Case 1:18-cv-00055-UNA Document 1 Filed 01/04/18 Page 1 of 12 PagelD #: 1

IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF DELAWARE

ELI LILLY AND COMPANY and ICOS
CORPORATION,

C.A. No.
Plaintiffs,

V.
LUPIN LIMITED and

LUPIN PHARMACEUTICALS, INC.,
Defendants.

N N N N N N N N N N N

COMPLAINT FOR PATENT INFRINGEMENT

Plaintiffs Eli Lilly and Company (“Lilly”) and ICOSCorporation (“ICOS”) (collectively
“Plaintiffs”) file this Complaint for patent infrigement against Defendants Lupin Limited
(“Lupin Ltd.”) and Lupin Pharmaceuticals, Inc. (“pun Inc.”) (collectively “Lupin” or
“Defendant”) under 35 U.S.C. § 271(e)(2) for ing@ment of U.S. Patent No. 6,943,166 (“the

166 patent”).

NATURE OF THE ACTION

1. This is an action for patent infringement arisimgler the patent laws of the United
States, Title 35, United States Code, against Digfiein This action relates to Abbreviated New
Drug Application No. 210567 (“tadalafil ANDA”) subitted by Defendant to the U.S. Food and
Drug Administration (“FDA”) for approval to marketgeneric version of Lilly’s Cialfs
(tadalafil) tablets (“proposed tadalafil ANDA praxdt) prior to the expiration of the '166 patent.
Defendant’s tadalafil ANDA includes a “Paragraphd&ftification” asserting that the '166
patent is invalid, unenforceable, and/or will netibfringed by the commercial manufacture,

use, and sale of Defendant’s proposed tadalafil ANbPoduct, which constitutes an act of
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infringement under the United States Patent Lawile 35 U.S.C. § 10@t seq., including 35

U.S.C. § 271(e)(2).

THE PARTIES

2. Lilly is an Indiana Corporation that has its comueroffices and principal place of
business at Lilly Corporate Center, Indianapohslidna 46285. Lilly is engaged in the business
of research, development, manufacture, and sgl@arimaceutical products throughout the
world.

3. ICOS is a Delaware corporation having its corpoaddtiee at Lilly Corporate Center,
Indianapolis, Indiana 46825. 1COS is a wholly odnseibsidiary of Lilly.

4. Upon information and belief, Lupin Ltd. is a corpton organized under the laws of
India, having a principal place of business in éndvith a “corporate office” at B/4 Laxmi
Towers, Bandra Kurla Complex, Bandra (E), Mumba&@RBL India and a “registered office” at
3rd floor Kalpataru Inspire, Off. W E Highway, Saatuz (East), Mumbai 400055 India.

5. Upon information and belief, Lupin Ltd. manufactsiend/or distributes generic
drugs for sale and use throughout the United Stetelsiding in the State of Delaware, and
including through its agent Lupin Inc.

6. Upon information and belief, Lupin Inc. is a corabon organized under the laws of
the State of Delaware and has its principal plddausiness at 111 South Calvert Street,
Harborplace Tower, 21st Floor, Baltimore, Maryl&i?02.

7. Upon information and belief, Lupin Inc. manufactusnd/or distributes numerous
generic drugs for sale and use throughout the ditates, including in the State of Delaware,
and including as an agent of Lupin Ltd.

8. Upon information and belief, Lupin Inc. is a whotlyvned subsidiary of Lupin Ltd.

2.
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JURISDICTION AND VENUE

9. Each of the preceding paragraphs 1 to 8 is re-edle@md re-incorporated as if fully
set forth herein.

10.This action arises under the patent laws of theddrnstates, 35 U.S.C. 88 100, et
seq., and this Court has jurisdiction over the ettlanatter of this action under 28 U.S.C. 8§88
1331, 1338(a), 2201, and 2202.

11.Venue is proper in this Court under 28 U.S.C. §8118nd 1400(b).

12.0n information and belief, Lupin Inc. and Lupin Ltbllaborate to develop,
manufacture, import, market, and distribute, andérpharmaceutical products, including
generic drug products manufactured and sold putsadhe tadalafil ANDA, throughout the
United States and the State of Delaware.

