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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF DELAWARE

)
ASTRAZENECA AB, )
)
Plaintiff, )
)
V. )
) CAA No.
ZYDUS PHARMACEUTICALS (USA) )
INC., )
)
Defendant. )
)
)
COMPLAINT FOR PATENT INFRINGEMENT
Plaintiff AstraZeneca AB (“AstraZeneca”), by itstaneys, hereby alleges as
follows:

NATURE OF THE ACTION

1. This is an action for patent infringement arisingder the patent laws of the
United States, Title 35, United States Code, agaiefendant Zydus Pharmaceuticals (USA) Inc.
(“Zydus”). This action relates to Abbreviated N&wug Application (“ANDA”) No. 211582
filed by Zydus with the U.S. Food and Drug Adminagion (“FDA”) for approval to market 5
mg and 10 mg dapagliflozin tablets, generic versiohAstraZeneca’s FARXIGAdrug product
(the “ANDA Products”), prior to expiration of U.Ratent Nos. 6,414,126 (“the '126 patent”)

and 6,515,117 (“the '117 patent”).
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PARTIES

2. Plaintiff AstraZeneca is a company operating andgteyg under the laws of
Sweden, with its principal place of business ab%-85 Sodertalje, Sweden.

3. Plaintiff's subsidiary, AstraZeneca Pharmaceutidd®s is a limited partnership
operating and existing under the laws of Delawait its principal place of business at 1800
Concord Pike, Wilmington, Delaware 19803.

4, AstraZeneca is engaged in the business of cread@vgloping, and bringing to
market revolutionary biopharmaceutical products help patients prevail against serious
diseases, including treatments for type 2 diabetéBhrough its subsidiary, AstraZeneca
Pharmaceuticals LP, AstraZeneca markets and sARXFGA® in this judicial district and
throughout the United States.

5. Upon information and belief, Zydus is a corporat@ganized under the laws of
New Jersey, having a principal place of busines&3aRoute 31 North, Pennington, New Jersey
08534.

6. Upon information and belief, Zydus is a generic rpteceutical company that
develops, manufactures, markets and distributesrgepharmaceutical products for sale in the
State of Delaware and throughout the United States.

JURISDICTION AND VENUE

7. This action arises under the patent laws of theaddintates, 35 U.S.C. 88 1@D,
seg., and this Court has jurisdiction over the subjewtter of this action under 28 U.S.C.
§§ 1331, 1338(a), 2201, and 2202.

8. Upon information and belief, this Court has perdgmasdiction over Zydus by

virtue of having conducted business in Delawargjngaavailed itself of the rights and benefits
-2-
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of Delaware law such that it should reasonablycgrdie being haled into court in this judicial

district, and having engaged in systematic andicoous contacts with the State of Delaware
through the marketing and sales of generic drudymets within this judicial district, through the

receipt of revenue from the sales and marketingesferic drug products within this judicial

district, and through its pursuit of regulatory egal for Zydus’s ANDA Products to market

and sell Zydus’s ANDA Products, if approved, insthudicial district and to residents of this

judicial district. Acorda Therapeutics Inc. v. Mylan Pharm. Inc., 817 F.3d 755 (Fed. Cir. 2016),

cert. denied sub nom. Mylan Pharm. v. Acorda Therapeutics, 137 S. Ct. 625 (2017).

9. Upon information and belief, Zydus has been, antticoes to be, the prime actor
in the drafting, submission, approval and mainteeasf ANDA No. 211582.

10.  On information and belief, if ANDA No. 211582 is@pved, Zydus will market,
distribute, offer for sale, and/or sell Zydus’'s ANIProducts in the United States, including in
Delaware, and will derive substantial revenue fritw@ use or consumption of Zydus’s ANDA
Products in the State of Delaware.

11. On information and belief, if ANDA No. 211582 is@pved, Zydus's ANDA
Products will be marketed, distributed, offered $ate, and/or sold in Delaware; prescribed by
physicians practicing in Delaware; dispensed byriplgies located within Delaware; and/or
used by patients in Delaware, all of which will baar substantial effect on Delaware.

12. If ANDA No. 211582 is approved, AstraZeneca will barmed by Zydus’s
marketing, distribution, offer for sale, and/or esaf Zydus's ANDA Product, including in
Delaware.

