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Waockhardt Limited, Wockhardt USA LLC and
Morton Grove Pharmaceuticals, Inc.

Defcndants,

Plaintiffs, Takeda Pharmacentical Company Limited (formerly known as Takeda
Chemical industries, Ltd.) (“TPC™) and Takeda Pharmaceuticals North America, Inc. (“TPNA™)
(vollectively, “Takeda” or “Plaintiffy’™), by theiz nodersigned counsel, for their Complaut against
defendants Woskhardt Limnited (“Wockharde Ltd.”) and Wockbardt USA LLC *Wockhardt

USA™ and Morton Grove Pharmaceuticals, Inc. {"Monon Grove™) (collectively, “Woekhardt™

ot “Defendants™), allege s follows:
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Jurisdiction snd Yenune

I. This is an action for patent infringement arising under the patent laws of the
Uniled States, Title 35, United States Code and avising under 35 U.S.C. .§§.2'F FeH2), 271{b), and
281-283. Subject matter [urisdiction is proper under 28 U.8.C. §§ 1331 and 1338(a). Vemue is
proper under 28 U.8,C. §§ 1391 (b)-{c) and 1400(b). Porsonal jurisdiction over the defendants in
New York is proper under NUY. C.P.LR. §§ 301 and 30:2(a), and becuuse defendants are duing
business in this parisdiction.

2. TP is & Japanese corporation having is corporate headguarters in Osaka, Japan
and prineipal place of business in Osaka, Japan. TPNA is a whoily ewned U.S. subsidiary of
Takeda American Holdings, Inc., which is & wholly DWﬂ{:{i. 1.8, subsidiary of TPC. TPNA has
jts corporate hoadguarters and principal place of business in Decrfield, Tiinots and is organized
usrder the laws of Delaware.

3. TPC is engaped in the business of rescarch, developing, manufacturing and
markeling of a broad speclium of innovative pharmaceutical products, including ACTOS® which
contains the active ingredient piogliazone.

4. On h1lkaﬁaiinn and belief, Wockhardt Lid. is a company organized aud existing
undey the laws of India, having is princinal place of business at Wockhurdt Towers, Bandra-

. Kurla Complex, Bandra -(East), Mumbai, Maharastiva 400 051, India.

5. On information and belicf, Wockhard( USA is a corporation organized and
cxisting under the laws of Delaﬁare, having its principal place of business at 20 Watervicw
Blvd., 3% L, Parsippany, NJ 07054,

o. Omn infm:matinn and belief, Morton Grove is a Petawarc cm"pc;miiun_ having its

prineipal place of business ut 6451 West Main Street, Morton Grove, Llinots 60053,
. . ‘
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T.:. Tipon information and belief, Wockhardt filed ANDA No. 78-038 with respect to
pioglitazone hydrochloride tablcts, 15 mg, 30 mg, and 45 mg.

2. On iﬁfmmatiun and belicf, Wockhardt USA and Morton Grove are wholly-owned
subsidiaries of Wockhardt B Swiss Operations (Swiss) AG which is a wholly-owned subsidiary
of Wockhardt Ltd. Wockhardt Lid is in the business of making and selling generic
pharmacentical products, which it distributes and sefls in the United States throuph its wholly
owped 1.8, agenis and subsidiaries, Wockhardt USA and Morton Grove.

9. On information and belief, Wockhardt USA and Motton Grove sell generic drugs,
marmfactured and supplied by Wockhardt Ltd,, throughout the Uniled States, including in al teast -
New York,

10." " Upon information and belief, Wockhardt is curvently transacting business in the
Southern District of New York, at fcast by making and shipping inio this Judicial Districl, or by
using, ollering to scil or selling or by cavsing others to use, offcr to sell or sell, pharmaceutical
products. Upon information and belief, Woeckhardt derives subslantial rovenue from interstatc
and/or intomational commerce, ncluding substantial i'.CV(:ﬂHf: from goods uscd or consumed or
services vendered in the State of New York and this Judicial District. By liling its ANDA,
Wackhardt has committed, and nnless enjoined, will coniinue (o comunit a tortious act without
the Statc of New York, which Wockhardt expeots or ﬁhnuid reasonably expeet to have |
consequences in the State df New York,

The New Drup Application

11.  TPNA sells pioglitazone-coniaining drg products under the trade name ACTOS™
in the United Statcs pursuant to The United States Food and Drupg Administration’s approval of &

New Drug Application (“NDA™) held by TPNA (NDA No. 21-073).

5.
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12, ACTOS” is approved for use as an adjun;::t to diet and cxcrcise lo tmprove
glycennc cnnﬁ'ei in patients with Type 2 Diabctes (non-insulin-dependent diabetes meititus).
ACTOS®is indicated for monotherapy. ACTOSY is aiso indicated for use in combination with a
sul fonryburea, meilotmin, or insulin when dict and exercise plus the stngle agent does not resultin
adequalc glycamic conlrol.

13, ‘the approval ketter for ACTOS® with approved fabeling, was issued by the FDA
on July 15, 1999. The approval was for both monotherapy and combination therapy, based upun
{he FDA’s consideration of clinicat studics, presented in a single NDA, for both types of
therapies.

14.  Certain amendments to the approved labeling for ACTOS® have subsequently
beon approved. |

The Patenis in Sqit

15.  United States Patent No. 5,965,584 (“the *584 patent™), entitled “Pharmaceutical
Composition,” & irue and correct copy of which is appended hereto as Exhibit A, was duoly
izsued on October 12, 1999 to inventors Hitoshi Ikeda, Takashi Sohda and Hiroyuki Qdﬂka and
assigned to planiiff TPC. _The ‘584 patent claims, inter alis,  pharmaceutical composition
cormprising pioghtarone E'(i]-Sn[[4—[2—{5~cthyl—2_—pyridi11};1}cthuxﬂphmlyﬂmeth}rl}—ﬁ,fi-
thinzolidinedione], or sults thercof in combination with a biguanidé {e.5., metformin) and
mothods for trealing diabetes which comprise sdministering a thevapeutically elfective amount of
pioglilazone or salts thereol in combination with a biguanide.

16.  Plaintiff TPC bas been and still is the owmer through assignment of the *584

patent, which expires on June 19, 2016,
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{7.  Tnited Statcs Patent No. 6,329,404 (“the ‘404 patent™), entitted “Pharmaceuticat
composition,” a true and correct copy of which s appended hereto as Exhibit B, was duly issued
on December 11, 2001 to inventors Hiloshi Lkeda, Takashi Sohda and Hiroyuki Odaka, amd
assigned to plaintiff TPC. The ‘404 patenl clatms, inter alia, a pharmaceutical cnmposiﬁﬁn
comprising pioglitazone or safls thereof In combination with an fnsulin sceretion enhancer {(c.g.,
a sulfonylures, such as ghmepiride) and methods for treating diabetes which comprise
administering a therapeutically effective amount of ploglilazonc or salts thereof in c:s:sm_binaiicm
with an insulin secretion enhancer.

18, Plaintiff TPC has hoen and st is {he owner through assighment of the *404
patent, which expires on fune 19, 2016.

19, Thgited Statcs Patent No. 6,166,043 (“the “043 patent”), entitled “Pharmaceutical
Composition,” a trae and correct copy of which is apponded Ewein as Kxhibit C, was duly
issucd on ﬁecember 26, 2000 10 inventors Hitoshi Tkeda, Takashi Sohda and Hiroyuki Ondalea,
and assigned to plainkift TPC. The ‘043 patent claims, inter alia, methods for teducing the
amount of active components administered to a diabotic patient, which comprise administcring 8
therapeutically effective amount of ploglitazone or salis thoreof in combination with 4 biguanide,
ez, metfornin,

20, Dlaintiff TPC has been and still is the owner through assipnment of the *043
patent, which expives on Junc 19, 2016,

21, United Stales Patont No. 6,172,080 (“the *090 palent”), c:ntiﬂed-“l‘hannaccutical
Composition,” & free and mﬁe;t copy of which is appended hereto as Exhibit B, was duly
issued on Jamuary 9, 2001 (o inveitors THioshi Tkoeda, Takashi Sohda and Thiroyuki Odaka, and

assigned to pluintiff TPC. The ‘090 patent claims, inter alia, methods for redueing the side
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effects of aclive cnmponcn%s adminislered to a diabetic patienl, which comprise administering a
therapentically effeciive amount of ploglitazone or Salts- thoreof i combination with & biguani&c,
e mellornin, as the active components.

22, Plantift 'l'f[l has been and still is the owner through assigament of the *090
patcht, which expires on June 19, 2016, -

23, United States Patent No. 6,211,205 (“the *205 patent™), enttiled “Pharmaceutical
Camposition,” a tree and comeet copy of which is appended hercto as Exhibit E, was duly
issued on Aprit 3, 2001 to inventors Hitoshi tkeda, Takashi Sohda and Hiroyuki Odaka, and
assigned to plaintiiT TPC. The ‘205 patent claims, E{:i_ alia, methods for reducing the amount of
active cotmponents adminisiered to a diabetic patient, which comprises adwinistering &
therapeuticalty cffcetive amnuﬁt ol pieglitazonc or salts thereof in combination with an lnsulin
scorction exbancer (e.g., a sulfonylurea).

24. * Plaintiff TPC has boen and still is the owner throngh assignment of the *205
patent, which expircs on June 15, 2016.

25, United States Patent No. 6,271,243 (“the *243 patent™), entitled “Pharmaceutical
Composition,” a true and correct copy of which is appended hereto as Exhibit F, was duly issued
on August 7, 2001 to inventors Tiiloshi Tkoda, ‘Takashi Sohda and Hiroyuki Oduka, and assigned
to plaintiff TFC. The 243 patent claims, inter alia, methods for reducing the side effects of
aciive componcits adminisiersd to a diabetic patient, which comprises administering a
therapeutically elTective amount of pioghitavone or salts thereol in combination with an insulin
preparation.

