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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF DELAWARE

MERCK SHARP & DOHME CORP.,
Plaintiff,
V.

ANCHEN PHARMACEUTICALS, INC., C.A. No.
and PAR PHARMACEUTICAL, INC.,

Defendants.

COMPLAINT

Plaintiff Merck Sharp & Dohme Corp. (“Merck”), btsiattorneys, for its Complaint,
alleges as follows:

1. This is an action for patent infringement underphgent laws of the United
States, Title 35, United States Code, and for &adstory judgment of patent infringement under
28 U.S.C. 88 2201 and 2202 and the patent lawseo/nited States, Title 35, United States
Code, that arises out of defendants’ submissiokbbfeviated New Drug Application
("ANDA") No. 204144 to the U.S. Food and Drug Adnsitration (“FDA”) seeking approval to
commercially manufacture, use, offer for sale,, seitl/or import a version of JANUMET XR
(metformin hydrochloride; sitagliptin phosphateended release tablets) prior to the expiration
of U.S. Patent No. 7,326,708 (“the '708 patent”).

2. Anchen Pharmaceuticals, Inc. notified Merck bydettdated August 13, 2012,
and October 22, 2012 (“Anchen’s Notice Lettersgttih had submitted to the FDA ANDA No.
204144 (“Anchen’s ANDA”"), seeking approval from tRBA to engage in the commercial

manufacture, use, offering for sale, sale, and/goirtation of generic metformin hydrochloride
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and sitagliptin phosphate extended release ort&afyAnchen’s ANDA Product”) prior to the
expiration of the "708 patent.

3. On information and belief, Anchen’s ANDA Productigeneric version of
Merck’s JANUMET XF.

PARTIES

4, Plaintiff Merck is a corporation organized and &rig under the laws of New
Jersey, having its corporate offices and pringgate of business at One Merck Drive,
Whitehouse Station, New Jersey 08889.

5. Merck is the holder of New Drug Application (“NDANo. 202270 for
JANUMET XR® (metformin hydrochloride; sitagliptin phosphateesnded release tablets),
which has been approved by the FDA.

6. On information and belief, defendant Anchen Phaeutcals, Inc. (“Anchen”) is
a corporation organized and existing under the laftbe State of Delaware, having its
corporate offices and principal place of busing€681 Jeromino Road, Irvine, California
92618. On information and belief, Anchen is in business of, among other things,
manufacturing and selling generic versions of beahpgharmaceutical drugs for the U.S. market.

7. On information and belief, defendant Par Pharmacautnc. (“Par”) is a
corporation organized and existing under the lainb® State of New York, with a principal
place of business at 1 Ram Ridge Road, ChestngeRiY 10977. On information and belief,
Par is in the business of, among other things, faatwring and selling generic versions of
branded pharmaceutical drugs through various opgragents, affiliates, and subsidiaries,
including Anchen.

8. Par is a wholly owned indirect subsidiary of Endternational PLC.
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9. On information and belief, Anchen is a wholly owrsetbsidiary of Par. Anchen
and Par are collectively referred to herein as ébdants.”

10.  On information and belief, Anchen and Par actecbimcert to prepare and submit
Anchen’s ANDA to the FDA.

11. Oninformation and belief, Anchen and Par know iaeind that upon approval
of Anchen’s ANDA, Anchen and Par will act in concer manufacture, market, sell, and
distribute Anchen’s ANDA Product throughout the tédi States, including in Delaware. On
information and belief, Anchen and Par are agehézaoh other and/or operate in concert as
integrated parts of the same business group, imguaith respect to Anchen’s ANDA Product,
and enter into agreements that are nearer thars &ngth. On information and belief, Anchen
and Par participated, assisted, and cooperateatiiying out the acts complained of herein.

12.  On information and belief, following any FDA appedwf Anchen’s ANDA,
Anchen and Par will act in concert to distributel @ell Anchen’s ANDA Product throughout the
United States, including within Delaware.

JURISDICTION

13.  This Court has jurisdiction over this action pursu@ 28 U.S.C. 88§ 1331,
1338(a), 2201, and 2202.

14.  This Court has personal jurisdiction over eachhefDefendants.

15.  Anchen is subject to personal jurisdiction in Dedagvbecause, among other
things, it has purposely availed itself of the Heése@nd protections of Delaware’s laws such that
it should reasonably anticipate being haled intarcbere. Anchen is a corporation organized
and existing under the laws of the State of Delawirqualified to do business in Delaware, and
has appointed a registered agent for service afgs®oin Delaware. Anchen therefore has

consented to general jurisdiction in Delaware addition, on information and belief, Anchen
3
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develops, manufactures, imports, markets, offesetip and/or sells generic drugs throughout
the United States, including in the State of Delayand therefore transact business within the
State of Delaware related to Merck’s claims, antieore engaged in systematic and continuous
business contacts within the State of Delaware.

