1IN THE UNITED STATES DISTRICT COURT
FOR THE SOUTHERN DISTRICT OF NEW YORK

ENDO PHARMACEUTICALS INC., 1 8 CV % 3 4 3 _
' " Plaintiff, | . | ‘ |
C.A. No.

\2 ' .
RANBAXY LABORATORIES LTD.,
RANBAXY INC,, and RANBAXY

- PHARMACEUTICALS INC,,

Defendants.

% i

u, gt

- Ranbaxy Laboratories Limited (“RLL"), Ranbaxy Inc., and Ranbaxy Pharmaceuticals Inc.

(“RPT”) (collectively, “Defendants™ or “Ranbaxy™), allege as follows:

PARTIES

1. Plaintiff Endo is a Delaware corporation, having its prinéipal place of business at
1400 Atwater Drive, Malvern, PA 19355. Endoisa specialty phaﬁnaceuticals company engaged |
in the research, development, sale and marketing of prescription pharmaceuticals used, among

. other things, to treat and manage pain. Endo markets and distributes OPANA® ER, an

innovative opioid painkiller designed to be crush-resistant (alternatively referred to herein as
“OPANA® ER CRF”). |

2. Upon information and belief, defendant RLL is an Indian corporation, ofganized
and existing under the country of India, and having its headquarters and principal place of
business at Plot No. 90, Sector 32, Gurgaon-122001, Haryana, India.

3. Upon information and belief, RLL is an internatibnal pharmaceutical company

engaged in the development, manufacture, distribution, sale and marketing of pharmaceuticals



for sale and use m over 150 countries arouﬁd the world and throughout the United States,
including in this judicial district.

- 4. Upon information and belief, defendant Ranbaxy Inci is a wholly-owned
subsidiary of RLL organized and existing under the laws of the State of Delaware, having its |
heédquarters and principal place of business at 600 College Road East, Suite 2100, Princeton, NJ
08540.

5. Upon mformation and belief, Ranbaxy Inc. is the North American commercial
arm of RLL, which is engaged in the deveioﬁrﬁent, manufacture, distribution, sale and marketiﬁg
of generic pharmaceuticals for sale and use throughout the United States, including in this
judicial district. |

6. Uj;)on information and belief, RPI is a wholly-owned subsidiary of RLL organized
and existing under the iaws of the State of Florida, having its prinéipal place of business at 9431 |
Florida Mining Boulevard East, Jacksonville, FL 32257.

7. | - Upon iﬁfoi‘mation and belief, RP1 is a generic pharmaceutical company engagéd :
in the development, manufacture, distribution, sale and marketing of generic pharmaceuticals for
salé and use throughout the United States, including in this judicial district.

8. Upoﬁ information and belief, RLL controls and directs the operations of Ranbaxy

-Inc. and RPL, and together all three companies have acted as each other’s alter ego, égent, and
ﬁartner in the development and preparation of Abbreviated New Drug Application (“ANDA”)
No. 203506 (“Ranbaxy’s ANDA”) for generic, non-crush-resistant “Oxymorphone |
ﬂydrochloride Extended-Release Tablets CII” (“Ranbaxy Generic OXymorphone ER Tablets™).

NATURE OF ACTION

9. This is an action arising under the Patent Laws of the United States, 35 U.S.C. §

100, ef seq. and the Declaratory Judgment Act, 28 U.S.C. § 2201, ef seq.



JURISDICTION AND VENUE

10.  This Court has jurisdiction over the subject matter of this action pursuant to 28
U.S.C. §§ 1331 and 1338(a) (patent inﬁin'gement),. and 28 U.S.C. §§ 2201 and 2202 (declaratory
judgment). | |
11;' Venue is proper in this distfict pursuant tb 28 U.S.C. §§ 1391(b) and 1400(b). |
12, This Court has personal jurisdiétion over each of the Defendants by virtue of the
fact that,r inter alia, they have cormﬁitted —or ajc'_led, abetted, planned, contributed to, or
participated in the chmiésion of — tortious conduct which will lead to foreseeable harm and
injury to Plaintiff in the State of New York.
13. . Defendants maintain continuous and systematic contacts with the State of New
York and this District. .Defendants market and sell pharmaceutical products throtighout the
United States, including the State §f New York, and regularly, systematically, and currently
transact business in“the Southern District of New York, at least by making and shipping into this
judicial diStﬁCt, or by offering to .;sell or selling, or causing others to _offer to sell or sell,
pharmaceutical products. Defendants derive substantial revenue from goods used or consumed
or services rendered in this judicial district.
14. Upon information and belief, Defendants currently sell signiﬁqant quantities of
'. (;VSI fifty (50) different generic drug products in the Southern District of New York. Those
products include, for example, generic versions of Lipitor™, Ativan® CIV, and Imitrei® CD.