13.0n information and belief, Lupin Inc. and Lupin Lttbld themselves out as a unitary
entity for purposes of manufacturing, marketindljregg and distributing generic products.

14.0n information and belief, Lupin Inc. and Lupin Ltgork in concert with each other
with respect to the regulatory approval, manufangjmarketing, sale, and distribution of
generic pharmaceutical products in the State chate and throughout the United States.

15.0n information and belief, Lupin Inc. is the agehtupin Ltd. Upon information
and belief, Lupin Inc. is acting as the agent gbibu_td. with respect to ANDA No. 210567.

16. Lupin Inc. is subject to personal jurisdiction mst District due, among other things,
to its substantial, systematic, purposeful, andinaaus contact in this District.

17.0n information and belief, Lupin Inc. is incorpagdtin Delaware and has a
registered agent for service of process in thiscidistrict.

18.0n information and belief, Lupin Inc., directly through its affiliate Lupin Ltd.,
manufactures, markets, imports, and sells geneugsdfor distribution in Delaware and
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throughout the United States. On information aelieh Lupin Inc. purposefully has conducted
and continues to conduct business, directly orugpnats affiliate Lupin Ltd. in Delaware, and
this Judicial District is a destination for Lupincl’s generic products.

19.0n information and belief, Lupin Inc. has previgusbnsented to personal
jurisdiction in this District. See, e.g., Unimed Pharmaceuticals, LLC et al. v. al. v. Lupin Atlantis
Holdings SA et al., Civ. Action No. 1:15-cv-904-RGA (D. Del.FForest Labs., Inc. et al. v. Lupin
Pharmaceuticals, Inc. et al., Civ. Action No. 1:08-cv-021-GMS-LPS (D. Del.)

20.Lupin Ltd. is subject to personal jurisdiction mg District due, among other things,
to its substantial, systematic, purposeful, andinaaus contact in this District. On information
and belief, Lupin Ltd., directly or through its sudbiary Lupin Inc., manufactures, markets,
imports, and sells generic drugs for distributinibielaware and throughout the United States.
On information and belief, Lupin Ltd. purposefuligs conducted and continues to conduct
business, directly or through its subsidiary Lulma. in Delaware, and this Judicial District is a
destination for Lupin Ltd.’s generic products.

21.0n information and belief, Lupin Ltd. has previgusbnsented to personal
jurisdiction in this District. See, e.g., Bayer Intellectual Property GmbH et al. v. Lupin Ltd. et
al., Civ. Action No. 1:17-cv-1047-RGA (D. Del.Dmeros Corp. v. Lupin Ltd., et al., Civ.
Action No. 1:17-cv-00803-RGA (D. Del.)

22.Lupin is subject to specific jurisdiction in thigdirict based on the filing of its
tadalafil ANDA with a Paragraph IV certificationgarding the 166 patentSee Acorda
Therapeutics Inc. v. Mylan Pharm. Inc., 817 F.3d 755 (Fed. Cir. 2016).

23.As inAcorda, Lupin “has taken the costly, significant step oplgmg to the FDA for

approval to engage in future activities—includihg tarketing of its generic drugs—that will
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be purposefully directed at,” on information andidfethis District and elsewhereicorda
Therapeutics, 817 F.3d at 759.

24.Lupin’s “ANDA filings constitute formal acts thaekiably indicate plans to engage in
marketing of the proposed generic drugécorda Therapeutics, 817 F.3d at 760.

25.As in Acorda, on information and belief Lupin “intends to ditesales of its drugs
into Delaware, among other places, once it hasatpgested FDA approval to market them.”
Acorda Therapeutics, 817 F.3d at 758.

26.0n information and belief, Lupin will engage in rkating of its proposed tadalafil
ANDA product in Delaware, upon approval of its tidid ANDA.

27.Lupin’'s ANDA filing, including its Paragraph IV csfications regarding the '166
patent at issue here, is suit-related and hassiantial connection with this District because it
reliably, non-speculatively predicts activitiestims District by Lupin.

28.“[T]he minimum-contacts standard is satisfied bg garticular actions [Lupin] has
already taken—its ANDA filing[]—for the purpose ehgaging in that injury-causing and
allegedly wrongful marketing conduct in” this Distr Acorda Therapeutics, 817 F.3d at 760.