16.  Paris subject to personal jurisdiction in Delawaegeause, among other things,
Par, itself and through its wholly owned subsidianchen, has purposefully availed itself of the
benefits and protections of Delaware’s laws suah itrshould reasonably anticipate being haled
into court here. On information and belief, Peself and through its wholly owned subsidiary
Anchen, develops, manufactures, imports, markdfex,soto sell, and/or sells generic drugs
throughout the United States, including in the &tdtDelaware, and therefore transacts business
within the State of Delaware, and/or has engagegstematic and continuous business contacts
within the State of Delaware. In addition, Pasudject to personal jurisdiction in Delaware
because, on information and belief, it controls dathinates Anchen and therefore the activities
of Anchen in this jurisdiction are attributed torPa

17.  In addition, this Court has personal jurisdictioreoDefendants because Anchen
and Par regularly engage in patent litigation comog FDA-approved branded drug products in
this district, do not contest personal jurisdictiorthis district, and/or have purposefully availed
themselves of the rights and benefits of this Cburasserting claims and/or counterclaims in
this Court. See, e.g., Noden Pharma DAC v. Anchen Pharms, Inc., No. 17-728-MPT, D.I. 23 (D.
Del. Aug. 11, 2017) (Anchen and Pdfjrrest Labs., LLC v. Lupin Ltd., No. 14-1058-LPS, D.I.
16 (D. Del. Sept. 9, 2014) (Anchei®ycampo AG v. Anchen Pharms, Inc., No. 13-202-GMS,

D.I. 23 (D. Del. July 8, 2013) (Anchen and Par).
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18.  On information and belief, if Anchen’s ANDA is amgwed, Anchen and Par will
act in concert to manufacture, market, sell, andfstribute Anchen’s ANDA Product within the
United States, including in Delaware, consistenhwinchen and Par’s practices for the
marketing and distribution of other generic pharewdical products. On information and belief,
Anchen and Par regularly do business in Delawaré Aachen and Par’s practices with other
generic pharmaceutical products have involved ptathhose products into the stream of
commerce for distribution throughout the Unitedt&aincluding in Delaware. On information
and belief, Anchen and Par’s generic pharmaceuicalucts are used and/or consumed within
and throughout the United States, including in B@l@. On information and belief, Anchen’s
ANDA Product will be prescribed by physicians preiog in Delaware, dispensed by
pharmacies located within Delaware, and used hbgatin Delaware. Each of these activities
would have a substantial effect within Delaware waodld constitute infringement of Merck’s
patent in the event that Anchen’s ANDA Productppraved before the patent expires.

19.  On information and belief, Anchen and Par derivessantial revenue from
generic pharmaceutical products that are used aodfisumed within Delaware, and that are
manufactured by Anchen and/or Par, and/or for whinbhen and/or Par is/are the named
applicant(s) on approved ANDAs. On information &edief, various products for which
Anchen and/or Par is/are the named applicant(sppnoved ANDAs are available at retail
pharmacies in Delaware.

VENUE

20.  Merck incorporates each of the preceding paragraph8 as if fully set forth

herein.

ME1 29532966v.1



Case 1:19-cv-00311-UNA Document 1 Filed 02/13/19 Page 6 of 11 PagelD #: 6

21.  Venue is proper in this district as to Anchen urizigtJ.S.C. § 1400(b) because
Anchen is a corporation organized and existing utige laws of the State of Delaware is subject
to personal jurisdiction in this judicial district.

22.  Venue is proper in this district as to Par undeld2B.C. § 1391 because Par is
subject to personal jurisdiction in this judiciastdict, has previously consented to venue in this
judicial district, and on information and belieflidonsent to venue for the purpose of this case.

THE '708 PATENT

23.  Merck incorporates each of the preceding paragrapB2 as if fully set forth
herein.

24.  The inventors named on the '708 patent are SteHiosvard Cypes, Alex Minhua
Chen, Russell R. Ferlita, Karl Hansen, lvan LeekYiK. Vydra, and Robert M. Wenslow, Jr.