26,  Plaintiff TPC has been and still is the owner {through assignment of the “243

patent, which oxpires or June 19, 2016,
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27 Linited Stutes Patent No. 6,303,640 (“the *640 pateni™), entitled “Pharrnaccutical
Comnposition,” & lrue aﬁd correct copy of which is appended hevelo as foxhihit (7, was duly
issued ont October 16, 2001 to inventors Hitoshi Ikeds, Takashi Sohda and [iroyuki Ocdaka, and
asslened to plainfiff TPC. The *640 patent claims, inter ahia, methods for reducing the side
eifects of active components administered to a diabetic patienl, which compriscs administering &
therapentically effective amount of a pioglitazone or salt thereof in combiration with an Insubin
secretion enhancor (.., a suifonyiuren}, |

28 Plaintif TPC has been and still is the owner through assigament of the *640
patent, which expives on August 9, 2016,

29, Plainti{f TPC has mranted an cxclusive liconse to plaintiff TPNA under the "584
patent, the *404 patent, the *043 patent, (ke ‘090 patent, the ‘205 paten, the *243 patent, and the
“640 patent (collectively, the “Takeda Patents™),

3. n sccordance with ils exclusive license, plaintiff TPNA sclls pioghtazone-
containing drug products under the trade name ACTOS®, among others, in the United States.
Sales of TPNA's pingiitazone—mn.tainlug drug products are made pursuant o approval by the
FDA of, among others; NDA Mo, 21-073.

31. F_’l.ainﬁﬁ‘ TPC manufactures the ACTOS® drug products sold by TPNA,

32, Plaintiffs TPC and TPNA will be hoth substantially and hreparably harmed by
infringement of any of the ‘l'akcda Patents. There is no adequate remedy at law.

COUNT ]

(INFRINGEMENT OF T1IE ‘584 PATIENT UNDER 35 U.8.C. § 27LFEH2WAD
33.  Dlaintiffs TPC and TPNA repeut and incorporate horein by refercnce the
allegations contained in each of the foregoing paragraphs,

“TF -
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34, Upon information and belicf, Wockhardt filed an Abbreviated New Drog
Applcation (PANDA”) with the Food and Prug Administration (“FDA”Y under 21 U.S.C, §
3551 {ANDA No. 78-03 é} seeking approval to matket 15 mg, 30 mg, and 43 mg tahlcts
compriging pioglitawonc hydrocidonide. |

35, By this ANDA filing, Wockhardt has indicaled that it intends lo cngage, and that
there 18 subslantial likelihood that it will engage, in the commercial tnaﬂufauturé, linportation,
use, offor for sale, and/or sale, or induecment thereof, of plaintiffy’ patented piogiitazone drug
prodocts immediately or Imminenily wpot recclving FT-J'A approval ko do so. Also by ils ANDA
filing, Wockhardt has indicated that its drug products conlaining ploglitazone are bioequivalent
to Takeda’s pioglitazone drug products.

36. By ils ANDA filing, Wockhardt seeks o obtain approval to commercially
manufaciure, usc, imporl, offer for sule, and/or seli, alleged goneric equivalents of plambifis’
ACTOS® pioghtazonc drug products prior to {he expiration dale of the *584 palent.

37. By aletter (the “Notice Letter™) dated Junc 16, 2010, Wockhardt in formed TPC
and TPNA that Wockhardt had filed a cexﬁﬁcat.iou to the FDA, parsuant o 21 US.C. § |
355(i]{2)(ﬂ}§vii}(lﬂ. On-or about June 21, 2010, NDA holder, TPNA, received the Notice
Tetier. Onor about Juné 22, 2010, patent owner, TPC, reccived a duplicate original of the
Notice Letier.

18.  The Notice Letter, purporting to be Wockbardi’s Notice of Certification under 21
T.8.C. § 355()(2)}BYiv), allcges that in Wockhardt's opinion, “the claims of the *584 . ..
patent{] are invalid, unenforceable and/or will not be infringed by Wockhardt's manufacture,
boportation, use, or sale of Wagkhﬁrdt‘s Pioglitazone Hydrochloride produets. . . .7 Despite so

asserting in its Notice Letter, Woekhardt’s Detailed Statement providing the basis for its

-8 -
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assertions in its Niotice Letter totally Iacked any support [or any contention of invalidity or
uncnforecability.

39, Woackhardt’s filing of ANDA No. 78-038 for the purpose of oblaining FDA
approval to engage in the commercial mamifacture, use, fmporlation, offer for sale and/or sule, or
inducement thereof, pf druy producis containing ploglitazone or ﬁe:;li.«; thercof befoic the
expiration of the *584 patent is an act of fnfringement under 35 U.S,(“;, § 271{eX2HA).

40, Woelkhardt’s manufacture, use, i!ﬂl)ﬁiﬂiiﬂﬂ, offer for sale, andfor sale, or
inducement thereol, of its proposed pioglitazone drug product will induce infringement ol at
lcast one clsim of the *584 patent under 35 UL5.C. § 271 {e){(2)A).

41.  tpon information and beliel, Wockhardt is aware or reasonably should be aware,
of the widespread use of pioglitazone in combination therapy to treat diabetes, and Hat such nse
docs not require a physician (o co-preseribe pioglitazone with a biguamide, c.g., metfoinin.
Further, patients routinely take pioglitazone i combination with additional active componcnts,
such as biguanides, The intended use of pioglitazone in combination therapy to treat dinbeles
would be ;'cadli}r apparent to customers of Wockiardt (e.g., including, without limitation,
physicians, pharmacists, pharmacy benefits management companies, heallh care pm.".ricicrs who
eatablish diug formularies for their insurers and/or pufienis).

42, Up:_:-n information and Elicf, Wockhardt currently manufscturcs, markets, offers
for sale andfor sells the biguanide, metformin.

43.  Upon information and belick, Wockhardt’s proposed labol for its pioglitazone
drug irmductﬁ does not resirict the use of {hose produets to only munotherapy.. Ag iz wel known
to Wockhardt and its customers, the .majm'itj,r of patients irsaled with pioglitazone take il in

combination with another antidiabetic drug, nametly, such paticais obtain Lreatment with

-G.
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pioglitazone in combination with a biguanide such as metformin, incombination wilh an insulin
secretion enhancer such as a sulforylures, and/or in combination with an insulin preparation.
‘Ihe beneficiat effcots of such combination therapy arc well known to Wockhardt and customers
of Wockhardt. On information and beficf, Wockhardt will be markeling pioglitazone with
specific intont, and/or with the desire to actively induce, atd and abet, in[iﬁngctncﬂt of the *584
patent. Wockhardt knows or reasonably should know that ils proposed conduct will induce
infringement.

44.  Additionally, upon information and belief, Wockhardt’s proposed label also
provides, or will be required by the FDA to provide, information for patients rogarding the co-
administralion of, andfor drug interactions between, pioglitawonc and biguanides, e.g.,
ctformin, and such information will promote the use of pioglitarone iﬁ combination with
bigeanides, ¢.g., metforinin, The beneficial offccts of such co-adminisiration and/or mieractions
are well known to customers of Wockhardt, By including tins tformation i i labed,
Wockhar&t will be matketing pioglitazone with specific intent, and/or with the desire to actively
nduce, aid and abet, infringament of the “584 patent. kaharﬂt knows ot rcasonably should
know that is proposed conduct will nduce infringement. |

45.  Upon information and belicf, Wockhardt’s generic markcting praciices include
listing gencric producls on its website and rcferring consumers to a curre.spcmdmg brand name
product. Upon information and bolicf, Wockhardt intends to do the same for any ap proved
genetic pioglitazone, namely, Wockhardt intends fo fist its peneric product and refer constImers
to Takedw’s product, ACTOS®. :U_{]GB iﬁfdmmtinn and belisf, such markeiing mactices are
substantiatly likely {o fead a consumer of generic pioglitazone to infer that prescribing

information for ACTOS®, which inciudes diveciions relating to the use of combinations of
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ACTOS® and a t-}iguanide, g,g,., metformin, also applies fo WB{;kjl&Idt’S gcncric ploglilavone-
containing drug product.

46.  Upon iufm"mal_inn and belief, Wockhardt has planned and infended to actively
induce others 1o infringe the 584 patent when its ANDA application is approved and plﬁns and
intends to do so on approval.

47.  Upon information and belief, the acts of 'mﬁ-ingémant alleged abuve arc and have
been deliberate and witlful, and in full knowledge of the cxistence of the *584 patent.

48,  Unicss Wockhardi is cnjoined from infringing and inducing the infringemnent of
the *584 patent, platntiffs will suffer substantial and irrepurable injury. Plaintiifs have no
adequate romedy at law.

COUNT H

(INFRINGEMENT OF TIIE ‘404 PATENT UNDER 35 U.8.C, § 271(FW2HAN

49.  Plaintiffs TPC and 1PNA repeal and incorporate herein by reference the.
allegations contained in each of the foregoing paragraphs.

50.  Upon information and belief, Woeckhardt filed an Abbyeviated New Drug
Application (“ANDA™) with the Food and Drug Administration ("FDA”) under 21 USLC §
355(7) (ANDA No. TS-{}’;ES) seek_ing approval to market 15 mg, 30 mg, and 45 mg tablets
comprising pioghitarone hydrochioride.

51,  DBythis ANTJA Fiting, Wockhard{ has indicated that it intends to engage, and that
there is substantiat likclihood that il will cngage, in the comimercial manufactire, importation,
usie, offer for sale, andfor sale, or inducement (hereof, of plaintifis’ patented pioglitavonc drug

products immediately or imminently upon recciving FDA approval to do so. Also by its ANDA

-11-
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filing, Wockhardt h,a,s indicated that ils drug products containing pioglitazone arc bioequivalent
to Takeda’s pioglitazone dvug products.