29.Exercising personal jurisdiction over Lupin in tisstrict would not be unreasonable
given Lupin’s contacts in this District, and theeirest in this District of resolving disputes
related to products to be sold herein.

PATENT-IN-SUIT

30.0n September 13, 2005, the U.S. Patent and Tra#tedftice duly and legally
issued the '166 patent entitled “Compositions Cadsipg Phosphodiesterase Inhibitors for the
Treatment of Sexual Dysfunction.” A true and cotreopy of the '166 patent is attached hereto

as Exhibit A. The claims of the '166 patent arkdvand enforceable. At the time of its issue,
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the '166 patent was assigned to Lilly ICOS, LLC #@naas subsequently assigned to ICOS
which currently holds title.

31.Lilly is the holder of NDA No. 021368 by which FDdranted approval for the
marketing and selling of tadalafil tablets in 2.§,r&8 mg, 10 mg, and 20 mg dosage strengths for
the treatment of erectile dysfunction. Lilly matkeadalafil tablets in the United States under
the name “Ciali€” in 2.5 mg, 5 mg, 10 mg, and 20 mg dosage strengithe '166 patent is one
of the patents listed in the FDA publication estitRpproved Drug Products with Therapeutic
Equivalence Evaluations (commonly known as the Orange Book) as coveriegaihproved

indications for Ciali&.

INFRINGEMENT BY DEFENDANT

32.Each of the preceding paragraphs 1 to 31 is rg&dl@nd re-incorporated as if fully
set forth herein.

33.1n a letter dated November 21, 2017 (“the Notic&r&), Defendant notified
Plaintiffs that Defendant had submitted its tadbRINDA to FDA under Section 505(j) of the
Federal Food, Drug, and Cosmetic Act (21 U.S.C55%(jp) to obtain approval to engage in the
commercial manufacture, use or sale of its proptaealafii ANDA product in 2.5 mg, 5 mg, 10
mg, and 20 mg strengths.

34.This Complaint is being filed before the expiratmirforty-five days from the date
Lilly received the Notice Letter.

35.The Notice Letter states that Defendant is seeépgoval from FDA to engage in
the commercial manufacture, use, and sale of d@pgsed tadalafil ANDA product before the

expiration of the '166 patent. On information deief, Defendant intends to engage in the

ME1 26388900v.1



Case 1:18-cv-00055-UNA Document 1 Filed 01/04/18 Page 7 of 12 PagelD #: 7

commercial manufacture, use, and sale of its gemadialafil tablets after receiving FDA
approval to do so.

36.1n the Notice Letter, Defendant notified Plaintiffsat its ANDA contained a
Paragraph IV certification asserting that the "p@éent is invalid, unenforceable, and/or will not
be infringed by the commercial manufacture, usd,sate of Defendant’s proposed tadalafil
ANDA product.

37.Pursuant to 21 U.S.C. 355())(2)(B)(ii), any notletter containing a Paragraph IV
certification must contain a “detailed statementhef factual and legal basis of the applicant’s
opinion that the patent is not valid, is unenfoldeaor will not be infringed.” In Defendant’s
Notice Letter, Defendant does not deny that themersial manufacture, use, offer to sell, or
sale of its proposed tadalafil ANDA product wilbimce infringement of claims 1-2, 4, 5 and 7-
12 of the '166 patent, if these claims are founlitiva

38. Claim 1 of the '166 patent recites “a method e&ting sexual dysfunction in a
patient in need thereof comprising orally adminisige one or more unit dose containing about 1
to about 20 mg, up to a maximum total dose of 2Qoergday, of a compound having the
structure [that is tadalafil].” Exhibit A, cols4115, line 65-line 15.

39.1In its Notice Letter, Defendamidmits that itgroposed tadalafil ANDA product will
be a tablet and that it will contain tadalafil aseative ingredient in 2.5 mg, 5 mg, 10 mg, and 20
mg dosage strengths.