25.  The '708 patent, entitled “Phosphoric Acid SaladDipeptidyl Peptidase-1V
Inhibitor” (attached as Exhibit A), was duly andddly issued on February 5, 2008.

26. Merck is the owner and assignee of the '708 patent.

27. The 708 patent claimsnter alia, a dihydrogenphosphate salt of 4-oxo-4-[3-
(trifluoromethyl)-5,6-dihydro[1,2,4]triazolo[4,3-pyrazin-7(8H)-yl]-1-(2,4,5-
trifluorophenyl)butan-2-amine of structural formujar a hydrate thereof, as recited in claim 1
of the 708 patent.

28. JANUMET XR®, as well as methods of using JANUMET %Rare covered by
one or more claims of the '708 patent, includingiral 1 of the '708 patent, and the '708 patent
has been listed in connection with JANUMET iR the FDA’s Orange Book.

COUNT I — INFRINGEMENT OF THE 708 PATENT

29.  Merck incorporates each of the preceding paragrapB8 as if fully set forth

herein.
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30. In Anchen’s Notice Letters, Defendants notified ®leof the submission of
Anchen’s ANDA to the FDA. The purpose of this susion was to obtain approval under the
FDCA to engage in the commercial manufacture, offet for sale, sale and/or importation of
Anchen’s ANDA Product prior to the expiration oetly08 patent.

31. In Anchen’s Notice Letters, Defendants also nadiferck that, as part of its
ANDA, Defendants had filed certifications of thetbé type described in Section
505())(2)(A)(vii)(1V) of the FDCA, 21 U.S.C. § 35§)(2)(A)(vii)(IV), with respect to the '708
patent. On information and belief, Defendants sttlech Anchen’s ANDA to the FDA
containing certifications pursuant to 21 U.S.C58@(2)(A)(vii)(IV) asserting that the 708
patent is invalid, unenforceable, and/or will netibfringed by the manufacture, use, offer for
sale, sale, and/or importation of Anchen’s ANDA dRrot.

32. In Anchen’s Notice Letters, Defendants stated Arathen’s ANDA Product
contains sitagliptin phosphate as an active ingradi

33.  Anchen’s ANDA Product, and the use of Anchen’s ANBPfduct, are covered
by one or more claims of the '708 patent, includiideast claim 1 of the '708 patent, because
claim 1 of the '708 patent covers the sitagliptiopphate contained in Anchen’s ANDA
Product.

34. In Anchen’s Notice Letters, Defendants did not eshinfringement of claim 1 of
the 708 patent.

35. Defendants’ submission of Anchen’s ANDA for the pase of obtaining
approval to engage in the commercial manufactige, offer for sale, sale, and/or importation of
Anchen’s ANDA Product before the expiration of tiA@8 patent was an act of infringement of

the '708 patent under 35 U.S.C. § 271(e)(2)(A).
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36. On information and belief, Defendants will engage¢hie manufacture, use, offer
for sale, sale, marketing, distribution, and/or artgtion of Anchen’s ANDA Product
immediately and imminently upon approval of theMBA.

37. The manufacture, use, sale, offer for sale, or mabion of Anchen’s ANDA
Product would infringe one or more claims of th@87patent, including at least claim 1 of the
708 patent.

38.  Oninformation and belief, the manufacture, uske, s#fer for sale, or
importation of Anchen’s ANDA Product in accordaneigh, and as directed by, its proposed
product labeling would infringe one or more claiafghe '708 patent, including at least claim 1
of the 708 patent.

39. Oninformation and belief, Defendants plan andndt, and will, actively
induce infringement of the '708 patent when AnclseBNDA is approved, and plan and intend
to, and will, do so immediately and imminently upapproval. Defendants’ activities will be
done with knowledge of the 708 patent and spedaifient to infringe that patent.

40. Oninformation and belief, Defendants know that Beww's ANDA Product and
its proposed labeling are especially made or addpteuse in infringing the 708 patent, that
Anchen’s ANDA Product is not a staple article ontnodity of commerce, and that Anchen’s
ANDA Product and its proposed labeling are notadlé for substantial noninfringing use. On
information and belief, Defendants plan and intendand will, contribute to infringement of the
708 patent immediately and imminently upon appt@faAnchen’s ANDA.

41.  Notwithstanding Defendants’ knowledge of the clamhshe '708 patent,

Defendants have continued to assert their intemavoufacture, offer for sale, sell, distribute,
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and/or import Anchen’s ANDA Product with its prodlabeling following FDA approval of
Anchen’s ANDA prior to the expiration of the '70&tent.

