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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF DELAWARE

MERCK SHARP & DOHME CORP.,
Plaintiff,
V.

SANDOZ INC., C.A. No.

Defendant.

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 lawseot/nited States, Title 35, United States
Code, that arises out of defendant’s submissiokbbfeviated New Drug Application
(“ANDA") Nos. 202387 and 202388 to the U.S. Food &rug Administration (“FDA”) seeking
approval to commercially manufacture, use, offersfale, sell, and/or import versions of
JANUVIA® (sitagliptin phosphate) and JANUME Tmetformin hydrochloride; sitagliptin
phosphate) prior to the expiration of U.S. Patent §326,708 (“the 708 patent”).

2. Sandoz Inc. notified Merck by letter dated Decen#ier2010 (“Sandoz’s '387
Notice Letter”), that it had submitted to the FDAIBA No. 202387 (“Sandoz’s '387 ANDA”),
seeking approval from the FDA to engage in the censial manufacture, use, offering for sale,
sale, and/or importation of generic sitagliptin pplate oral tablets (“Sandoz’s ‘387 ANDA

Product”) prior to the expiration of the '708 paten
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3. On information and belief, Sandoz’s '387 ANDA Pratlis a generic version of
Merck’s JANUVIA®.

4. Sandoz Inc. notified Merck by letter dated Decen#tier2010 (“Sandoz’s 388
Notice Letter”) that it had submitted to the FDA BN No. 202388 (“Sandoz’s '388 ANDA”"),
seeking approval from the FDA to engage in the censial manufacture, use, offering for sale,
sale, and/or importation of generic metformin hyroride and sitagliptin phosphate oral
tablets (“Sandoz’s '388 ANDA Product”) prior to teepiration of the '708 patent.

5. On information and belief, Sandoz’s '388 ANDA Pratlis a generic version of
Merck’s JANUMET®.

6. Sandoz’s '387 Notice Letter and Sandoz’s '388 Nwtietter are collectively
referred to herein as “Sandoz’s Notice Lettersahd®z’s '387 ANDA and Sandoz’s '388
ANDA are collectively referred to herein as “Sando&NDAs.” Sandoz’s '387 ANDA Product
and Sandoz’s '388 ANDA Product are collectivelyere¢d to herein as “Sandoz’s ANDA
Products.”

PARTIES

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

8. Merck is the holder of New Drug Application (“NDANo. 21995 for
JANUVIA® (sitagliptin phosphate), which has been approvethe FDA.

9. Merck is the holder of NDA No. 22044 for JANUMETmetformin
hydrochloride; sitagliptin phosphate), which hasrbapproved by the FDA.

10. On information and belief, defendant Sandoz InSa(fdoz”) is a corporation
organized and existing under the laws of Stateaddi@do, having its corporate offices and
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principal place of business at 100 College Roadt\WArsmceton, NJ 08540. On information and
belief, Sandoz is in the business of, among otiiegs, manufacturing and selling generic
versions of branded pharmaceutical drugs for ti& bharket.

11. Oninformation and belief, Sandoz prepared and #tdnSandoz’'s ANDAS to
the FDA.

12.  On information and belief, Sandoz knows and intehds upon approval of
Sandoz’s ANDAs, Sandoz will manufacture, markelt, aed distribute Sandoz’s ANDA
Products throughout the United States, includinDetaware.

13.  On information and belief, following any FDA appedwf Sandoz’s ANDAS,
Sandoz will distribute and sell Sandoz’'s ANDA Prodthroughout the United States, including
within Delaware.

JURISDICTION

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

15.  This Court has personal jurisdiction over Sandoz.

16. Sandoz is subject to personal jurisdiction in Deleswbecause, among other
things, it has purposely availed itself of the Hése@nd protections of Delaware’s laws such that
it should reasonably anticipate being haled intarcbere. On information and belief, Sandoz
develops, manufactures, imports, markets, offesetip and/or sells generic drugs throughout
the United States, including in the State of Delayand therefore transacts business within the
State of Delaware related to Merck’s claims, anties engaged in systematic and continuous
business contacts within the State of Delaware.

17.  In addition, this Court has personal jurisdictioienSandoz because Sandoz
regularly engages in patent litigation concernimpAFapproved branded drug products in this
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district, does not contest personal jurisdictiothiis district, and has purposefully availed itself
of the rights and benefits of this Court by assgrtilaims and/or counterclaims in this Court.
See, e.g., AstellasUSLLC v. Sandoz Inc., No. 18-1676-CFC, D.I. 13 (D. Del. Nov. 30, 2018);
Lundbeck A/Sv. Sandoz Inc., No. 18-177-LPS, D.l. 9 (D. Del. Apr. 13, 2018).