40.1In its Notice Letter, Defendant does not providg alleged‘factual and legal basis”
(21 U.S.C. 355(j)(2)(B)(ii)) that its proposed téadd ANDA product will not be marketed to
treat “sexual dysfunction in a patient in need ¢lécomprising orally administering one or

more unit dose containing about 1 to about 20 mpgpwa maximum total dose of 20 mg per day,
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of [tadalafil],” consistent with the FDA approveabkl for Ciali§ which states that it is indicated
for the treatment of male erectile dysfunction (ED)

41.0n information and belieDefendanwill market its proposed tadalafil ANDA
product to treat “sexual dysfunction in a patienheed thereof comprising orally administering
one or more unit dose containing about 1 to abBunhg, up to a maximum total dose of 20 mg
per day, of [tadalafil],” consistent with the FDA@roved label for Cialfs

42.Claim 2 of the '166 patent recites “[tjhe methodc@&im 1 wherein the sexual
dysfunction is male erectile dysfunction.” ExhiBitcol. 15, lines 16-17.

43.In its Notice Letter, Defendant does not providg alleged‘factual and legal basis”
(21 U.S.C. 355(j)(2)(B)(ii)) that its proposed téadd ANDA product will not be marketed to
treat “male erectile dysfunction,” consistent witle FDA approved label for Ciafisvhich
states that it is indicated for the treatment ofensgiectile dysfunction (ED).

44.0n information and belieDefendanwill market its proposed tadalafil ANDA
product to treat male erectile sexual dysfunctamsistent with the FDA approved label for
Cialis®.

45.Claim 4 recites “[tlhe method of claim 1 whereir tlnit dose contains about 2 to
about 20 mg of the compound.” Exhibit A, col. libes 20-21. Ints Notice Letter, Defendant
admits that itproposed tadalafil ANDA product will contain tad@las an active ingredient in
2.5 mg, 5 mg, 10 mg, and 20 mg dosage strengths.

46.Claim 5 recites “[tlhe method of claim 1 whereie tlnit dose contains about 5 mg of
the compound. Exhibit A, col. 16, lines 3-4. itthNotice Letter, Defendant admits that its
proposed tadalafil ANDA product will contain tad@las an active ingredient in a 5 mg dosage

strength, among others.
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47.Claim 7 recites “[tjhe method of claim 1 whereie tinit dose is in a form selected
from the group consisting of a liquid, a tabletapsule, and a gelcap.” Exhibit A, col. 16, lines
8-9. Inits Notice LetteDefendant admits that ifmoposed tadalafil ANDA product is a tablet
product.

48. Claim 8 recites “the method of claim 1 wherein ting dose contains about 2.5 mg
of the compound.” Exhibit A, col. 16, lines 11-1k its Notice Letter, Defendant admits that its
proposed tadalafil ANDA product will contain taddlas an active ingredient in a 2.5 mg
dosage strength, among others.

49.Claim 9 recites “[tlhe method of claim 8 whereie tlnit dose is administered once
per day.” Exhibit A, col. 16, lines 13-14.

50.In its Notice Letter, Defendant does not providg alleged‘factual and legal basis”
(21 U.S.C. 355(j)(2)(B)(ii)) that its proposed t&dd ANDA product will not be marketed to be
“administered once per daygdnsistent with the FDA approved label for Ciali<On
information and belieDefendanwill market its proposed tadalafil ANDA productrfonce
daily use, consistent with the FDA approved labelGialis®.

51.Claim 10 recites “[tlhe method of claim 5 wherehne tunit dose is administered once
per day.” Exhibit A, col. 16, lines 13-14.

52.1In its Notice Letter, Defendant does not providg alleged‘factual and legal basis”
(21 U.S.C. 355(j)(2)(B)(ii)) that its proposed t&dd ANDA product will not be marketed to be
“administered once per daygdnsistent with the FDA approved label for Ciali<On
information and beliefDefendantwill market its proposed tadalafil ANDA productrfonce

daily use, consistent with the FDA approved labelGialis”.
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53.Claim 11 recites “[tlhe method of claim 1 wheréhe ttompound is administered as a
free drug.” Exhibit A, col 16, 15-16.

54.1n its Notice Letter, Defendant does not providg alleged‘factual and legal basis”
(21 U.S.C. 355(j)(2)(B)(ii)) that its proposed téadd ANDA product will not be ‘administered
as a free drug.” On information and belief, Defamits proposed tadalafil ANDA product will
contain tadalafil as a free drug.