52. By its ANDA filing, Wockhardt secks to oblain approval to commercially
manuiaciure, nee, Bnpott, offer for sale, andfor sell, allcged generic equivalenls of plainti{ty’
ACTOS® pioglitazone drug products prior te the expiration date of the ‘404 patent,

53. By a lotter (the “Notice Lettes™) dated me. 16, 2010, Wockhardt informed TPC
and TPNA that Wockhardt had Fled a certification to the FDA, pursuant to 2 .U.S,C. §

355 AMVIDEV). On'or about June 21, 2010, NDA bolder, TPNA, received the Notice
{ctter. Om ot about June 22, 2010, patent owner, TPC, reccived a duplicate original of the
Notiec Letter.

54.. The Notice Letter, parporting to be Wockhard(s Notice of Certification under 21
U.S.C. § 3556 2HDYv), alleges that in Woekhardt’s opinion, “(he claims of the . .. 404
palent]} are Invalid, uncnforceable and/or witt not be infringed by Wockhardt’s manufacture,
importation, use, or sale of Wockhardt's Ploghitavone Hydrochloride products. . . 2 Despitc so
asserting in s Notice Letter, Wockhardl’s Detailed Stalement providing the basis for ifs
assertions in its Notice Letter totally lacked any support for any contention of invalidity or
unenlorceability.

55 Wockhardr's filing of ANDA Mo, 78-038 for the purpose of obtaining FDA
approval to engage in the commercial mapufactare, se, importation, ofter for sale andfnr. sale, or
inducement thereof, of drug products containing ploglitazone or salts thereof before the

expiration of the *404 patent is an act of infvingement under 35 U.S.C. § 271 (2)A).

-i2.
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56. Wockhardl’s manufacture, use, imporlation, offcr for sale, emd;"ur_ salc, or
inducement thereod, of its proposed pioglilazone drag pi‘ﬁ{hmt will induee infringement of at
 fcast one claim of the “404 patent under 35 U.S.C. § 271{c)}2 XA}

§7.  Upon information und belief, Wockbardt is uware or reasonably should be aware,
of the widespread use of pioglitazone fn combination therapy {o {reat diabetes, and thal such usc
ﬁecs not require a physician to co~-prescribe ploglitazone with an insulin secrction enhancer (2.2,
a suffonylurca). Further, patients routincly take pioghitazone in combination with additional
aclive components, such as insulin seerction enhancers, The intended use of pluglitazone in
combinalion therapy would be readily apparent to customers of Wockhardt (g.g., ncluding,
without Himitation, physicians, pharmacists, pharinacy benefits management ccmpgnies, health
care providers who establish drug formmularies for their insurces and/or patienis).

| 58.  Upon information and belicf, Woekhardt's ;n‘upused label for its proglilazone
drug products does not restrict the use of those products to only monotherapy. As is well known
0 Wockhardt and its custuméﬁs, the majority of patients treated with ploghitazone take it In
combinalion with ancther antidiabetic drug, namcty, such patients obtain treatiment with
pioglitazone in cormmbination with a bipvanide such as metfoimin, in combination with an insulir;
secrelion cnhancer such as a sulfonylurca, and/or in combination with an jnsulin preparation.
The beneficiut effects of such combination therapy are well known fo Wockhardt and customcss
of Wockhardt. On information and belief, Wockhardt will be marketing pioglitazone with
:apeuiﬁu inlent, and/or with the desive to actively Induce, aid and a;bct, infringement of the ‘404
patent. ‘Wockhardi knows or reasonably should know that its proposed conduct will ihduce

infkingement.
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59, Additionally, upon information and belief, Wockhardt’s proposed label also
provides, or will be reguired by the FDA to provide, information f{.:rl' patients regarding the co-
administration of, and/or dimp interactons between, pioglilazone and insulin secrction ephancers
such as a sutfonyiurea and such information will promote the use of pioglitazone in combination
with insulin secretion enhancers sach as a sulfonylurea. “The héneﬁuia! cffcets of such co-
administration and/or interactions are well known to customers of Woekhardt, By including this
inlormation in its label, Wockhardt will be marketing pioghilazone with specific inti_;nt, andfor
with the desirc to actively induec, aid and gbet, infringement of the ‘404 patenf. Wockhardt
knows or reasonably should know that its proposed conduct will induce infringement,

60.  Upon information and belicf, Wockhardt®s generic markeling practices in the 1.5,
include listing generic products on its websile and roferring consumers to a corresponding brand
name product. Upon information and belief, Wockhardt intends to do the same fm*. any approved
gencric pioglitazone, namely, Woskhardt intends to st i.is genctic producl :"s-nd refer to Takeda’s
product, ACTOS®, Upon information and belief, such markeling practices are substantially
likety to lead a consumer of generic pioglitazone Lo infer that preseribing information for
ACTOS®, which incindes directions velating to the use of combinations of ACTOS® and an
insulin seeretion cnbancer (e.2., & suifﬁn}dﬁrea), also applies 1o Wockhardt's generic
piogﬁtaznne—cﬁntﬁinjng drug prodact.

6i.  Upon information and belict, Wockhardt has planned and intended to actively
induce {:;ihers to infringe the ‘404 patent when its ANDA application is approved and plans and
intonds to do so on approval.

G2, Uﬁ:sc-n information and belief, (he acts of infringement alleged sbove are and have

heen deliberate snd willfinl, and in full knowlcdge of the existence of the 404 patent.
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63: Unless Woekhardt is enjoined from infiinging and inducing the infringemoent of
the ‘404 patent, plaintiffs will suffer substantial and itreparable injuey. Plaintiffs have no
adequate remedy at Jaw.

COUNT 1L

(INFRINGEMENT OF THE 043 PATENT UNDER 35 U.5.C. § 271(EHZHA

64, Plaintiffs TPC ar-1d TPNA repeut and incorporate herein by reference the
allegations contained in cach of the foregoing ps;ragraphs.

65.  Upon Information aid bé}ief, Wockhardt [led an Abbreviated New Dhag
Application (*ANDA™ with the Food and Drug Administration ("FDA™) wnder 21 TES.C. §
355()) (ANDA No., 78-038) seeking approval to market 15 my, 30 mg, and 45 mg tablets
camprising ploglitazone hydrochloride,

66, By this ANDA filing, Wockhardt has indicated that it intends to cngage, and that
there is substantial likclihood that it will cagage, in the commercial manufactude, importation,
use, oller for sale, andfor saic, or inducemont thereof, of plaintiffs’ patented pioghlazone drug
products immediately or imminently upon receiving FD_A approval fo do so. Also by Hs ANDA
fiting, Wockhardt has indicated that its drug products containing ploglitazone arc bioequivalont
to Takeda’s pioglitazone dmg products,

67. By its ANDA (iling, Wockhardt sccks to oblain -appmval lo commercially
manufacture, use, import, offer for sale, and/or sell, alleged g::neﬁc cquivalents of plamﬁﬂk’
ACTOS? pioplitazone drug products prirﬁ Lo the expiration date of the “(43 patent.

63. Py a letter (the “Notice Letter™) dated June 16, 2010, Wockhardt informed TPC
and TI'NA that Wockhardt had filed a certification to the VDA, pursuant to 21 T.8.C. §

35S(NEHANVIIY). On or aboul June 21, 2010, NDA holder, 1PNA, received the Nolice
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Letter. On or about June 22, 2010, patent owner, TPC, received a duplivate original of the
Motice Letier,

69.  The Notice Lelter, purport&gto be Woekhardt’s Notice of Certification under 21
1,8.0C. § 355(D{BXIY), alicges thal in Wockhardi’s opinion, “the clabms of the .. 043 ..,
pateni[] are invalid, unenlorceable andfor will not be ifringed by Wockbardl’s manufacture,
importation, nse, or sale of Wockhardt’s Pioglilavzone Hydrochloride products. . . .7 Plespite so
asserting in its Notice Letter, Wockhardt's Detailed Stalemcnt providing the basis for is
awsertions In its Nodice Lettor totally kacked any support {or any contention n'f_ invalidity or
unenloreeability.

70, Wockhardt’s filing of ANDA No, 78-038 for the purposc of obtaining FDA
approval to engage in the commercial manufacture, use, importation, offer for sale anilfor sale, or
inducement thereof, of drug products cunéaining pioglitazone ot salts thereo! before the
cxpiration of the “043 patent Is an act of infringement under 35 U.5.C. § 271{eX2H A).

71. Wockhardt’s manufackare, use, imporlation, offcr for sate, andfor sale, or
inducement thorcof, of its proposed ploglilazone drug product will induce infringement of at
tcast one claim of the *043 patent under 35 U.S.C, § 271(c){(2)(A).

72.  Upon informaiion and belict, Wockhardt is aware or réamnably should he aware,
of the widespread use of pioglitazone In E.:E}TT:lhinﬂﬁGﬂ therapy to trcat diﬂb::iéﬁ, and that such use
docs not requive a physician to co-prescribe pioglilavonc with a biguanide, ¢.g., meilormin,

- Further, paﬂFnts I’Ul;ﬁﬂﬂi“f take pioghtarone i combination with additional active cdmp(ments,
such as biguﬁnidcs. The intended usc of ploglilazone in combination therapy o {reat diabetes

would be readily apparent to castomers of Wockhardt (e.g., including, without limitation,
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physicians, phatmacists, pharmacy benelils management companies, health care providers whao
establish drug formularies for their insurers and/or paticats).

73.  Upon information and beficf, Wockhardt’s proposed label for its pioglitazone
drwg products does not restrict the use of those products to onty monotherapy. As is wll known
'to Wockhardt and its customers, the majority ol paticnts treated with pioglitazonc take i in
combination with another antidiabetic drug, namely, such patients obtain Heutfnent with
ploglilazone in combination with a biguanide such as metformin, tn combination with an insulin
secretion enhancer such as a subfonylures, and/or in combination with an tnsulin pr!'eparatiﬂn
The beneficial effccts of such combination therapy are well known to Wockhardt and customers
of Woekhardt, On information and belicf, Wockhardt will be marketing piogﬁtamnc.mm
specific intent, andfor with the desive lo actively Induce, aid and abet, infringement of the *043
patent. Wockhardt knows ot reasonably .shouid know thal its proposed conduct will inducc
miringeoment.