18.  On information and belief, if Sandoz’s ANDAs argepved, Sandoz will
manufacture, market, sell, and/or distribute SaisdAkIDA Products within the United States,
including in Delaware, consistent with Sandoz’'scpices for the marketing and distribution of
other generic pharmaceutical products. On infoionadnd belief, Sandoz regularly does
business in Delaware, and its practices with ogleaeric pharmaceutical products have involved
placing those products into the stream of commencdistribution throughout the United States,
including in Delaware. On information and beli8&ndoz’s generic pharmaceutical products are
used and/or consumed within and throughout theedrfitates, including in Delaware. On
information and belief, Sandoz’s ANDA Products Vo prescribed by physicians practicing in
Delaware, dispensed by pharmacies located withlavize, and used by patients in Delaware.
Each of these activities would have a substantietewithin Delaware and would constitute
infringement of Merck’s patent in the event thah&az's ANDA Products are approved before
the patent expires.

19. On information and belief, Sandoz derives substhrgvenue from generic
pharmaceutical products that are used and/or caetwithin Delaware, and which are
manufactured by Sandoz and/or for which Sandazeisiamed applicant on approved ANDAs.
On information and belief, various products for eéhBandoz is the named applicant on

approved ANDAs are available at retail pharmaaie®elaware.
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VENUE

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

21.  Venue is proper in this district as to Sandoz ura$et).S.C. § 1391 because
Sandoz is subject to personal jurisdiction in fhdicial district, has previously consented to
venue in this judicial district, and on informatiand belief will consent to venue for the purpose
of this case.

THE '708 PATENT

22.  Merck incorporates each of the preceding paragrapBs as if fully set forth
herein.

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

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

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

26. 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.

27.  JANUVIA®, as well as methods of using JANUVipare covered by one or more
claims of the 708 patent, including claim 1 of tA@8 patent, and the "708 patent has been

listed in connection with JANUVIR in the FDA’s Orange Book.
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28.  JANUMET®, as well as methods of using JANUME &re covered by one or
more claims of the '708 patent, including claimfthe '708 patent, and the '708 patent has been
listed in connection with JANUME®in the FDA’s Orange Book.

COUNT I — INFRINGEMENT OF THE 708 PATENT
(SANDOZ'S '387 ANDA PRODUCT)

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

30. In Sandoz’s '387 Notice Letter, Sandoz notified beof the submission of
Sandoz’s '387 ANDA to the FDA. The purpose of thidbomission was to obtain approval under
the FDCA to engage in the commercial manufactuse, offer for sale, sale and/or importation
of Sandoz’s '387 ANDA Product prior to the expioatiof the '708 patent.

31. InSandoz’'s '387 Notice Letter, Sandoz also nadifiterck that, as part of its
ANDA, Sandoz had filed certifications of the typesdribed in Section 505(j)(2)(A)(vi))(IV) of
the FDCA, 21 U.S.C. 8§ 355 (j)(2)(A)(vii)(IV), witrespect to the '708 patent. On information
and belief, Sandoz submitted its ANDA to the FDAtzoning certifications pursuant to 21
U.S.C. 8 355())(2)(A)(vii)(1V) asserting that thé08 patent is invalid, unenforceable, and/or will
not be infringed by the manufacture, use, offersfle, sale, and/or importation of Sandoz’s '387
ANDA Product.

32. In Sandoz’s '387 Notice Letter, Sandoz stated 8zatdoz’s '387 ANDA Product
contains sitagliptin phosphate as an active ingradi

33. Sandoz’'s '387 ANDA Product, and the use of Sand@8% ANDA Product, are
covered by one or more claims of the '708 patewiuding at least claim 1 of the '708 patent,
because claim 1 of the '708 patent covers thelgtagphosphate contained in Sandoz’s '387

ANDA Product.
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34. In Sandoz's '387 Notice Letter, Sandoz did not eshinfringement of claim 1 of
the 708 patent.

35. Sandoz’s submission of Sandoz’s '387 ANDA for thegose of obtaining
approval to engage in the commercial manufactige, offer for sale, sale, and/or importation of
Sandoz’s '387 ANDA Product before the expiratiorited 708 patent was an act of
infringement of the 708 patent under 35 U.S.C7&(2)(2)(A).

