytic leukemia and non-Hodgkin lymphoma.

11. Cephalon holds New Drug Application No. 22249 under Section 505(b)(1) of

the Act, 21 U.S.C. §355(b)(1), for TREANDA injection liquid formulation approved for

treating patients with chronic lymphocytic leukemia and non-Hodgkin lymphoma.

12. The ’006Patent, entitled “Liquid Formulations of Bendamustine,”was duly and

lawfully issued on January 1, 2013to inventors Anthony S. Drager, Rachel Y. Labell and

Piyush R. Patel. A true and accurate copy of the ’006Patent is attached hereto as Exhibit A.

13. The named inventors of the ’006Patent assigned their rights in the ’006patent to

Cephalon, Inc.

14. Cephalon is the sole owner by assignment of all right, title and interest in the

’006Patent.

15. The ’006Patent is listed in FDA publication “Approved Drug Products with

Therapeutic Equivalence Evaluations”(also known as the “Orange Book”), with respect to

TREANDA injection liquid formulation.

16. Fresenius submitted its ANDA to the FDA for the purpose of obtaining approval

to engage in the commercial manufacture, use, offer for sale, sale and/or import of Fresenius’
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bendamustine hydrochloride injection for intravenous infusion (“Fresenius’Bendamustine

Product”) ANDA Products before the expiration of the ’006Patent.

COUNT I
INFRINGEMENT OF THE ’006PATENT

17. Cephalon incorporates by reference and re-alleges Paragraphs 1 through 16as if

fully set forth herein.

18. On information and belief, Fresenius’Bendamustine Product contains the liquid

formulation of bendamustine hydrochloride recited in one or more claims of the ’006Patent.

19. On information and belief, when Fresenius filed its ANDA, it was aware of the

’006Patent.

20. Fresenius made and included in its ANDA a certification under

21 U.S.C. §355(j)(2)(A)(vii)(IV) (“paragraph (IV) certification”) that, in its opinion and to the

best of its knowledge, the ’006Patent is invalid and/or will not be infringed.

21. On information and belief, when Fresenius filed its ANDA with a paragraph

(IV) certification, it was aware that the filing of its ANDA with the request for its approval

prior to the expiration of the ’006Patent was an act of infringement of that patent.

22. On May 13, 2015, Cephalon received a letter from Fresenius dated May 12,

2015, purporting to be a Notification of Certification for ANDA No. 207303under

21 U.S.C. §355(j)(2)(B) and 21 C.F.R.. §314.95.

23. On information and belief, the commercial manufacture, use, offer for sale, sale,

marketing, distribution and/or importation of Fresenius’Bendamustine Product would infringe

one or more claims of the ’006Patent.

24. Under 35U.S.C. §271(e)(2)(A), Fresenius’filing of ANDA No. 207303with a

paragraph (IV) certification to obtain approval for Fresenius’Bendamustine Product before the

Case 1:15-cv-00536-LPS   Document 1   Filed 06/24/15   Page 4 of 9 PageID #: 4



5

expiration of the ’006Patent constitutes an act of infringement, and if approved, the

commercial manufacture, use, offer to sell, sale or importation of Fresenius’Bendamustine

Product containing bendamustine hydrochloride, would infringe one or more claims of the ’006

Patent under 35U.S.C. §271(a).

25. On information and belief, Fresenius’Bendamustine Product contains the same

liquid formulation of bendamustine hydrochloride recited in one or more claims of the ’006

Patent.

26. On information and belief, Fresenius plans and intends to, and will, infringe the

’006Patent immediately and imminently upon approval of ANDA No. 207303.

27. On information and belief, Fresenius intends, conditioned upon the FDA

granting it tentative approval of ANDA No. 207303, to market Fresenius’Bendamustine

Product for the treatment of patients with chronic lymphocytic leukemia and non-Hodgkin

lymphoma, as included in Cephalon’s TREANDA label. On information and belief, Fresenius

intends for doctors to prescribe, and for patients to use, Fresenius’Bendamustine Product in

accordance with and as directed by Fresenius’proposed labeling for Fresenius’Bendamustine

Product, which copies some or all of the indications in Cephalon’s TREANDA label.

28. On information and belief, Fresenius, under 35U.S.C. §271(b), acted in concert,

actively supported, participated in, encouraged and/or induced the infringement of one or more

claims of the ’006Patent.

29. On information and belief, Fresenius plans and intends to, and will, actively

induce infringement of the ’006Patent when ANDA No. 207303is approved, and plans and

intends to, and will do so immediately and imminently upon approval.

30. On information and belief, Fresenius knows that Fresenius’Bendamustine
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Product is especially made or adapted for use in infringing the ’006Patent and that Fresenius’

Bendamustine Product is not suitable for any substantial non-infringing uses. On information

and belief, under 35U.S.C. §271(c), Fresenius plans and intends to, and will, contribute to the

infringement of the ’006Patent immediately and imminently upon approval of ANDA No.

207303.

31. The foregoing actions by Fresenius constitute and/or would constitute

infringement of the ’006Patent, active inducement of infringement of the ’006Patent and/or

contribution to the infringement by others of the ’006Patent.

32. On information and belief, Fresenius acted without a reasonable basis for

believing that it would not be liable for infringing the ’006Patent under 35U.S.C. §271(a),

actively inducing infringement of the ’006Patent under 35U.S.C. §271(b) and/or contributing

to the infringement by others of the ’006Patent under 35U.S.C. §271(c).