74, Additionally, upon information and belief, Wockhard(’s propossd labcl also
provides, or will be required by the YDA Lo provide, information for patients regarding the co-
administration of, and/or diug interactions between, pioglitazone and biguanides, ¢.g., |
metformin, and such information will promote the use of pioglitazone in combination with
bignanides, e.g,, metformin, The beneficial effects of such co-administration and/ox interactions
e well koown to .::ustﬂmcrs of Wackhardt, By including this information in its label,
Wockhardt will be murkeling pioglitazone wiﬁl specific intent, and/or with the de;:;ir‘e to actively
induce, aid and abef, infringement of the ‘(43 pafent. Wackhardt knows or reasonably should

know that its proposed conduet will induce infringement.
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75, Upon information and belief, Wockhardt’s generic marketing practices include
Histing peneric products on iis wcl:-site. and reforring consumers 1o a corresponding brand name
product. Upon information and belick, Wockhardt intends o do the same [or any approved
generic ploglitazone, namely, Wockhardt intends o list its generic product and refer consimmers
to Takeda's product, ACTOS™, Upon information and helicf, such marketing practices are |
substantially Hkely to lead a consumer of gencric pioglitaronc to Infer that proscribing
information for ACTOS®, which .includes divections rdaﬁng to the use of combinations of
ACTOS® and a biguanide, g.g., metformin, also applics to Wockhardt’s generic pioglitarone-
containing diug product.

76.  tpon information snd belief, Wockbardt has planned and intended to actively
induce others to ini‘ring;:: the ‘043 patont when ils ANDA application is appmv%:d and plans and
intends to do 0 on approval.

77.  Upon infomation and belied, the acts of in fringement alfeged ahove are and have
heen deliberate and wilkful, and in full knowledge of the existence of the *043 patent.

78, Unless Wockhardt is enjoined from infringing and inducing the infringement of
the *043 palent, plaintiffs will suffer substantial and freparable injury. Plaintiffs have no
adeguate remedy at faw.

COUNT 1V

(INFRINGEMENT OF THE ‘090 PATENT UNDER 35 U.8.C. § 2711520 A}

79, Plaintiffs TPC and TPNA rcpeat and incorporate herein bjr reference the
allegations contained in each of the foregoing paragraphs. |

$0.  Upon information and belicf, Wockhardt filed an Abbreviated New Diug
Application ("TANDA™) wilﬁ the Food and Priag Adminisiration {‘T‘Dﬁ“j under 21 ULS.C. §
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155(5) (ANDA No. 78-038) sccking approval fo market 1§ mig, 30 mg, and 45 me tablets
comprising pioglitazone hydrochloride.

gf. Byims ﬂHDA filing, Wockhardt has iubicaicd that it inienﬂs to engage, and that
there 1s substantial Hkelihood that it will engage, in the commercial manufactire, Emportation,
use, offer fur sale, Iand:'m' sale, or inducement theveof, of piamtiﬂ'x‘ patctited pioglitazone drug
products hnmedriatciy or imminenlly upen receiving FDA approval to do so. Also by its ANDA
[fling, Wockbardt has indicated that ils dtag products containing pioglitazone arc hii:.rﬁqu'i valont
ta Takeda's pioglitazone drag products,

82. By iis ANDA filing, Wockhard! seeks to obtain approval to commercially
manufacture, use, import, offer for sale, andior sell, afleged poneric equivalents of plamtiffs’
ACTOS® pim.g,]jmzune drug products prior to the expiration datc of the 090 patent.

" 83, By a letter (the “Notice Letter™) dated June 16, 2040, Wockhard{ informed TPC
and TPNA that Wookhardt had Rled a certification o the FDA, pursuant to 21 US.CL §
3SSHANVINIV). On or about Fune 21, 2010, NDA holder, TPNA, received the Notice
Vetter. On or about Tnne 22, 2010, patent owner, TPC, received a du;iiicate utginal of the
Notico Letter. |

84,  The Notice Lettor, purpuriing to be Wockhardt’s Notice of Certificstion under 21
1.8.C. § 35502 B(1v), alleges that in Wuui:-hardt’s opinion, “the claims of (he . . 090, ..

paient{] are invalid, unenforceable and/or will not be infringed by Wockhardt's manufacture,

asscrting in its Notice Letter, Wockhardt’s Detailed Statement providing the basis [or ifs
assertions in its Notice Letter totally lacked any suppoxt {or any contention of invalidity or

uncnforceability:
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85, Wockbardt's filing of ANDA No, 78-038 for the purpose of ublaining FDA
approval to engage in the conumercial manifacture, use, importation, offor for sule andfor sale, or
inducement thereof, of drug products conlaining pioglitazone or salts thereol before the
cxpiration of the 090 patent is an act of infringement under 33 U1.8.C. § 2THM2UA)

86.  Wockhardt’s manufactore, us-c, imporlation, offer for sale, and/or sale, or
inducemnent thereod, ol its proposed pioglitazone drug product will induce infringement of at
least one claim of the ‘{}Qﬁ patent under 35 U.S.C. § 271(e}{2HA).

87. Upon information and belief, Wockhardt is aware or reasonably should be aware, -
of the widespread use of pioglitarone in combinution therapy to treat diabetes, and that such use
does not require | physician to co-prescribe pioglitazone with a biguawide, ¢.g., metformin.
Frurther, patients routinely lake pioglitazone in combination with additionat active components,
such as biguanides. The intended usc of plaglitazonc in combination therapy to treat diabetes
would be readily apparent to customers of Wockhardt {e.g., including, without Hmitation,
physicians, pharmacists, pharmacy benefits management companics, health carc providers who
cstablish druy lormularics for their insurcrs andfor paticnts).

83.  Uponinlormation and heiicf, Wockhardi's proposed label for its pioglitazone
drug products .:’10(:3 not restriet the use of those products to only monotherapy. As is well known
ta Wockbhardt and its custc-mers} the majority of patients treated with pioglitazone take it In
combination with another ahtidiabetiu drug, namel}r,. such patients obtain trcatment wilh.
pioglitazone in combination with a biguanide such as metformin, in combination 1..Jvitfh an fnsuhin
secretion cnhancer such as a sulfonytures, andfor in combination with an insulin preparation.
T'he beneficial offeets of such combination therapy are well known to Wockhardt and customers

of Wackhardt. On information and belicf, Wockhardi will be marketing pioglitivone with
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specific intent, andfor with the desirc to actively induce, aid and abel, infitngement of the *090
patent. Wockhardt knows or reasonably should know that its proposed conduct will induce
infringement.

89,  Additionally, upon information and b;:iie.i', Wockhardt's proposed label also
provides, or will be vequired by fhe FDA to provide, information for patients reparding the co-
a;c{ministraiinn of, éﬂdfm drug interactions between, piepiitazone and biguanides, g2,
metformin, and such information will promote the use of pioglitavone in combination ﬂ.a.r.iih
~ biguanidcs, €.4., mcl_fnruﬁn. The beneficis] effects of such co-administration and/or interactions
are well known to customers of Wockhardt, By including this informalion in its label,
Wockhardt will be marketing piogliluzone with specific intent, and;’or_ with the desire o actively
induce, aid and abet, infiingemaent of the *090 patenl. Wockhard! knows or reasonably should
know that its proposed conduct will induce infringoment.

90,  Upon inlormation aud belict, Wuckhardt’s generic markeling practices include
Hsfing generic products on its website snd referring consumers fo 2 corresponding brand name
product. Upon inlormation and belicf, Wockhardt intends Lo do the same for any approved
generic pivglitazone, nemcly, Wockhardt intends to List its generic product and refer COnSNErs
in Takeda’s product, ACTOS®. Upon imformation and belief, such marketing practices are
substﬁnliaily likely to lead a consumer of generic ploglitasonc to infer that prescribing
information for ACTOS®, which meludes directions relating to the use of combinations of
ACTOS™ and s bignanide, &.5., mctformin, also applies to Wockhardt's generic pioglitazonc-

containing drug product.
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91. . tipon infuﬁnatinn and belief, Wockhardt has planned and intended to .activeiy
induce others to miringe the *050 ﬁatent wiﬁ:n its ANDA application is approved and plans and
intends to do so on approval.

92, Upon information and belief, the aets of infringemont alleged above are and have
been deliberate and ;.villful, and n il knowledge of the cxistence of the ‘090 patent.

g3,  Thnless Wockhardt is enjoined from infringing and inducing the infringement of
the 090 patent, plaintiTs will suffer substantial and jimeparable infury. Plaintiffs have no
adequate remedy at law.

COUNT ¥V

INFRINGEMENT OF THE ‘295 PATENT UNDER 35 U,8.C. § 271(8)(2H{(A))

04,  Plaintitls TPC and TPNA repest and incorporate hierein by reforence the
allcgations conlained ip each ;)Fthc fnreguing paragraphs.

95.  Upon information and belicf, Wockhardt filed an Abbreviated New Drug
Application (“ANDA™) with the Food and Drug Administration ("FDA”) under 21 ULS.C. §
355(]) (ANDIA No. 78-038) seeking approval to market 15 mg, 30 mg, and 45 mg tablets
comprising piogh lione hydrochioride.

96, By this ANDA filing, Wockhardt has indicated that it Intends to engage, and that
there is substantial likelibood that it will engage, in the commercial Hmnﬁfaulurc, impnrtut%m,
use, offer for sale, and/or sale, or induccment thereof, of plaintiffs’ patented ploghlazone drug
producls immediately or immineatly upon recoiving FDA approval fo do so. Also by ils ANDA
filing, Wnckhﬂrdt has indicated (hat its drug produets containing pioglitazone are biocquivalent

to Tukeda’s pioglitazone drug producls.
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G7. By iis ANDA filing, Wockhardt sccks '.ED obtain approval 1o conuncreially
matielaclure, use, import, offer for sale, and/or sell, alleged pencric cquivalents uI_'pi;intif fs’
ACTOS® pioglitarone drug products prior to the expiration dute of the *205 patent.