13.  Upon information and belief, Zydus previously haaiked itself of this forum by

litigating civil actions initiated in this jurisdion. See, e.g., Millennium Pharm., Inc. v. Zydus
-3-
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Pharm. (USA) Inc. et al., No. 1:17-cv-00423 (D. Del. May 24, 2017) (D.l; Sanofi-Aventis
U.S LLC et al. v. Zydus Pharm. (USA) Inc. et al., No. 1:17-cv-00034 (D. Del. Apr. 10, 2017 )
(D.1. 9); Astellas Pharma, Inc. et al. v. Zydus Pharm. (USA) Inc. et al., No. 1:16-cv-01167 (D.
Del. Feb. 27, 2017) (D.l. 118mgen Inc. v. Zydus Pharm. (USA) Inc. et al., No. 1:16-cv- 00853
(D. Del. Apr. 28, 2017) (D.l. 99)Genzyme Corp. et al. v. Zydus Pharm. (USA) Inc., No. 1:16-
cv-00540 (D. Del. Jul. 20, 2016) (D.I. 1@)psher-Smith Labs, Inc. v. Zydus Pharm. (USA) Inc.

et al., No. 1:16-cv-00248 (D. Del. Oct. 31, 2016) (D.B)1 On information and belief, Zydus
also has affirmatively invoked this Court’s jurision by asserting counterclaims in cases it has
litigated in Delaware. For example, Zydus assectathterclaims in the cases listed above.

14. Upon information and belief, venue is proper foistproceeding. Zydus has
previously conceded that venue is proper in Delavedrleast in the cases listed above and has
conceded that venue is proper in Delaware for mepmf the counterclaims that it has filed in
those cases.

FIRST COUNT FOR PATENT INFRINGEMENT ('126 PATENT)

15. AstraZeneca realleges, and incorporates in fukingeach preceding paragraph.

16. The U.S. Patent and Trademark Office (“PTQO”) issthexl’126 patent on July 2,
2002, entitled “C-Aryl Glucoside SGLT2 Inhibitorsich Method.” The '126 patent identifies
Bruce Ellsworth, William N. Washburn, Philip M. Sh&ang Wu, and Wei Meng as inventors
of the claimed subject matter. A true and corweqiy of the '126 patent is attached hereto as
Exhibit A.

17. AstraZeneca is the owner of the '126 patent byueirdf assignment and has the

right to enforce it.
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18. The '126 patent expires on October 4, 2020, exolydiny pediatric exclusivity
or patent term extension.

19. The '126 patent is directed to and clainméer alia, compounds and methods for
treating diabetes and related diseases.

20. The ’'126 patent is listed in Approved Drug Productsth Therapeutic
Equivalence Evaluations (“the Orange Book”) for NBwug Application (“NDA”) No. 202293
for dapagliflozin propanediol tablets.

21. The FDA approved NDA No. 202293 on January 8, 2@k4an adjunct to diet
and exercise to improve glycemic control in adulith type 2 diabetes mellitus.

22. AstraZeneca markets dapagliflozin propanediol tablkea the United States,
through its Delaware subsidiary AstraZeneca Phaenotgmals LP, under the trademark
FARXIGA®.

23.  Upon information and belief, Zydus submitted ANDA.N211582 to the FDA
under Section 505(j) of the Act, 21 U.S.C. § 355¢geking approval to manufacture, use,
import, offer to sell and sell Zydus’s ANDA Prodsi¢éh the United States.

24. By filing ANDA No. 211582, Zydus has necessarilpmesented to the FDA that
Zydus’s ANDA Products have the same active ingredis FARXIGA®, has the same dosage
form and strength as FARXIGAand is bioequivalent to FARXIGA

25.  Upon information and belief, Zydus is seeking apptoto market Zydus’s
ANDA Products for the same approved indications ARXIGA®.

26. AstraZeneca received a letter from Zydus dated NM&@, 2018 (“the Notice
Letter”), purporting to include a Notice of Certifition for ANDA No. 211582 under 21 U.S.C.

8 355())(2)(B)(ii) and 21 C.F.R. 8§ 314.95(c) aghe '126 patent.
-5-
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27.  Zydus thus has actual knowledge of the 126 patent.