33. Cephalon will be substantially and irreparably harmed by Fresenius’infringing

activities unless the Court enjoins those activities. Cephalon will have no adequate remedy at

law if Fresenius is not enjoined from the commercial manufacture, use, offer to sell, sale in and

importation into the United States of Fresenius’Bendamustine Product.

34. Fresenius’activities render this case an exceptional one, and Cephalon is entitled

to an award of its reasonable attorney fees under 35U.S.C. §285.

COUNT II
DECLARATORY JUDGMENT OF INFRINGEMENT

OF THE ’006PATENT

35. Cephalon incorporates by reference and re-alleges Paragraphs 1 through 34 as if

fully set forth herein.

36. On information and belief, Fresenius’Bendamustine Product contains the liquid

formulation of bendamustine hydrochloride recited in one or more claims of the ’006Patent.
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37. On information and belief, Fresenius plans to begin manufacturing, marketing,

selling, offering to sell and/or importing Fresenius’Bendamustine Product soon after FDA

approval of ANDA No. 207303. Such conduct will constitute direct infringement of one or

more claims of the ’006Patent under 35U.S.C. §271(a), inducement of infringement of the

’006Patent under 35U.S.C. §271(b) and contributory infringement of the ’006Patent under

35U.S.C. §271(c).

38. Fresenius’infringing patent activity complained of herein is imminent and will

begin following FDA approval of ANDA No. 207303.

39. As a result of the foregoing facts, there is a real, substantial and continuing

justiciable controversy between Cephalon and Fresenius as to liability for the infringement of

the ’006Patent. Fresenius’actions have created in Cephalon a reasonable apprehension of

irreparable harm and loss resulting from Fresenius’threatened imminent actions.

40. On information and belief, Fresenius will knowingly and willfully infringe the

’006Patent.

41. Cephalon will be irreparably harmed if Fresenius is not enjoined from infringing

the ’006Patent.

PRAYER FOR RELIEF

W HEREFORE, Cephalon respectfully requests the following relief:

A. a judgment that the ’006Patent is valid and enforceable;

B. a judgment that Fresenius’submission of ANDA No. 207303with a paragraph IV

certification, including all amendments, was an act of infringement of one or more claims of the

’006Patent;
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C. a judgment that the making, using, offering to sell, selling, marketing, distributing

or importing of Fresenius’s Bendamustine Product prior to the expiration of the ’006Patent will

infringe, actively induce infringement and/or contribute to the infringement of one or more

claims of the ’006Patent;

D. an Order pursuant to 35U.S.C. §271(e)(4)(A) providing that the effective date of

any FDA approval of ANDA No. 207303or any product or compound the use of which

infringes the ’006Patent shall be a date that is not earlier than the expiration of the ’006Patent;

E. an Order pursuant to 35U.S.C. §271(e)(4)(B) permanently enjoining Fresenius

and all persons acting in concert with Fresenius from commercially manufacturing, using,

offering for sale, selling, marketing, distributing or importing Fresenius’Bendamustine Product,

or any product or compound the use of which infringes the ’006Patent, or inducing or

contributing to the infringement of the ’006Patent until after the expiration of the ’006Patent;

F. an Order pursuant to 35U.S.C. §283permanently enjoining Fresenius and all

persons acting in concert with Fresenius from commercially manufacturing, using, offering for

sale, selling, marketing, distributing or importing Fresenius’Bendamustine Product, or any

product or compound the use of which infringes the ’006Patent, or inducing or contributing to

the infringement of the ’006Patent until after the expiration of the ’006Patent;

G. an Order enjoining Fresenius and all persons acting in concert with Fresenius

from seeking, obtaining or maintaining approval of ANDA No. 207303before the expiration of

the ’006Patent;

H. an award of Cephalon’s damages or other monetary relief to compensate

Cephalon if Fresenius engages in the commercial manufacture, use, offer to sell, sale or

marketing or distribution in or importation into the United States of Fresenius’Bendamustine
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Product, or any product or compound the use of which infringes the ’006Patent, or the

inducement or contribution of the foregoing, prior to the expiration of the ’006Patent in

accordance with 35U.S.C. §271(e)(4)(C);

I. a determination that this is an “exceptional”case under 35U.S.C. §285and an

award of attorneys’fees;

J. an award of costs and expenses in this action; and

K. an award of any such other and further relief in law or in equity to which

Cephalon may be justly entitled.

Dated:June 24, 2015

OF COUNSEL:

Aaron Stiefel
Daniel P. DiNapoli
Soumitra Deka
KAYE SCHOLER LLP
250 W est 55th Street
New York, NY 10019-9710
United States
(212) 836-8000

Assad H. Rajani
KAYE SCHOLER LLP
Two Palo Alto Square, Suite 400
3000 El Camino Real
Palo Alto, CA 94306
(650) 319-4560

BAYARD, P.A.

/s/Stephen B. Brauerman (No. 4952)
Stephen B. Brauerman (No. 4952)
Vanessa R. Tiradentes (No. 5398)
Sara E. Bussiere (No. 5725)
222 Delaware Avenue, Suite 900
P.O. Box 25130
W ilmington, Delaware 19801
(302) 655-5000
sbrauerman@ bayardlaw.com
vtiradentes@ bayardlaw.com
sbussiere@ bayardlaw.com

Attorneys for Plaintiff
Cephalon, Inc.

Case 1:15-cv-00536-LPS   Document 1   Filed 06/24/15   Page 9 of 9 PageID #: 9