U8, - B? a letter {the “Motice Tetler™) dated bane 16, Z{HG; Wockhard! informed TPC
and TENA that Wockhardt had filed a certification to the VDA, pursuant to 21 TLA.C. §

ISSEW WA ATV (}n.nr about June 21, 2010, NIA holder, 'I"IPN;&, roceived t-hz: Notice
Letter. On or aboul June 22, 2010, patent owner, TPC, received a duplicate original of the
Motice Letter.

99, ‘I'he Notice Letter, purporting 1o be Wockhardt’s Notice of Cerlilication undor 21
U.R.C. § 355((2)B}iv), allcges that in Wockhardi’s opinion, “the claims of the .., "205 ...
patentf] are invalid, unenforceable andfor will not be infringed by Wockhardt’s manufaciure,
importation, use, or sale of Wockhardt's Ploglitazone Hydrochloride products. . .. Degpite so
asserling m iis Notice Letfer, Wockhardt’s Detailed Stalement providing the basts {ov its
assertions in its Notice Teller tolally tacked any support for any coniention of invalidity or
unciforceability. _

100, Wockhardt's filing of ANDA No. 78-038 for the purpose of obluining FﬁA
approval to engage in the commercial manufacture, use, impottation, offor for sale and/or sale, or
in{iuccmcnt thereof, of dmg products contadning pioglitazone or salts thereol before the
expiration of (he “205 patent is an act of i_nfringémen[ under 35 U.S.C. § 271 (e}(2XA).

101, Wockhurdt’s manufaeture, nsc, impbrtatiﬂn, ofier [or sake, andfor sale, or
induncement thereof, of its proposed pioghitavzone drug product will induce infringement of at

Ieast one claim of the 205 patent under 35 11.8.C. § 271{(e){2)A).
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102, Upon information and beliel, Wockhardt Is aware or reagsonably should be aware,
of T:ilﬂ widespread ﬁsc of piog}itam-ne in combination {herapy to treat diubetes, and that such usc
does not require a physician to co-preseribe pioglitazone with an insulin secrelion cnbancer (e.g.,
a sulfonylurea). Further, palients routinely take ploglitazone in combination with additional
active compoments, stch as insulin scerction enhancers. The imtended usc of pioglitavene in
combination thevapy woukd be resdily apparent to customers of Wockhardi {c.g., including,
without limitation, physicians, phaimacists, pharmacy benefits management eompanies, health
care providers who establish drag fornmlaries for their Insurers andfor patients).

103.  Upon information and belief, Wockhardt's proposed tabel for Its pioglitazone
deug products does not restrict the wse of those products to only monofherapy. Asis well known
to Wockhardt and ils customers, the majority of patienis treated with ploglifaxone take it in
combinalion with another antidiabetic drug, namely, such patienls obtain treatment with
pieglitazone in cembination wilh a bignanide sech as metformin, in combination with an msutin
secrction enhancer such as a sulfonylures, and/or In combination with an insulin preparation,
The beneficial offects of such combination thetapy are wel known to Wockhardt and customers
of Wockhardl, On information and belicf, Wockhuardt will be marketing piﬂglitazdne with
specific intent, and/or with the desire to actively induce,_aid and abet, indxingement of the “205
patent. Wockhardt knows or roasonably should know that its pr@scd conduct will induce
infringentent, |

104.  Addilionally, upon Informafion and belief, W{}cki;lardt’s proposed label also
provides, or will Ec required by (he FDA to provide, information. for paticnts regurding the co-
administration of, andfor drug interaciions between, pioglitazone and insulin secrction enhancers

"~ such as 1 sulfonylurea and such information will promote the use of pioglitazone in combination
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with insulin secretion cnhancers such as a sutfonylurea. The beneficial offects of such co-
adminisiration and/or intcractions .mﬁlwcll known o customers of Wockhardt. Dy including this
information in its label, Wockhardt will be marketing pioglitazone with specific intent, mub/or
with the desire o actively induce, aid and sbet, infiingement of the 205 pafent. Wockhardt
knows or reasonably should know that its proposed conduct will induce in[ringement.

105, Upon information and beticE, Wockbhardt’s genenic marketing practices in the U.S.
* include listing gencric products on its wehsitc and referring consumers to a corresponding brand
name product. Upon informalion and belief, Woclchardt infends to du:.: the same for any approved
generic pioglitazone, namely, Wockhardt intends to list its generic product and refer to Takeda's
p.mduct, ACTOS", Upc;n information and beliel, such markeling practices are substantially
fikely to lead a consumer n[‘gcncrié pioghtazone ;cu jnler that preseribing information for
ACTOS®, which includes directions rejating fo the use ni‘cmnblnaﬁﬁns of ACTOS® and an
insulin secretion enhancer (e.g., a sullonylurea), also applies to Wockhardi's ganetic
pioglitazone-containing drug product. |

1g6.  Upon information and belief, Woekhardt has planned and intended 1o actively
induce others fo infringe the ‘205 palent when its ANDA application is approved and plans and
intcﬁﬂs 1o do 56 on approval. |

107.  Upon information and belief, the acts of infringement altcged above arc and bave
been deliberatc and wittfal, and i full knowledge of the exi:siencc of the “205 patent.

_IEJE. Unicss Wockhardt is enjoined from infringing apd inducing the infringement of
the 205 patent, pheintiffs will sufTer substantiel and irreparablc infury. Piaintiﬁs have no

adequate remedy at law,
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COUNT V1

ANVRINGEMENT OF THE ‘243 PATENT UNDER 35 U.S.C. § 27(F2XAY

109.  Plaintiffs TPC and TPNA repeat and incoiporate herein by reforence the
allegations contained in cach of the foregoing paragraphs.

110, Upon information and belief, Wi::c}:hmﬁt {iled an Abbreviated New Drug
Application (“ANIDA™) with the Food and l)rug Administration ("FDA™y under 21 UUR.C. §
355(}) (ANDA No. 78-038) secking approval to market 15 g, 30 mg, and 45 mg tablels
-.}mnpriﬂi-ng pinglita:tznne hydrochloride,

111, By this ANDA filing, Wockhardt has indicated that it intends lo engage, and that
there is substantia} likelihood that it will engage, in the commorcial manufacture, importation,
usc, offer for sale, and/or sale, ov inducement thereof, of plaintilis’ pafented pioglitazone drug
praducts immediately or imminently upon receiving FDA approval to do so. Also by its ANDA
filing, Wockhardt has indicated that its drug products contatning ploglitazone are bioequivalont
to ‘Takcda's pioglitazone drug products.

112, By its ANDA filing, Wockhardl secks to obtain approval (o cominercially
manufacture, use, import, offor for sale, and/or seil, afleged gencric cqﬁivaleni:s ol plaintiffs’
ACTOS® pioglitazone drug products prior to the expiration dale of the 243 patent.

113, By alettor (the “Nofice Leller™) dated June 16, 2010, Wﬁﬂki‘l-ﬂfdt informed TPC
and TPNA that Wockhardt had filed a cortification to the FDA, pursuantto 21 US.C. §
3SSEHZHANYIDAV). Onor aboul June 21, 2010, NDA holder, TPNA, teecived the Notice
Letter. On or gboul, Junc 22, 2010, patent ownhey, TPC, reecived a duplicals original of the

Matice Letier.
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114. The Notice Letter, purporiing to be Wockhardt’s Nolice of Certification under 21
ﬂ.S,C. § 355(1(2HBXIv), alleges that in Wockh_m'di‘:lq opinion, “the claims of thé caL 2430,
patentf] are invalid, unenforceable and/or will not be infringed by Wockhardi’s manufacture,
tmportation, use, or sale of Wockhardt's Pioglilazone TIydrochloride products, . . ." Despite so
asserting in its Notice Lelter, Wockhurdt's Detailed Staterneni providing the basis for its
assertions in its Notice Letter totally lacked any support for any contention of invelidity or
uncnforceability. |

115,  Wockhardts filing of ANDA No. 78-038 [or the purposc of oblaining FDA
approval to engage in the commercial manufacture, use, importation, offcr for sale andfor sale, or
inducement therea!, of drug products containing ploglitazone or salis thereof before the
cxpiration of the *243 patent Is an act of infringoment under 35 U.B.C. § 27HeH2XA).

116.  Wockbardt’s manulacture, use, importation, offer for sale, and/or sale, o
inducement thereof, of its proposed ploglitazone drug product will induce infringement of at
lcast one claim of the *243 patenl under 35 1J8.C. § 27 l{c]{E}(A}.

117. Upon information and beliet, Wockhardt is aware or reasongbly should be aware,
of the widespread usc of pivglitazone in combination therupy to treat diabetes, and that such use
does not require a physician to co-preseribe pieglitazonc with an insulin prapératiun. turther,
patients routinely take piﬁgiitazune in combination with additiona] active components, such as
insulin preparations for use i methods cnt;rcred by the 243 patent. The intended use of
pioglitazone in combination thérap}r to reduce side elfects of such therapy would be readily
apparcnt ta a customer of Wockhardl (e.g2., including, wiLhn_ut timitation, physicians,
pharmacists, phammacy benefils management conpanics, health care providers who establish

drug Tormularies for their insurers and/or patients).
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118. Upon information and helief, Wockhardt’s proposed label for its pioglitazone
drug prodocts docs not restrict the use of those products (o only monotherapy. As is well known |
 to Wockhardt and ils cuslomers, the majority of patients trealed with ploglitazone take it ia
combination with another anlidiabetic drug, namcly, such patients oblain treatmaont with
ploglitazone in combination with a biguanide such as metformin, in combination with an insulin
seerebion enhancer such as a sulfonyhirea, andfor in combination with an insulin preparation.