Defendants pliblish a list of generic products manufactured ahd sold by Ranbaxy in the United

~ States at http://www.ranbaxy.com/us/products/generic-products/.
15. Ranbaxy Inc. and RPI are registered as Foreign Business Corporations by the
New York State Department of State, Division of Corporations. Ranbaxy Inc. and RPI list as

their registered agent Corporation Service Company, 80 State Street, Albany, NY 12207-2543.



16.  RPlisregistered as a Phanﬁacy Establishment in fﬁe State of New York by thé_
New York S_tatel Dgpartrﬁent of Education, Office of the Professions (Registratibﬁ No. 025942).
The registration has an active status and is valid through February 28,2015,

17. Upon informatioﬁ and belief, Defendants intend td distribute and sell generic

OPANA® ER in a non-crush-resistant form ip this judicial distlict. should Ranbéxy’s ANDA be

i approved by FDA. |

18.  Furthermore, the Defendants recently did not contest this Court’s jurisdiction over
each of them in Purdue Pharma L.P., et al. v. Ranbaxy Inc., et al., Civ.. A.No. 11-2401-SHS"
.(S.D‘.N.Y.). |

19.  Based on the facts and causes alleged herein, and for additional reasons to be
developed through discovery, this Coﬁrt has personal jurisdiction over the Defendants.

FACTUAL BACKGROUND

Endo’s OPANA® ER CRF NDA

2. On December 12, 2011, FDA approved Endo’sTSupplemental New Drug
Application (‘;SNDA”) 201655, under § 505(b) of the Fe&eral Food, Drug and Cosmetic Act, 21
US.C. § 355(b), for OPANA® ER CRF, which is designed to be a crush-resistant tablet that
contains oxyrﬁorphone hydrochloride for the relief of pain.

21. | OPANA® ER CRF is distributed and sold throughout the United States for relief
of moderate to severe pain in patients requiring continuous ai'ound—the;clock opioid treatment for
an extended peripd of time.

THE PATENTS

22.  On December 14, 2010, the PTO duly and legally issued U.S. Patent No.
7,851,482 (“the 482 Patent”), entitled “Method For Making Analgesics™ to Johnson Matthey

Public Limited Company (“Johnson Matthey”) as assignee. Jen-Sen Dung, Erno M. Keskeny,



and James J. Mencel are named as inventors. A true and correct copy of thé ’482 Patent is |
attached as Exhibit A. | |

'23. Endo has acquired full title to the 482 Patent, and is now the sole owner and
assignee of the *482 Patent.

- 24.  Information regarding the Endo *482 Pétent was submitted to FDA for listing in
its publication, the Approved Drug Products with Therapeutic Equivalence Evaluations, which is
réferred to as the “Orange Book.” See21 U.S.C. § 355(b)(1) and (c)(2). Pursuant to 21 C.F.R.
-§. 314.53(e), FDA has listed the *482 Patent in the Orange Book with reference to NDA. 201655. :

25, On November 13, 2012, the PTO duly and legally issued U.S. Patent No.
8,309,122 (“the *122 Patent”), entitled “Oxymorphone Controlled Release Fo;mulations” 10
Endo Pharmaceuticals, Inc. as assignee. Huai-Hung Kao, Anand R. Baichwal, Troy McCall, and
David Lee are named as inventors. A true and correct copy of the *122 Patent is attached as

| ‘Exhibit B.

26.  Endo is the sole owner and assignee of the *122 Patent.

27.  Information regarding the Endo *122 Patent has been submitted to FDA for listing
in the Orange Book. |
. | 28.  OnDecember 11,2012, the PTO duly and legally issued U.S. Patent No.
8,329,216 (“the *216 Patent™), entitled “Oxymorphone Controlled Release Formulations” to |
Endo Pharmacéuticéls, Inc. as assignee. Huai-Hung Kao, Anand R. Baichwal, Troy McCélI, and.

| David Lee are named as inventors. A true and correctrcopy of the *216 Patent is attached as |
Exhibit C. |