28. Upon information and belief, under 35 U.S.C. § 2Zj®)(A), Zydus has
infringed at least one claim including at leastmld of the '126 patent by submitting, or causing
to be submitted, to the FDA, ANDA No. 211582 segkapproval to manufacture, use, import,
offer to sell or sell Zydus’s ANDA Products befdhe expiration date of the '126 patent. Upon
information and belief, the products described IND3 No. 211582 would infringe, either
literally or under the doctrine of equivalents/esdst one claim including at least claim 1 of the
'126 patent under 35 U.S.C. § 271(e)(2)(A).

29. Upon information and belief, Zydus’s ANDA Productd, approved and
marketed, will infringe, either literally or undéne doctrine of equivalents, at least one claim
including at least claim 1 and/or claim 26 of ti26 patent under at least one of 35 U.S.C.
§ 271(a), (b), and/or (c).

30. Upon information and belief, Zydus will manufacturearket, import, use, sell
and/or offer to sell Zydus’'s ANDA Products in thaitéd States in connection with ANDA No.
211582 upon approval.

31. Upon information and belief, physicians and /orngras will directly infringe at
least one claim including at least claim 1 and/inc 26 of the '126 patent by the use of
Zydus’'s ANDA Products upon approval.

32. Upon information and belief, upon approval, Zydusl wake active steps to
encourage the use of Zydus’s ANDA Products by migss and/or patients with the knowledge
and intent that Zydus’s ANDA Products will be udedphysicians and/or patients, in a manner
that infringes at least one claim including at fezaim 26 of the '126 patent for the pecuniary

benefit of Zydus. Pursuant to 21 C.F.R. 8§ 31484ius is required to copy the FDA-approved
-6 -
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FARXIGA® labeling. Upon information and belief, Zydus wttius induce infringement of at
least one claim including at least claim 26 of 26 patent.

33.  On information and belief, if the FDA approves ANDMo. 211582, Zydus will
sell or offer to sell Zydus’s ANDA Products specdily labeled for use in practicing at least one
claim including at least claim 26 of the '126 pdfenherein Zydus's ANDA Products are a
material part of the claimed invention, wherein dgknows that physicians will prescribe and
patients will use Zydus’s ANDA Products in accorcarnwith the instructions and/or label
provided by Zydus in practicing at least one clamgiuding at least claim 26 of the 126 patent,
and wherein dapagliflozin tablets are not staptielas or commodities of commerce suitable for
substantial non-infringing use. Upon informatiamdaoelief, Zydus will thus contribute to the
infringement of at least one claim including atskeelaim 26 of the '126 patent.

34. Upon information and belief, Zydus’s actions relgtito Zydus's ANDA No.
211582 complained of herein were done by and hbdnefit of Zydus.

35. If Zydus’s marketing and sale of Zydus’'s ANDA Pratiiprior to expiration of
the '126 patent and all other relevant activitiee @ot enjoined, AstraZeneca will suffer
substantial and irreparable harm for which themoisdequate remedy at law.

36. This Complaint is being filed before the expiratointhe forty-five days from the
date AstraZeneca received the Notice Letter.

SECOND COUNT FOR PATENT INFRINGEMENT ('117 PATENT)

37. AstraZeneca realleges, and incorporates in fukingeach preceding paragraph.
38. The PTO issued the '117 patent on February 4, 280Jed “C-Aryl Glucoside

SGLT2 Inhibitors and Method.” The '117 patent ittBes Bruce Ellsworth, William N.
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Washburn, and Wei Meng as inventors of the claismégject matter. A true and correct copy of
the '117 patent is attached heretdEakibit B.

39. AstraZeneca is the owner of the '117 patent byueirdbf assignment and has the
right to enforce it.

40. The 117 patent expires on October 4, 2020, exolydiny pediatric exclusivity
or patent term extension.

41. The '117 patent is directed to and clainmsgr alia, compounds and methods for
treating diabetes and related diseases.

42. The '117 patent is listed in the Orange Book for ANDNo. 202293 for
dapagliflozin propanediol tablets.

43. The Notice Letter dated March 20, 2018 purportedincude a Notice of
Certification for ANDA No. 211582 under 21 U.S.C. 355())(2)(B)(i) and 21 C.F.R.

8 314.95(c) as to the '117 patent.