- The i:;aneﬁcial eflects of such combination therapy are well known lo Wockhardt and customers
of Wockhardt. On iﬁfﬂimaliun atwd helick, Wocekhardt will be m&rke:ling pioglitazane with
specific intent, and/or with the desire {0 actively induce, ald and abet, infiingement of the *243
pateni, Wockhardt knows or reasonabiy should know that its proposed conduct will induce
hﬁﬁiﬂganleut,

119, Additionally, upon inttimation and belief, Wockbardl's proposed label also
provides, o witl be required by the FDA fo provide, information for patients regarding the co-
administration of, andfar_dmg interactions between, pioghitarone and insulin preparations and
such information will promote the use of pioglitazone in combination with insulin preparations.
The heneficial ctfcets of such co-administration andfor intcractions are well known to customers
of Wockhardt. Ry including this information i its label, Wockhardt will be markeling
pioglitazone with specific inltent, and/for with the desire to actively induce, m';i and abet,
infiingement of the *243 patent. Wockhard! knows or reasonably should know that its pmp.c:srcd
conduct will induce infringement.

E.Eﬂ. Upon information and beliel, Wockhardt’s generic nmx;keting practices include
listing generic products on its website and referving consumers to a piven generic product with a

cmrcspnndiné brand name product. Upon information and belief, Wockhardt intcads to do the
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same for wny approved generic piﬂgliiazoﬂc, namely, Wockhardt intends to st its peneric
product and refer consumers to Takeda’s product, ACTOS®, Upon information and belicf, such
markeling practices are substantially likely to leud a consumer of generic pioglitazone lo inrcr_
that prescribing information for ACT 08®, which includes dircetions relating to th{lz use of
combinations of ACTOS™ and an insulin preparation, also applies to Wockhard('s gencric
pioglitaznm—coﬂtaining drug product.

121, Upon information and betief, Wockhardt has planned and intcnded to actively
induce others Lo infringe the “243 patent when its ANDA application is approved and plans and
intends to do so on approval.

122.  Upon information and belief, the acts of infringement alloped above are and have
been deltberate and willful. |

123, Unicss Wockhardt is enjoined from infringing and inducing inftingement of the
“243 patent, plainti{fs will suffor substaniial and irrcparable injury. Plaintiffs have no adequate
remedy al law. |

COUNT VI

{INFRINGEMENT OF THE ‘64¢ PATENT UNDER 35 U.8.C. § 271(F)(2)A))

124, Plaintiffs TPC and TPNA repeat and incorporate heren by reference the
allepations contained in cach of the foregoing paragraphs.
125, Upon information and-beiiaf, Wockhardt ﬁlﬂd an Abbreviated New Dirag
Application {“ANDA™) with the Food and Drﬁg Admi;iﬂtratiﬁu (“FDA") nnder 21 US.CL §
355(1) (ANDA No. 73-038) s-cckjﬂg approval to market 15 mg, 30 mg, aud 45 mg ablets

comprising pioglitazone hydrochloride.
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126. By this ANDA filing, Wockhardt has indicated that it inlends to engage, and that
there is substantial ii.knljhmd that it will engage, in the commercial marfaciure, importation,
use, offer for sale, andfor sale, or inducement thersol, of plaintiffs’ palented pioghlarone diug
products immediately or imminentty upon receiving FIDA approval to do m Also by ils ANDA
filing, 1#P.ié'u;c.ﬂ~d1:3ra:it has indieated that Its drug products containing pioglitazone arc bioequivalent
to L'akeda’s pioglitazone drug products,

127. By its ANDA filing, Wockhardt seeks to obtain approval to coramerciatly
mariactuee, use, imporl, offer for sale, and/or sell, alleged gencric egui vaicn.ts of plaintiffs’
ACTOS® pioglitazone deug products prior to the expiration date of the ‘640 patont.

178. By a lctter (the “Notice Letter™} dated June 16, 2014, Wockhardt informed TI'C
| and TPNA that Wockhardt had filed a ccrtiﬁcation 10 the FDA, pursuant to 21 U.S.C. §
A55GH2HANVIDIV). On or about June 21, 2010, NDA holder, TPNA, received the Notice _
Letter. On or about June 22, 2010, patent owner, TPC, received a duplicate original of the
Molice Letter.

129. The Notice Lotter, purporling to be Wockhardt’s Notice of Certification under 21
Us.C § 355{}}{2}{5}&1?), alteges that in Wockhardt’s opinion, “fhe claims ofthe ... "640. ..
palent|} are invalid, nnenforceable and/or will not be infringed by Wnékhardt’s manufachire,
imporlation, use, or sale of Wockhard(’s Pioglitazone Hydrochioride products. . . ." Despitc so
asscrting in ils Notice Letter, Wockhardt's Detaiic_d Statemend pmvidihg the hasis for its
assertions in its Notiec Letter totally iackc& any support for any contention of invalidity or
unenforceability.

130.  Wockhardt’s filing of ANDA No. 78-038 for the purpose of oblaining TDA

approval to engage in the commercial manufacture, uss; importation, ofler for sale and/or sale, or
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induccment thercof, of drag products containing pioglitazonc or sals thereof hofore the
expiration of the “640 patent is an act of mfrm;semem under 35 U.8.C. § 271{)}2)A).

131,  Wockhardt's manufacture, use, importation, offer for sale, and/or sale, or
induccment thercof, of its proposed piogiitazone drug product will induce in [ringement of at
Jeast ot claim of the “640 patent under 35 ULS.C. § 271 (2)A)

132.  Upon information and betef, Wockhardt is wwarc or reasonably should be aware,
of the widesproad use ol pioglitazone in combination {herapy Lo treat diabetes, and that such use
does not require a._pj:}rﬁiuian to co-proscribe ploglitazone with an fnsulin sserction enhaticer {&.2.,
a sulionylurea). Further, pationts roulinely take pioglitazone in combination with additional
active components, such as insulin secretion eabancors for use in methods covered by the 640
patent. The mtcnded use of pioglitazone in combination therapy to redace the amount of aclive
components used in such therapy would be rmdil}r appm*ent to & customer of Wockhardt {c.g.,
including, without imitation, physicians, pharmacists, pharmacy benelits managemont
companies; health cave providers who eslublish drug formmiaries for their insurers and/or
palients).

i33. Upon information and helicf, Wackhardt’s proposed label for iis pioglitaxonc
drug products does not restrict the use of Thosc products to only monotherapy. As is well known
to Wockhardt and its customars, the mﬁjn_rity of patients treated with piogiitazone take it in
cnmbination.with another antidiabetic drug, namety, such paticnts oblain trealment T;a.riih
pioglitazone in combination with a biguanide such as metformin, in combination witl an insulia
secretion cnhancer such u."i. a sulfonylurca, and/or in combination with an insulin preparation. |
The beneficial offects of such combination therapy are well known to Wockhardt and customers

of Wockhardt, On information and belicf, Wockhardt will be mavketing pioglitazone with
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speeific intenl, and/or with the desive to actively induce, atd and abet, infringement of the ‘640
patent. Wockhardt knows or rcasonably shoutd know that its proposed conduct will fnduce
infriyrement.

134.  Additionally, upon infurmation and belief, Wockhardt’s proposed label also
provides, or will be required by the TDA (o provide, informution for pat.icms regarding the co-
gedministration of, andf/or drug interactions bebween, piogﬂtazcmé and insulin secretion enhancers
such as 4 sulfonylurca and such information will promote the use of pivglitazone in combination
with insulin secretion cnhancers. The heneficial effecis of such co-administration and/or
intcractions are well known to custowers of Wockhardt. By including this information in is
lubel, Wockhardt will be markcting piogiituzone with spectfic intent, and/or with the desire to
actively induce, aid and abel, infringement of the *640 patent. Wockhardl knows or reasonably
should know that its preposed conduct will induce mfringemcent.

135.  Upon information and belief, Wockhardt’s generic ntarketing praclices inciude
listing generic products on ils website and referming consumers to & corresponding brand name
product. Upon information and belief, Wockhardt intends to do the same [or any approved
gseneric pioplitazone, namcly, Wockhardt intends fo list its generic product and reler consumers
to Takeda's product, ACTOS®, .Upﬂﬂ information and belief, su.uh marketing praclices arc
substantially likely fo lcad a consumer of gencric piogﬁta-}nnc_ to infer thal prescribing
information for ACTOS®, which includes divections relating lo the nsc of combinations of
ACTOS® and an insulin secretion clﬂmncar (e.i., o sutfonylarea), also applics to Wockhardt’s

generic pioglitazone-containing drug product.
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136, Upon information and belief, Wockhardt has planned and intcaded to actively
induce olhers to infringe the ‘640 patent when its ANDA application is ﬁppruved and plans and
intends to do so on approval, -

137. Upon information and belief, the #ots of infringerment alleged above are and have
besn deliberatc and wiltful.

138,  laless W{)ckflardt is enjoined from inlrmping and inducing infringement ol the
‘640 patent, plaintiffs will sulfer substanttal and irrepurable injury. Plaintiffs have no adequale
remedy at law. - |

COUNT Vill

(INERINGEMENT OF TIE METHOD CLAIMS
QL ‘FHE ‘584 PATENT UNDER 35 US.C, § 271{b))

139, Plaintiffs TPC and TPNA repeat and incorporate herein by reference the
allegalions contained in cach of the forcpoing paragraphs.

140.  Upon information and belicf, approval of ANDA 78-038 is subsiantially likely to
result in the commoercial manufactare, use, importation, oficr for sale and/or sale, or inducement
thereof, of a drug product which is marketed and sold for use in a methods claimed in onc or-
more claims of the 584 patent, immediately or immir;cnﬂ},r up:::ﬁ approval of the ANDA, and
prior to the expiration of the “584 patent. |

i4l. Tpon information and hr::l_ief, Wockhardi is awarc or reasonably should be aware,
of the widesproad use o pioglitazone n the methods of one or more claims of the 584 patent
and that 1ise ig such methods does not requi_re a physician {0 ca-pfeam*ihe ploglitaronc with a
bipuanide, ¢.g., metformin. Turther, paticnts roulincly take pioglitazone in combination with
additional aclive componentls, such as biguanides for use in methods mﬁed by The “584 patent.