29.  Endo is the sole owner and assignee of the *216 Patent.



30.  Information régarding the Endo *216 Patent haé been shbfnitted to FDA for listing |
in the Orange Book.. |

31.  OPANA® ER CRF is covered by one or more claims of each of the 482,122,
and “216 Patents.

DEFENDANTS’ INFRINGING PRODUCT

32.  Sometime befoi'e Décembef 28,2011, Defendants filed ANDA No. 203 506, under
§ 5053) of the Fédefal Food, Drug and Cosmetic Act, 21 U.S.C. § 355(j), seeking approval to
engage in the commercial manufactﬁring, use and sale of the Ranbaxy Generic Oxymorphone
_ ER Tablets as a generic vers_ioﬁ on the original, non-crush-resistant formulation of OPANA® ER
l(the “Discontinued FOrmulg’sioﬂ”). In a letter dated December 28,2011 (“Notice Letter”),
Ranbaxy notified Endo fhat Ranbaxy had made an allegation under § 505G)(2)(A)(vii)(IV) as
part of filing ANDA No. 203506 with FDA.

33.  Upon information and belief, Defendants plan to market and sell Ranbaxy’s
Generic Oxymorphone ER Tablets as a generic substitute for OPANA® ER and in competition
with OPANA® ER CRF.

34,  Defendants’ manufacture and sale of the Ranbaxy Generic Oxymorphone ER
Tablets will cause Endo to suffer harm, including without limitation, irreparable injury to its
business reputétion and goodvﬁll, lost sales of OPANA® ER CREF, the loss of the benefit of its
investment in developing the reformulated crush-resistant version of OPAI\-IA® ER, and price
erosion for OPANA® ER CRF.

35.  Defendants’ marketiﬁg and sale of Ranbaxy’s Generic Oxymorphone ER Tablets

will cause wholesale drug distributors, prescribing physicians and pharmacies to purchase,

prescribe, and dispense it in competition with and as a substitute for OPANA® ER CRF.



36.  Defendants’ manufacture and sale of Ranbaxy’s Generic Oxymorphone ER
Tablets will cause Endo to suffer immediate and irreparable harm, incIudiﬁg without limitation,
irreparable injury to its business reputation and goodwill, lost sales of OPANA® ER CRF, the
loss of the benefit of its invesﬁnent in developing OPANA® ER and the reformulated crush- _

resistant version of OPANA® ER, and price erosion for OPANA® ER CRF.

COUNT I: INFRINGEMENT OF THE *482 PATENT

| 37.  Endo incorporates each of paragraphs 1-36 above as if set forth fully herein.

38.  Ranbaxy’s submission of ANDA No. 203_506 and amendments thereto, including
the § 505G) (2N A)(vii)(TV) allegation of which it first notified Plaintiff on or about. December 28,
2011, under which it seeks approval to market its Generic Oxymorphone ER Tablets before
' expiratién of the *482 Patent, constitutes infringement under 35 U.S.C. § 271(e)}(2)(A).

39.  Defendants’ commercial manufacture, bffer for sale, or sale of the Ranbaxy
Generic Oxymorphone ER Tablets in the strengfhs set forth in Ranba_xy’s December 28,2011
Notice Letter will infringe the 482 Patent under 35 U.S.C. § 271(3.)-'(0)_. |

40.  Upon information and belief, Defendants are aware of the existence of the *482
Patent, and are aware that the commercial manufacture, sale, and offer for sale of filing of the
Ranbaxy .Generic Oxymorphone ER Tablets constitutes infringement of the *482 Patent.
Defendants’ infringement is willful.

COUNT II: INFRINGEMENT OF THE 122 PATENT

41. | Endo incorporates each of paragraphs 1-40 above as if set forth fully herein.
| 42.  Ranbaxy’s submission of ANDA No. 203506 and amendments thereto, including
.the § 5056)(2)(A)(vii)(IV) allegation of which it first notified Plaintiff on or about December 28,
2011, under which it seeks approval to market its Generic Oxymorphqne ER Tablets before

expiration of the *122 Patent, constitutes infringement under 35 U.S.C. § 271(e)(2)A).



43,  Defendants’ commercial manufacture, offer for sale, or sale of the Ranbaxy
Generic Qxymorphone ER Tablets in the strengths set forth in Ranbaxy’s December 28, 2011
Notice Letter will infringe the *122 Patent under 35 U.S.C. § 271(a)-(c).