42.  The foregoing actions by Defendants constitute@ndill constitute
infringement of the 708 patent; active inducemefninfringement of the '708 patent; and
contribution to the infringement by others of tA@8 patent.

43.  Oninformation and belief, Defendants have actat will knowledge of the '708
patent and without a reasonable basis for beliethag Defendants would not be liable for
infringement of the '708 patent; active inducemefinfringement of the "708 patent; and/or
contribution to the infringement by others of tfA@8 patent.

44,  Merck will be substantially and irreparably damaggdnfringement of the 708
patent.

45.  Unless Defendants are enjoined from infringing #@8 patent, actively inducing
infringement of the 708 patent, and contributinghe infringement by others of the '708
patent, Merck will suffer irreparable injury. Mérbas no adequate remedy at law.

COUNT Il — DECLARATORY JUDGMENT
OF INFRINGEMENT OF THE '708 PATENT

46. Merck incorporates each of the preceding paragrap#s as if fully set forth
herein.

47.  The Court may declare the rights and legal relatmiithe parties pursuant to
28 U.S.C. 88 2201 and 2202 because there is aotastual controversy between Merck on the
one hand and Defendants on the other regardingnDafes’ infringement, active inducement of
infringement, and contribution to the infringeméwgtothers of the "708 patent.

48.  The Court should declare that the commercial manurfa, use, sale, offer for
sale or importation of Anchen’s ANDA Product with proposed labeling, or any other drug

9

ME1 29532966v.1



Case 1:19-cv-00311-UNA Document 1 Filed 02/13/19 Page 10 of 11 PagelD #: 10

product of Defendants that is covered by or wheseisicovered by the '708 patent, will
infringe, induce the infringement of, and contribw the infringement by others of the '708
patent, and that the claims of the '708 patentalie.

PRAYER FOR RELIEF

WHEREFORE, Merck requests the following relief:

(&) A judgment that the '708 patent has been infringeder 35 U.S.C. § 271(e)(2)
by Defendants’ submission to the FDA of Anchen’sB¥N

(b) A judgment ordering that the effective date of &DA approval of the
commercial manufacture, use, or sale of Anchen’®ANProduct, or any other drug product
that infringes or the use of which infringes th887patent, be not earlier than the latest of the
expiration date of the '708 patent, inclusive oy axtension(s) and additional period(s) of
exclusivity;

(c) A preliminary and permanent injunction enjoiningf@glants, and all persons
acting in concert with Defendants, from the comnamanufacture, use, sale, offer for sale, or
importation into the United States of Anchen’s ANPAoduct, or any other drug product
covered by or whose use is covered by the "708pabeior to the expiration of the '708 patent,
inclusive of any extension(s) and additional pegf$paf exclusivity;

(d) A judgment declaring that the commercial manufastuse, sale, offer for sale or
importation of Anchen’s ANDA Product, or any otlteug product that is covered by or whose
use is covered by the '708 patent, prior to tharakpn of the '708 patent, will infringe, induce
the infringement of, and contribute to the infringent by others of, the "708 patent;

(e) A declaration that this is an exceptional caseaamdward of attorney’s fees
pursuant to 35 U.S.C. § 285;

) Costs and expenses in this action; and
10
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(9) Such further and other relief as this Court maynu@est and proper.

Dated: February 13, 2019

OF COUNSEL:

Bruce R. Genderson
Jessamyn S. Berniker
Stanley E. Fisher

Shaun P. Mahaffy
Anthony H. Sheh
Jingyuan Luo*

WILLIAMS & CONNOLLY LLP
725 Twelfth Street, N.W.
Washington, DC 20005
T: (202) 434-5000

F: (202) 434-5029
bgenderson@wc.com
jberniker@wc.cor
sfisher@wc.com
smahaffy@wc.com
asheh@wc.com
jluo@wc.con

Respectfully submitted,
MCCARTER & ENGLISH, LLP

/s/ Daniel M. Silver

Michael P. Kelly (#2295)
Daniel M. Silver (#4758)
Alexandra M. Joyce (#6423)
Renaissance Centre

405 N. King Street, 8th Floor
Wilmington, Delaware 19801
(302) 984-6300
mkelly@mccarter.com
dsilver@mccarter.com
ajoyce@mccarter.com

Attorneys for Plaintiff
Merck Sharpe & Dohme Corp.

*Admitted only in CA. Practice supervised by D.GarB
members pursuant to D.C. Court of Appeals Rule}{®)c
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