‘The intended use of pioglitazane in combination therapy to treat diabetes would be reatily
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apparent 10 # customer of Wockhardt {e.g., iIncluding, without limitation, physicians,
pharmacists, pharmacy bene(ils managemert companies, health care providers who establish
drug formudaries for thelr insurers and/or patients).

142.  Upon information and belief, Wockhardt’s proposed iabel For its pioglitazone
drug products does nol restrict the use of those products to onty monotherapy. As is well known
to Wockhardt and its customers, the majority of paﬂents treated with pioglitazone tuke {tin
combination with another antidiabetic drug, namely, such patients oblain treatment with
ploglitazone In combination with a biguanide such as mctformiﬁ, in eombination with an nsulin
scerction enhancer such as a sulfonyiurea, and/or in combination with an insulin preparation.
The heneficial offeets of such combination therapy are well known to Wockhardt and customers
of Wockhardl, On information and belisl, Wockhardt will be markeling pioglitazone with
apecific intent, and/or with the desire fo actively inducc, aid and abet, infrmgement of the 584
pi;tcnt. Wockhardt knows or reasonably should know that ils propescd conduct will induce
infringement.

143,  Additionally, upon information and hcﬁcf, Wockhardt’s proposcd label also
pravides, or will be requited by the FDA to provide, information for patients regarding the co-
administration of, and/or drug intevactions between, ploglitazone and biguanides, aud such |
information will promote the use of pioglitazone in combination with insulin preparations. The
beneficial cffects of such m—administmt.ion and/or inleractions arc well known {o cusfomers of
Wockhardl, By including this information in its fabel, Wockhardl will be marketing pioglitazone
with specific intenl, andfor with the desire to actively induce, aid and abet, infringement of the
“584 patent. Wockhardt knows or reasonabiy should knma;f (hat its proposed conduct will induce

infringement.
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td4.  Upon bfiwmation and belief, Wockhardt's generic marketing praciices include
listing generic products on its website and referring cunsﬁmcrs to a corresponding brand name
product. Upon information and belief, Wockhardt intends o do the same for eny appioved
generic pioglitazone, namely, Wockbardt intends to list its peneric product and reler consumers
t Takeda's product, ACTOS®, Upon information and hcilé.f, such marketing practices are
substantially likely to lcad a consumer of goncric pioglilavonc to infer that prescribing
information for ACTOS®, which includes dircctions relaling to the use of combinations of
ACTOS? and a biguanids, ¢.g., metformin, also applics to Wockhardt’s genenc péuglitazon&
containing drag product.

145.  Upon information and belict, the acts of infringement alleged above are and have
been deliberate and witifnd

146. Unless Wockhardt is cajoined from infringing and inducing infringemcnt of the
*584 patent, plaintiffs will suffer substantial and ineparable injury. Muintiffs have no adequate
reinedy at faw. |

COUNT IX

(INFREINGEMENT QF THE METHOD CLATMS
OF THE ‘404 PATENT UNDLR 35 U.8.C. § 271{h))

147.  Plaintiffs TPC and TPNA repeat and incorporale herein by reference the
allegations contained in each of the foregoing paragraphs.

i43. Upon information und belicf, approval off ANDA 78-038 is substantially l:ikely fo
result in ﬂm. commercial manufactire, use, importation, offer for sale, and/or sale, or inducement
thereof, of u drug product which is marketed and soid for use In a method claimed in the *404
patent, immediately or irnmir.mnﬂj,r upon approval of the ANDA, and prior to the cxpiration of
the ‘404 patent.
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i45.  Upon information and belief, Wockhardt is awarc or reasonably shouid be aware,
of the widcspread use of pioglitazonc in the methads of one or more claims of the ‘404 patent
and that use in such method does not requirc a physician to co-prescribe ploglitazone with an
insulin secretion enhancer (.g., a sulfonylurca). liurther, patients routinely take pioglitazone in
conthination with additional active components, such as insubin secrction enhancers for use in
methods covered by the 404 patent. The intended use of pieglitarone in cﬂmbinﬂ.iiun therapy to
treat digbeles would be readily apparcaf to a customer of Woekhardt {e.g., includiag, withoot
Hmitstion, physicians, pharmacists, pharmacy benefits managomcent companies, health care
providers who establish drug formulavies for their insurers and/or paticnts).

150. Upon information and beiief, W{:ckhardt’_s proposed label for its pioglitazone
drug products docs not restrict the use of those producls to only monotherapy. As is well knows
to Wockhizdt and its customers, the majority of patients treated with pioglitarone take it i
combination with another antidiabetic drug, namely, such patients obtain treatment with
ploglitazong in combination with a biguanide such a5 metformin, in combination with an ingulin
scerctinn enhancer such as a sulfonylurea, and/or in combination with an fnsulin preparation,

‘The bencficial effects of such combination therapy arc well known to Wockhardi and customers
of Wockhardt. On information and belief, Wockhardt will be matkeling pioglitazone with
specific intent, andfor with the desite to actively induce, aid and abet, infingement of the *404
patent, Wnckilard;t knows ot reasonably should know that its proposed conduct will induce
j.nfri_ngem:mt‘

151,  Addiiionally, upon information and beliel, Wockhardt’s proposed label also
provides, or will be required by the DA to provide, information for paticnts regarding the co-

administration of, andfor drug inferactions between, ploglitazone and insulin secrction enhancers
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such as a sulfonyluren and such nformation will promete the use u!*ﬁingﬁtamﬂe in combination
with an Insulin secretlon eniwancor, such as # sulforylurea. The beneficial effects of such co-
administration and/or inferactions are well known Lo customers of Wockbardl. By including this
information i is 19]}(:1; Wockharde will be marketing pioglitazone with specific ntent, and/or
with the desire to actively induec, aid and abet, infringement of the *404 patent. Woclhardt
knows or reasonably should know that its proposed conduci will induce inftingement.

[52.  Upon information and belicf, Wockhardt's generic marketing practices include
fisting geneﬁc products on its websile and referring consumers {o 4 correspoinling brand name
product. TTpon information and belief, Wockhardt intends to do the samc for any approved
gencric ploglitavone, namely, Wockhardt inlends to_ljst its gencric product and refer conswners
to Tukeda’s product, ACTOS® Upon information and betiel, such marketing practices ave
substantislly lilkely to Jead a consumer of gencric ploglitazone to infer that prescribing
information for ACTOS®, which includes directions relaling to the use of combinations of
ACTOS® and an nsulin sceretion enhancer (2.4, & sutfonyluvea), also applies to Wockhardt’s
peneric pioglitazone-containing drug pmduct._

153, Upnn.hlfmmaiinn and belief, the acts of nfringoment afleged above arc and have
been deliberate and willfal.

154, Unless Wackhardt is enjoined from infringing and inducing infringement of the
404 patent, plaintiffs will sufTer substantial and irrepavable injury. Plaintiffs have no adeguate

remedy at law.
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COUNT X

(NERINGEMENT OF THE METTIOD CLAIMS
OF THE ‘043 PATENT TINDER 35 U.S.C, §271(10)

155,  Plaintiffs TPC and TPNA repeat and incorporate heyein by reforence the
allepations contained in cach of the loregoing paragraphs,

156.  Upon information and belief, approval of ANDA 78-038 is subslantially likely to
resull in the commercial manufacture, use, importation, offer for sale and/or sale, or induccment
thereof, of a drug product which is marketed and sold for use in a méthod claimed in one ot more
claims of the ‘043 patent, immediately or imminently upon approval of Ihe ANDA, and prior fo
the cxpiration of the "043 patent.

157.  Upen information and bebel, Wockhardt is aware or reasonably should be aware,
of the widespread use of pioglifavone in the methods of onc or more claims of the *043 patont
and that use in such methods does not require a physician to co-prescribe piﬂgﬁlﬁznnc with o
bignanide, ¢.p., metformin, Further, patients routinely take pioglilazone in combination with
additionul active components, such as biguanides for usc in methods covered by the *043 patent.
T'he intended use of ploglitazone in combination therapy fo reduce the amount of active
vomponents used in such therapy would be veadily apparent to a customer of Wockhardt (e.¢2.,
inchuding, w.ith-:}ut limitation, physicians, pharmacists, pharmacy benelits management
companies, heulth carc providers who establish drug formularics for thei insurcrs and/or
patients).

N 158.  Upon informaiion and belief, Wookhardt’s proposed label for its pioghilaone
drag products does nol restrict the use of thosc products to only monotherapy. As is well known
to Wu_ﬁkhmﬂl and its customers, the majority of patients treated with pioglitazone tuke i.t in

combination with apother antidiabetic drag, namcly, such patients obtain freatment with
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pioglitazone in combination with a biguamide such as meilurinin, in combination with an jﬂsu]iﬁ
secrelion cuhancer such as & su}jbn}riurca, and/or in combination with ap msolin preparalion.
‘The beneficial cffects of such combination therapy are well known (o Wockhardt EiI.ld cusiornors
of Wockhardt, On information and belief, Wockhardt will be marketing pioglitazone with
specific infent, and/or with the desire to ac:tiw:lf induce, aid und abet, Infringenent :JE-' the f043
patent. Wockhardt knows or reasonably should know that its proposed conduct will nduce
infringement.

159.  Additionally, upon information and beliel, Wockhardt®s proposed label also
provides, or will be required by the DA to provide, information for patients regarding the co-
admmstiration of, md/or drup interactions between, pioglitazone and biguanides, e.g., meiformin
and such mformation witl promote the use of pioglitavone in combination wilh hipuanides, e.8.,
metformin, The benoficial effects of such co-administration and/or interactions are well known
to cusiomers of Wockhardt. By including this information in its label, Wockhardt wilt be
marketing ploglitazone with spectfic iment; and/or with the desive to actively Induce, aid and
abet, infringement of the ‘043 patent. Wockhardt knows ot rc:as-a_ﬁably should know that its
pruﬁused conduct will induce iniringoment.