44,  Upon information and belief, Defendants are aware of the existence of the ’ 122
Patent, and are aware that the commercial manufacture, sale, and offer for sale of ﬁlihg of ther
Ranbaxy Generic Oxymorphone ER Tablets constitutes infringement of the 122 Patent.
Defendants’ infringement is willful.

COUNT III: INFRINGEMENT OF“ THE 216 PATENT

45, | Endo incorporates cach of paragraphs 1-44 gbove as if set forth fully herein.

46.  Ranbaxy’s submission of ANDA No. 203506 and amendments the_reto, includihg
the § 5050)(2)(A)(vii)(IV) allegation of which it first notified Plaintiff on or about becember 28,
- 2011, under which it seeks approval to market its Generic Oxymorphone ER Tablets before
expiration of thg ’216 Patent, constitutes infringement under 35 U.S.C. § 271(e)(2)(A).

47. Defendants’ commercial manufacture, offer for sale, or sale of thé Ranbaxy
Generic Oxymofphone ER Tablets in the strengths set fo@_in Ranbaxy’s December 28, 2011
Notice Lefter will infringe the *216 Patent under 35 U.S.C. § 271(a)-(c).

48..  Upon information and belief, Defendants are aware of the e);istence of the "216
Patent, and are aware that the commercial manufacture, sale, and offer for sale of filing of the
Ranbaxy Generic Oxymorphone ER Tablets constitutes, infringement of the 216 Patent.

Defendants’ infringement is willful.

COUNT IV: DECLARATORY JUDGMENT OF INFRINGEMENT OF THE 482
: PATENT

49.  Endo incbrporates each of paragraphs 1-48 above as if set forth fully herein. |



50.  This claim arises under the Declaratory Judgment Act, 28 U.S.C. §§ 2201 and
202,

51.  There is an actual case or controversy such that the Court may entertain Plaintiff’s
request for declare_l.tory relief consistent with A;‘ticle III of the United States Constitution, and this
actual case or controversy requires a declaration of rights by this Court.

52.  Defendants have made and will continue to make substantial preparation in the
United States to manufacture, offer to sell, sell and/or import the Ranbaxy Generic
Oxymorphone ER Tablets before the e)_(piration' of the 482 Patent.

53. Defendants’ actions, incl_t.lding, but not limite& to filing ANDA No. 203506,
expressing their intentions to manufacture, offer.to sell, sell and/or import the Ranbaxy Generic
Oxymorphoné ER Tablets before the expiration of the *482 Patent, indicater the Defendants’
| commitment to abridging Endo’s patent rights.

54.  Any commercial manufacture, use, offer for sale, sale, and/or importation of the
Ranbaxy Generic Oxymorphone ER Tablets Before the expiratioﬁ of the "482 Patent WiII
constitute direct infringement, contributory infringement, and/or active inducement of

_ infringement of the *482 Patent.
| 55.  Plaintiff is entitled to a declaratory judgment that any commercial manufacture,
use, offer for sale, sale, and/or importation of the Ranbaxy Generic Oxymorphone ER Tablets by .
Defendants before the expiration of the *482 Patent will constitute direct infringement,
| contﬁbutory infringement, and/-of active inducement of infringement of the *482 Patent.

COUNT V: DECLARATORY JUDGMENT OF INFRINGEMENT OF THE *122
PATENT

56.  Endo incorporates each of paragraphs 1-55 above as if set forth fully herein.



57. This claim arises under the Declaratory Judgment Act, 28 U.VS.C. $8 2201 and

2202. | |

. 58.  There is an actual case or controversy such that the Céurt may entertain Plaintiffs
request for declaratory relief consistent with Article III of the United States Constitution, and this

actual case or controversy reqﬁires a declaraﬁon of rights by this Court. N

59.  Defendants have ﬁlade and will continue to make substantial preparation in the

United States to manufacture, offer to sell, sell and/or import the Ranbaxy Generic

Oxymorphone ER Tablets before th¢ expiration of the *122 Patent.

60. Defendants’ actions, including, but not limited to filing ANDA No. 203506,

- expressing their intentioﬁs to manufacture, offer to sell, sell and/or import the Ranbaxy Generic
Oxym’orphong ER Tablets before the expiration of the *122 Pateht, indicate the Defendants’
commitment to abridging Endo’s patent rights.