55.Claim 12 recites “[tlhe method of claim 1 wherene tunit dose contains about 20 mg
of the compound.” lits Notice Letter, Defendant admits thatpteposed tadalafil ANDA
product will contain tadalafil as an active ingm=atiin a 20 mg dosage strength, among others.

COUNT I: INFRINGEMENT OF THE '166 PATENT
UNDER 35 U.S.C. § 271(e)(2)(A)

56.Each of the preceding paragraphs 1 to 55 is rgedl@nd re-incorporated as if fully
set forth herein.

57.Defendant’s submission of its tadalafil ANDA to alot approval to engage in the
commercial manufacture, use, offer to sell, or sélits proposed tadalafii ANDA product prior
to the expiration of the 166 patent constitutechanof infringement under 35 U.S.C.
8 271(e)(2)(A).

58.0n information and belief, upon FDA approval of Badant’s tadalafil ANDA,
Defendant will infringe at least one claim of tli&6 patent by making, using, offering to sell,
and selling its proposed tadalafil ANDA productlie United States and/or importing such
tablets into the United States in violation of 35IC. 88 271(a), 271(b), and/or 271(c) unless

enjoined by the Court.
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59.If Defendant’s marketing and sale of its proposethtafil ANDA product prior to
expiration of the '166 patent is not enjoined, Rdiis will suffer substantial and irreparable

harm for which there is no remedy at law.

PRAYER FOR RELIEF

Wherefore, Plaintiffs demand judgment against Deden and respectfully request that
this Court grant the following relief:

A. A judgment that the claims of the 166 patent aseinvalid, not unenforceable,
and are infringed by Defendant’s submission ofattalafil ANDA, and that Defendant’s
making, using, offering to sell, or selling in tbaited States, or importing into the United States
Defendant’s proposed tadalafil ANDA product wilfrimge the '166 patent.

B. An order pursuant to 35 U.S.C. § 271(e)(4)(A) pdawy that the effective date of
any approval of Defendant’s tadalafil ANDA shall&elate which is not earlier than the latest
expiration date of the '166 patent, including amye@sions and/or additional periods of
exclusivity to which Plaintiffs are or become eletik

C. An order permanently enjoining Defendant, its &ftéds, subsidiaries, and each of
its officers, agents, servants and employees, fagktacting in privity or concert with them,
from making, using, offering to sell, or sellingtime United States, or importing into the United
States, Defendant’s proposed tadalafil ANDA produtil after the latest expiration date of the
166 patent, including any extensions and/or adddl periods of exclusivity to which Plaintiffs
are or become entitled.

D. An order that the effective date of any FDA apptafeDefendant’s generic
proposed tadalafil ANDA product shall be no earlean thirty months from the date of the
Notice Letter, in accordance with 21 U.S.C. 8 3g5{{B)(iii).

-11-
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E. Such further and other relief as this Court deeropgr and just, including any
appropriate relief under 35 U.S.C. § 285.
Dated: January 4, 2018 Respectfully submitted,
MCCARTER & ENGLISH, LLP

/s/ Daniel M. Silver

Michael P. Kelly (#2295)
Daniel M. Silver (#4758)
Benjamin A. Smyth (#5528)
Renaissance Centre

405 N. King Street, 8th Floor
Wilmington, Delaware 19801
(302) 984-6300

Of Counsel: mkelly@mccarter.com
dsilver@mccarter.com
Mark J. Feldstein bsmyth@mccarter.com

John M. Williamson
Krista Bianco
Danielle A. Duszczyszyn Attorneys for Plaintiffs Eli Lilly and Company
Yieyie Yang and |COS Corporation
Emily R. Gabranski
FINNEGAN, HENDERSON, FARABOW,
GARRETT & DUNNER, LLP
901 New York Avenue, N.W.
Washington, D.C. 20001-4413
Phone: (202) 408-4000
Fax: (202) 408-4400

Charles E. Lipsey

FINNEGAN, HENDERSON, FARABOW,
GARRETT & DUNNER, LLP

Two Freedom Square

11955 Freedom Drive

Reston, Virginia 20190-5675

Phone: (571) 203-2700

Fax: (202) 408-4400
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