44.  Zydus thus has actual knowledge of the 117 patent.

45.  Upon information and belief, under 35 U.S.C. § Zj@)(A), Zydus has
infringed at least one claim including at leastrold of the 117 patent by submitting, or causing
to be submitted, to the FDA, ANDA No. 211582 segkapproval to manufacture, use, import,
offer to sell or sell Zydus’s ANDA Products befdree expiration date of the 117 patent. Upon
information and belief, the products described IND3 No. 211582 would infringe, either
literally or under the doctrine of equivalentsesdst one claim including at least claim 1 of the
117 patent under 35 U.S.C. 8§ 271(e)(2)(A).

46. Upon information and belief, Zydus’s ANDA Products#, approved and

marketed, will infringe, either literally or undéne doctrine of equivalents, at least one claim
-8-
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including at least claim 1 and/or claim 14 of tid7 patent under at least one of 35 U.S.C.
§ 271(a), (b), and/or (c).

47.  Upon information and belief, physicians and /origras will directly infringe at
least one claim including at least claim 1 and/minc 14 of the '117 patent by the use of
Zydus’'s ANDA Products upon approval.

48. Upon information and belief, upon approval, Zydusl wake active steps to
encourage the use of Zydus’'s ANDA Products by pmigss and/or patients with the knowledge
and intent that Zydus’s ANDA Products will be udedphysicians and/or patients, in a manner
that infringes at least one claim including at fezaim 14 of the '117 patent for the pecuniary
benefit of Zydus. Pursuant to 21 C.F.R. 8§ 31484#lus is required to copy the FDA-approved
FARXIGA® labeling. Upon information and belief, Zydus wttius induce infringement of at
least one claim including at least claim 14 of'thE7 patent.

49.  On information and belief, if the FDA approves ANDNO. 211582, Zydus will
sell or offer to sell Zydus’s ANDA Products specdily labeled for use in practicing at least one
claim including at least claim 14 of the 117 patemherein Zydus’s ANDA Products are a
material part of the claimed invention, wherein dgknows that physicians will prescribe and
patients will use Zydus’s ANDA Products in accorcarwith the instructions and/or label
provided by Zydus in practicing at least one clamgiuding at least claim 14 of the 117 patent,
and wherein dapagliflozin tablets are not staptielas or commodities of commerce suitable for
substantial non-infringing use. Upon informatiamdabelief, Zydus will thus contribute to the

infringement of at least one claim including atskeelaim 14 of the '117 patent.
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50. If Zydus’s marketing and sale of Zydus's ANDA Prathiprior to expiration of
the '117 patent and all other relevant activitiee @ot enjoined, AstraZeneca will suffer
substantial and irreparable harm for which themoisdequate remedy at law.

PRAYER FOR RELIEF

WHEREFORE, AstraZeneca respectfully requests that the Center judgment in its
favor and against Defendant Zydus on the pateminggment claims set forth above and
respectfully requests that this Court:

1. enter a judgment under 35 U.S.C. § 271(e)(2)(A) #yalus has infringed one or
more claims of the '126 patent through Zydus'’s sisision of ANDA No. 211582 to the FDA to
obtain approval to manufacture, use, import, affesell and sell Zydus’s ANDA Products in the
United States before the expiration of the '12Gpgtincluding any extensions and/or additional
periods of exclusivity to which AstraZeneca is ecbmes entitled;

2. enter a judgment under 35 U.S.C. § 271(a), (b),/aandc) that Zydus’s
commercial manufacture, use, offer for sale, oe gathin the United States, or importation into
the United States of Zydus’'s ANDA Products priothie expiration of the 126 patent, including
any extensions and/or additional periods of exeltysito which AstraZeneca is or becomes
entitled, constitutes infringement of one or mdeaas of said patent under 35 U.S.C. § 271 (a),
(b), and/or (c);

3. order that the effective date of any approval by #DA of Zydus's ANDA
Products be a date that is not earlier than théraign date of the '126 patent, including any
extensions and/or additional periods of exclusittywhich AstraZeneca is or becomes entitled,

or such later date as the Court may determine;

-10 -
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4. enjoin Zydus, and all persons acting in concerh&igdus, from the manufacture,
use, import, offer for sale and sale of Zydus’'s ANBroducts until the expiration of the '126
patent, including any extensions and/or additigreglods of exclusivity to which AstraZeneca is
or becomes entitled, or such later date as thet@uay determine;