36. On information and belief, Sandoz will engage ia thanufacture, use, offer for
sale, sale, marketing, distribution, and/or impwstaof Sandoz’s '387 ANDA Product
immediately and imminently upon approval of its AND

37. The manufacture, use, sale, offer for sale, or mahion of Sandoz’s '387 ANDA
Product would infringe one or more claims of th@8patent, including at least claim 1 of the
708 patent.

38.  Oninformation and belief, the manufacture, uske, s#fer for sale, or
importation of Sandoz’s '387 ANDA Product in accande with, and as directed by, its
proposed product labeling would infringe one or enclaims of the 708 patent, including at
least claim 1 of the '708 patent.

39. On information and belief, Sandoz plans and inteéndand will, actively induce
infringement of the '708 patent when Sandoz’s '28VDA is approved, and plans and intends
to, and will, do so immediately and imminently upapproval. Sandoz’s activities will be done
with knowledge of the 708 patent and specific mit® infringe that patent.

40.  On information and belief, Sandoz knows that Saisd887 ANDA Product and
its proposed labeling are especially made or addpteuse in infringing the 708 patent, that

Sandoz’s '387 ANDA Product is not a staple artmleeommodity of commerce, and that
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Sandoz’s '387 ANDA Product and its proposed lalgeéine not suitable for substantial
noninfringing use. On information and belief, Sanglans and intends to, and will, contribute
to infringement of the '708 patent immediately amaninently upon approval of Sandoz’s '387
ANDA.

41. Notwithstanding Sandoz’s knowledge of the claimshef'708 patent, Sandoz has
continued to assert its intent to manufacture rdffesale, sell, distribute, and/or import
Sandoz’s '387 ANDA Product with its product labeglifollowing FDA approval of Sandoz’s
'387 ANDA prior to the expiration of the 708 paten

42.  The foregoing actions by Sandoz constitute andilbcanstitute infringement of
the '708 patent; active inducement of infringemefnthe '708 patent; and contribution to the
infringement by others of the '708 patent.

43.  Oninformation and belief, Sandoz has acted withkfuowledge of the '708
patent and without a reasonable basis for beliethagit would not be liable for infringement of
the '708 patent; active inducement of infringemeinthe '708 patent; and/or contribution to the
infringement by others of the '708 patent.

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

45.  Unless Sandoz is enjoined from infringing the "fi2ent, 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
(SANDOZ'S '387 ANDA PRODUCT)

46. Merck incorporates each of the preceding paragrapis as if fully set forth

herein.
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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 Sandoz on the other regarding Sandézgyement, active inducement of
infringement, and contribution to the infringeméngtothers of the "708 patent.

48.  The Court should declare that the commercial manurfa, use, sale, offer for
sale or importation of Sandoz’s '387 ANDA Produdthwits proposed labeling, or any other
Sandoz drug product that is covered by or whosasusavered by the '708 patent, will infringe,
induce the infringement of, and contribute to theimgement by others of the 708 patent, and
that the claims of the '708 patent are valid.

COUNT IIl = INFRINGEMENT OF THE 708 PATENT
(SANDOZ'S '388 ANDA PRODUCT)

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

50. In Sandoz’s '388 Notice Letter, Sandoz notified beof the submission of
Sandoz’s '388 ANDA to the FDA. The purpose of thidbomission was to obtain approval under
the FDCA to engage in the commercial manufactwse, affer for sale, sale and/or importation
of Sandoz’s '388 ANDA Product prior to the expioatiof the '708 patent.

51. In Sandoz’s '388 Notice Letter, Sandoz also nadifiderck that, as part of its
ANDA, Sandoz had filed certifications of the typesdribed in Section 505(j)(2)(A)(vi))(IV) of
the FDCA, 21 U.S.C. 8§ 355 (j)(2)(A)(vii)(IV), witrespect to the '708 patent. On information
and belief, Sandoz submitted its ANDA to the FDAtzoning certifications pursuant to 21
U.S.C. 8 355())(2)(A)(vii)(IV) asserting that thé08 patent is invalid, unenforceable, and/or will
not be infringed by the manufacture, use, offersfle, sale, and/or importation of Sandoz’s '388

ANDA Product.
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52. In Sandoz’s '388 Notice Letter, Sandoz stated 8zatdoz’s '388 ANDA Product
contains sitagliptin phosphate as an active ingradi

53. Sandoz’s '388 ANDA Product, and the use of Sand@88 ANDA Product, are
covered by one or more claims of the 708 patewiuding at least claim 1 of the '708 patent,
because claim 1 of the '708 patent covers thelgtagphosphate contained in Sandoz’s '388
ANDA Product.