61.  Any commercial manufacture, use, offei' for sale, sale, and/or importation of the
Ranbaxy Generic Oxymorphone ER Tablets before the expiration of the *122 Patent will

.(.:onstitute direct infringement, contributory infringement, and/or ractive inducement of
infringement of the 122 ?atent. :

62.  Plaintiff is entitled to a declaratory judgment that any commercial manufacture,
use, offer for sale, sale, and/or irﬁportati_én of the Ranbaxy Generic Oxymorphone ER Tablets by
Defendants before the expiration of the 122 Patent will constitute direct infringement,

contributory infringement, and/or active inducement of infringement of the *122 Patent.

COUNT VI: DECLARATORY JUDGMENT OF INFRINCEMENT OF THE °216
‘ : PATENT :

- 63.  Endo incorporates each of paragraphs 1-62 above as if set forth fully herein.
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.64. This claim aﬁées under the Declaratory Judgment Act, 28 U.S.C. §§ 2201 and
2202. |

65.  There is an actual case or controversy such- that the Court may entertain Plaintiff’s
request for declaratory relief consistent with Article 111 of the United States Constitution, and this
actual case or controversy requires a declaration of rights by this Court. |

66.  Defendants have made and will continue to make substantial preparation in the |
United States to manufacture, offer to sell, sell and/or import the Ranbaxy Generic
Oxymorphone ER Tablets before the expiration of the *216 Patent. |

67.  Defendants’ actions, including, but not Iimitéd to filing ANDA No. 203506,
expressing their intentions to manufacture, offer to sell, sell and/or import the Ranbaxy Generic
Ogymorphone ER Tablets beforg the expiration of the *216 Patent, indicaie the Defendants’
commitment to abridging Endo’s patent rights.

68. Any commercial manufacture, use, offer for sale, sale, and/or importation of the
Ranbaxf Generic OXSfmorphone ER Tablets b.efore the expiration of the *216 Patent will
constitute direct infﬁngement; contributory infringement, and/or active inducement of
infringement of the 216 Patent.

69.  Plaintiff is entitled to a declaratory judgment that any commercial manufacture,
use, offer for sale, sale, and/or importation of the Ranbaxy Generic Oxymorphone ER Tablets by
Defendants before the expiration of the *216 Patent will constitute direct infringement,
contributory infringeﬁlf;nt, and/or éctive inducement of infringement of the 216 Patent.

PRAYER FOR RELIEF

WHEREFORE, Plaintiff Endo respectfully requests the following relief:
A. A judgment that Defendants have infringed and are infringing the *482 Patent;

B. ‘A judgment that Defendants have infringed and are infringing the *122 Patent;

o 1t



C. A judgment that Defendants have infringed and are infringing the *216 Patent;

'D. A declaration that Defendanis’ commercial manufacture, distribution, use and sale
of the Ran:t)axy Generic Oxymorphone ER Tablets would infringe the *482 Patent; |

| E. - A declaration that Defendants’ commercial manufacture, distribution,‘ use and sale
of the Ranbaxy Ge‘neric. Oxymorphone ER Tablets would infringe the *122 Patent;

F. A declaration that Defendants’ commercial manufacture, distribution, use and sale
of the Ranbaxy Generic Oxymorphone ER Tablets would infringe the *216 Patent;

G.  Preliminary and permanent injunctive relief restraining and enjoining Defenciants,
their officers, ageﬂts,’ servants, and employees, and those persons in active concert or
participation with any of them, from inﬁingeﬁent of the *482, *122, and 216 Patents, for the full
terms thereof, including any extenéions;

H. A declaration that.this an exceiatibnal case and an award of reasonable attorneys’
fees pursuant to 35 U.S.C. § 285;

I. Reasonable aﬁomeys’ fees, ﬁling fees, aﬁd reasonable costs of suif incufred by
Endo in this action; and

J. Such other and further relief as the Court may deem just and proper.



Dated: June 21, 2013

- 14972107

by B —
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Joshua I. Sherman
DECHERT LLP

1095 Avenue of the Americas
New York, NY 10036

(212) 698-3500
joshua.sherman@dechert.com

ATTORNEYS FOR PLAINTIFF
ENDO PHARMACEUTICALS INC.

Of Counsel:

Martin J. Black

Robert D. Rhoad
DECHERT LLP

Cira Centre

2929 Arch Street
Philadelphia, PA 19104
(215) 994-4000

Jonathan D. Loeb

DECHERT LLP

2440 W. El Camino Real Suite 700
Mountain View, CA 94040

(650) 813-4800

ATTORNEYS FOR PLAINTIFF
ENDO PHARMACEUTICALS INC.