5. enjoin Zydus, and all persons acting in concerthwlydus, from seeking,
obtaining or maintaining approval of Zydus’s ANDAN211582 until the expiration of the 126
patent, including any extensions and/or additigrelods of exclusivity to which AstraZeneca is
or becomes entitled, or such later date as thet@uay determine;

6. award damages or other monetary relief to AstraZané Zydus engages in
commercial manufacture, use, offers to sell, sal@mportation in or into the United States of
Zydus's ANDA Products prior to the latest expiratidate of the '126 patent, including any
extensions and/or additional periods of exclusitityvhich AstraZeneca is or becomes entitled;

7. enter a judgment under 35 U.S.C. § 271(e)(2)(A) #yalus has infringed one or
more claims of the 117 patent through Zydus'’s sisisian of ANDA No. 211582 to the FDA to
obtain approval to manufacture, use, import, affesell and sell Zydus’s ANDA Products in the
United States before the expiration of the '117#pgtincluding any extensions and/or additional
periods of exclusivity to which AstraZeneca is ecbmes entitled;

8. enter a judgment under 35 U.S.C. § 271(a), (b),/aandc) that Zydus’s
commercial manufacture, use, offer for sale, oe gathin the United States, or importation into
the United States of Zydus’'s ANDA Products priothie expiration of the 117 patent, including
any extensions and/or additional periods of exeltysito which AstraZeneca is or becomes
entitled, constitutes infringement of one or molemos of said patent under 35 U.S.C. § 271(a),

(b), and/or (c);
-11 -
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9. order that the effective date of any approval by #DA of Zydus’'s ANDA
Products be a date that is not earlier than théraign date of the '117 patent, including any
extensions and/or additional periods of exclusiwitywhich AstraZeneca is or becomes entitled,
or such later date as the Court may determine;

10.  enjoin Zydus, and all persons acting in concerhwydus, from the manufacture,
use, import, offer for sale and sale of Zydus’'s ANBProducts until the expiration of the '117
patent, including any extensions and/or additigrealods of exclusivity to which AstraZeneca is
or becomes entitled, or such later date as thet@uay determine;

11. enjoin Zydus, and all persons acting in concerthwflydus, from seeking,
obtaining or maintaining approval of Zydus’s ANDAN211582 until the expiration of the '117
patent, including any extensions and/or additigrelods of exclusivity to which AstraZeneca is
or becomes entitled, or such later date as thet@uay determine;

12. award damages or other monetary relief to AstraZa&né Zydus engages in
commercial manufacture, use, offers to sell, sal@mportation in or into the United States of
Zydus's ANDA Products prior to the latest expiratidate of the '117 patent, including any
extensions and/or additional periods of exclusitityvhich AstraZeneca is or becomes entitled;

13. declare this to be an exceptional case under 350U &8 285 and 271(e)(4) and
award AstraZeneca costs, expenses and disbursenmerntss action, including reasonable
attorney fees; and

14.  award such further and other relief as this Coadnds proper and just.

-12 -
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DATED: May 1, 2018 McCarter & English, LLP

/s/ Daniel M. Silver

Michael P. Kelly (#2295)
Daniel M. Silver (#4758)
McCarter & English, LLP
Renaissance Centre

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

Of Counsdl:

Charles E. Lipsey

Ryan P. O’'Quinn

Finnegan, Henderson, Farabow, Garrett &
Dunner, L.L.P.

11955 Freedom Drive

Reston, VA 20190

(571) 203-2700

(202) 208-4400 (fax)
Charles.Lipsey@finnegan.com
Ryan.O'Quinn@finnegan.com

Jill K. MacAlpine

Finnegan, Henderson, Farabow, Garrett &
Dunner, L.L.P.

901 New York Ave., N.W.

Washington, D.C. 20001

(202) 408-4000

(202) 408-4400 (fax)
Jill.MacAlpine@finnegan.com
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John D. Livingstone

M. David Weingarten

Finnegan, Henderson, Farabow, Garrett &
Dunner, L.L.P.

271 17th Street, NW, Suite 1400

Atlanta, GA 30363

(404) 653-6400

(202) 408-4400 (fax)
John.Livingstone@finnegan.com
David.Weingarten@finnegan.com

Attorneys for Plaintiff
AstraZeneca AB
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