54. In Sandoz’'s '388 Notice Letter, Sandoz did not eshinfringement of claim 1 of
the "708 patent.

55.  Sandoz’s submission of Sandoz’s '388 ANDA for thegose of obtaining
approval to engage in the commercial manufactige, offer for sale, sale, and/or importation of
Sandoz’s '388 ANDA Product before the expiratiorited 708 patent was an act of
infringement of the 708 patent under 35 U.S.C7&(2)(2)(A).

56. On information and belief, Sandoz will engage ia thanufacture, use, offer for
sale, sale, marketing, distribution, and/or impwstaof Sandoz’s '388 ANDA Product
immediately and imminently upon approval of its AND

57. The manufacture, use, sale, offer for sale, or mahion of Sandoz’s '388 ANDA
Product would infringe one or more claims of th@8patent, including at least claim 1 of the
708 patent.

58.  Oninformation and belief, the manufacture, uske, s#fer for sale, or
importation of Sandoz’s '388 ANDA Product in accande with, and as directed by, its
proposed product labeling would infringe one or enclaims of the 708 patent, including at

least claim 1 of the '708 patent.
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59. On information and belief, Sandoz plans and inteéndand will, actively induce
infringement of the '708 patent when Sandoz’s '288DA is approved, and plans and intends
to, and will, do so immediately and imminently upapproval. Sandoz’s activities will be done
with knowledge of the 708 patent and specific mit® infringe that patent.

60.  On information and belief, Sandoz knows that Saisd888 ANDA Product and
its proposed labeling are especially made or addpteuse in infringing the 708 patent, that
Sandoz’s '388 ANDA Product is not a staple artmleeommodity of commerce, and that
Sandoz’s '388 ANDA Product and its proposed lalgeéine not suitable for substantial
noninfringing use. On information and belief, Sanglans and intends to, and will, contribute
to infringement of the '708 patent immediately amaninently upon approval of Sandoz’s '388
ANDA.

61. Notwithstanding Sandoz’s knowledge of the claimghef’708 patent, Sandoz has
continued to assert its intent to manufacture rdffesale, sell, distribute, and/or import
Sandoz’s '388 ANDA Product with its product labeglifollowing FDA approval of Sandoz’s
'388 ANDA prior to the expiration of the '708 paten

62. The foregoing actions by Sandoz constitute andiltbcanstitute infringement of
the '708 patent; active inducement of infringemeinthe '708 patent; and contribution to the
infringement by others of the '708 patent.

63. On information and belief, Sandoz has acted withkluowledge of the '708
patent and without a reasonable basis for beliethagit would not be liable for infringement of
the '708 patent; active inducement of infringemeinthe '708 patent; and/or contribution to the

infringement by others of the '708 patent.
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64. Merck will be substantially and irreparably damadpgdnfringement of the '708
patent.

65. Unless Sandoz is enjoined from infringing the "f@fent, 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 IV — DECLARATORY JUDGMENT

OF INFRINGEMENT OF THE '708 PATENT
(SANDOZ'S '388 ANDA PRODUCT)

66. Merck incorporates each of the preceding paragrapBs as if fully set forth
herein.

67. The Court may declare the rights and legal relatmirthe parties pursuant to
28 U.S.C. 88 2201 and 2202 because there is abtastual controversy between Merck on the
one hand and Sandoz on the other regarding Sandézgyement, active inducement of
infringement, and contribution to the infringeméngtothers of the '708 patent.

68. The Court should declare that the commercial manturfe, use, sale, offer for
sale or importation of Sandoz’s '388 ANDA Produdthwits proposed labeling, or any other
Sandoz drug product that is covered by or whosasusavered by the '708 patent, will infringe,
induce the infringement of, and contribute to theimgement by others of the 708 patent, and
that the claims of the '708 patent are valid.

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 Sandoz’s submissions to the FDA of Sandoz’s ANDA

(b) A judgment ordering that the effective date of &DA approval of the

commercial manufacture, use, or sale of Sandoz’®ARroducts, or any other drug product
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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 enjoiningh8az, and all persons acting
in concert with Sandoz, from the commercial manufieg use, sale, offer for sale, or
importation into the United States of Sandoz’'s ANP#ducts, 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 pef$paf exclusivity;

(d) A judgment declaring that the commercial manufastuse, sale, offer for sale or
importation of Sandoz’s ANDA Products, or any ottang 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

(9) Such further and other relief as this Court maynu@est and proper.
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Dated: February 13, 20

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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