160, Upon information and belicf, Wockhardt's generic marketing practices inchade
Hsting generic products on ks website and reforting consumers to a corresponding brand name
praduct, Upon information and belicf, Wockhardt intends Io do the sume for any approved
peneric pioglitazone, namely, Wockhardt intends to list its generic product and refer conswmers
{o Takeda's product, ACTOS®, Upon information and betlict, such matkoting pracliccs are
substantially likety to lead a consumer of generic pioglitazone fo infer that preseribing

information for ACTOS®, which includes directions relating to the use of combinations of
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ACFOS® and a biguanide, &g, melivrmin, also applics to Wockhard(’s generic pioglitazone-
::nniaw.[f-ﬁng drug praduct. )

161, Upon information and belicf, the acts of infiingement allcged above are and have
been deliborate and-willful.

58.  tnlcss Wockhardt is enjoined [rom infringing and inducing m iﬁngm;rmnt of the
‘043 patent, plaintilis will suffor substantial and hreparable injury. Plaintiffs have no adequate
remedy at law.

COEINT X1

(INFRINGEMENT OF THE METHOD CLAIMS
OF THE ‘090 PATENT UNDER 35 U.S.C. 8§ 271(b)) -

162,  Plaintifls TPC and 1PNA repeat and incorporatc korein by reference the
allegations contained in each of the {oregoing paragraphs.

163. Upon information and beliel, approval of ANDA 78-038 is substantially likety to
resull in the commercial manafactare, use, importation, offer for sale, and/or sale, or inducement
thereof, of a drug product which is markcted and sold for use in a method claimed ir one or more
claims of the ‘090 patent, immediately ot imminently wpon approvut ol the ANDA, and prior fo
the expiration of the 090 patent.

164.  Upon inlormalion and belicf, Wockhardt is aware or reasonably should be uware,
of the widespread usc of pioglitazone in the methods of one or more claims of the *090 patent
and that use in such methods docs not require a physician to co-prescribe ploghitazone with a
biguanide, ¢.g., metformin. Furlher, paticnts routinely take ploglitasone in combination with
additional active componcents, such .as biguanides for use in methods covered by the "090 patent.
Tilf.‘: intended use of ploglilazone in combination therapy to treat diabetes would be readily

apparent to a customer of Wockbardt {e.g., including, without limitation, physicians,
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pharmacists, phurmacy benefits management companies, health care providers who eslablish
drug formularics for their insurers andfor patients).

165. TUpon information and belicf, Wockhardt's proposcd label for its pioglitazone
drug products does not restricl the use of those producis to only munotherapy, As is well known
to Woekhardt and ils custonlers, the majority of patients treated with pioglitazone take i
combination with another antidiabetic drug, namety, such patients obfuin treatment with
pioglitazene in combination with a biguanide sach as motformn, in combination with an insufin
secrelion cnhascer such as 4 suifonylures, andfor in combination with an insulin prepuration.
The beneficial effects uf such cumbination therapy are well known to Wockhardt and customers
of Wookhardt. On information aud belicf, Wockhardt will be marketing pioglitazonc swith
specific intent, andfor with the desire to actively Induce, aid and abct, iuﬂ-iﬁgcmant of the 090
patent. Wockhardi knows or veasonably should know that its proposcd conduct will i11duu:1-:
infrinpemenl.

166. Additionatly, npon information and belicf, Wockhardt’s proposed label also
provides, or will be required by the I DA to provide, information for patients regarding the co-
administration of, and/or drug inferactions between, pioglitazone and higuanides, and such
information will promote the usc of ploglitazone in combinalion with biguanides, e.g.,
metformin. The beneficial effects of such co-adminisiration and/or interactions arc well known
1o customers of Wockhardt. By ineluding this information in its label, Wockhardi will be
marketing piogliiazone with speeific inlent, andfor with the desire to actively induce, aid and
abcet, il_].ﬁ'ingcmﬁnt of the ‘090 patent. Wockhardt knows or rcasonably should know that its

proposed conduct will induce infringement.
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167.  Upon information and belicf, Wockhardt’s géneric markeling, praciices include
Hsling geneiic prﬁducts on ils website and reforring consnmers io a corresponding brand name '
product. Upon information and belicf, Wockhardt Intends to do the samc for any approved
pcticric pioglitazone, numely, Wockhardt intends to list its generic product and refer consumers
to Takeda’s produet, ACTOS®. Upon information and belief, such marketing I;rractiua:s are
substantially likely to fead a consumer of genctic ploghiazone to nfor that prescribing
information for ACTOS®Y, which includes directions relating to the use of combinations of
ACTOS® und a biguanide, ¢.g., metformin, also applics to Wockhardt’s gencric pioglitazone-
containing drug product.

168. Upon information and belief, tlhc acts ol infringement alleged shove are and have
been deHberate and willful.

169,  Unlcss Wockhardt is enjoined from infiinging and inducing infringement of the
*090 patent, plaintif{fs will sulfer substantial and Ireparablc Ijury. Piainiii’[‘s have no adcqugte
remedy at Taw.

COUNT X1

(NFRINGEMENT OF THE METHOD CLAIMS
OF TIIE ‘265 PATENT UNDER 35 U.S.C, § 271())

170, .Pia'mti (1 1PC mnd TPNA repeat and Incorporate herein by reference the
alfegations conlained in each of the f{}regning paragraphs.

171. Upon information and belief, approval of ANDA 78-038 is substantially likely to
result in the commercial manifacture, use, importation, offer for sale and/or sale, or inducement
thereof, of a drug product which is murketed and sold for use in 3 method ¢laimed in ONG oI MO1S
claims of the “205 palent, inunediately or imminently upuﬁ approval of the ANDA, and prior to
the expiration of the “205 patent.
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172, Upon infinmation and belief, Wockhardt is aware or reasotably should be aware,
of the widespread usc of pioglituzone in the methods of one or more claims of the “205 paicnt
and that nsc in such methods does nol reguire a physician to co-prescribe ploghiiasone with an
inautin secrelion cohancer, e.g., a sulfonylorea. Lurther, patients roulinely take pioglitazone in
combination with additional active components, such as insulin sceretion enhancers for use in
melhods covered by the “205 patenl. ‘The intended usc of pioglilazone in combination therapy to
reduce the amonnt of active components used in such therapy would hé readily apparcit to &
customer of Wockbardi {e.g., 1m;:iudi11g, without limitation, physicians, pharmacisls, phanmacy
hencfits mapagement companies, health care providers who establish drug formularies {or their
insurers and/or patienis).

173.  Upon information and helicf, Wockhardt’s proposed labal for its ploglitazone
drug products docs not restrict the use of these products to only monolherapy. As is well known
to Wockhardt and iis customers, the majority of paticnts trealed with pioglitazonc take it in
combination with anofher antidiabetic drug, namely, stch patients obiain treatment with
pioglitazons in combination with a biguanide such as metformin, in combination with an Insulin
secretion cohumeer such as g sulfonylurea, and/or in combination with an insalie preparation.
‘The beneficial effects of such combination therapy arc well knowa to Wockhardt and customors
of Wockhardi, On information and befiel, Wockhardt will be marketing pioglitaxone with
spevific intent, and/or with the desirc to actively induee, sd and abet, infringement of the “205
patent. Wockhardf knows or reasonably should know that its proposcd conduct will induce
infﬁﬁgmnent.

174.  Additionally, upon information wnd belict, Wunl;hardt’s proposed label also

provides, or will be requived by the DA (o provide, information for paticnts regacding the co-
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administration of, and/or drug inicractions belwem,. pioglitaxone and insulin seerction enhancoers
and such information wili promote the nsc of pioglitazone in combiration with @n insulin
secretion enhancer such s 2 sulfonylures. The beneficial effects of such co-administration
andfor interactions arc well known to customers of Woekhardl, By including this infonmation in
ils Tabel, Wockhardi will be marketing pioglitazone with specific intent, and/or with the desihe to
actively induce, aid and abet, infringement of the 205 pateat. _Woukhardt kanows or rcasnuﬂbiy
should know that its proposed conduet will induce infringement. |
| 175.  Upon information and belief, Wockbardt’s generic markefing practices mchude

Hsling goneric products on its website and referming consumers (o & corresponding brand npame
product, Upon information and belief, Woekhardt intends to do the same for any approved
generic pioglitazone, namely, Wockhard! intends to list fls generic product and refer consumers
i Takeda’s product, ACTOS®, Upon information and belief, such marketing practices are
substeamtiatly likely to lead a consumer of generic pioglitazone fo infer that prescribing |
information for ACTOS®, which includes dircetions relaling to the use of combinations of
ACTOS® and an insulin secretion enhancer such as a sulfonylurca, also applies to Wockhardt’s
generic pioglitazone-containing drug product.

176, Upon information and belief, the acts ol infringement alleged above are and have
been deliberate and wilHul.

177.  Unless Wockhardt is enjoined from infringing and inducing infringement of lhe
‘203 patent, plaintifis will suffer substantial and irreparable injury. Plainiiffs have no adequate

remedy at faw.
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COUNT X391

(INFRINGEMENT OF THE METHOD CLAIMS
OF THE ‘243 PATENT UNDER 35 US.C. § 271(b))

178, Plaintills TPC and TPNA repeat and incorporate hevein by reference {he
allegations contained in each of the foregoing paragraphs.

179.  Upon information and helicf, approval of ANDA 78-038 is substantially likely to
result in the commercial manufacture, use, impoitation, offer for sale andfor sale, or mducement '
theteof, of a diag product which is marketed and sold for use in a methods claimed in one or
muwe claims of the 243 patent, immediately or -immincnﬂ}r upon approval of the ANDA, and
prior to the expiration of the *243 patent.

180. TUpon information and behief, Wockhardt is awarc or reasongbly should be aware,
‘ol the widcspread use of pioglitazone in the methods of one or more claims of the "243 pateat
and that vse in such methods does not reguire a physician to co-preseribe pioplitazone wilh an
insulin preparation, Forther, patients routincly take pioglilavonc in combination with additional
aclive components, such as insulln.preparaliuns for usc in methods covered by the "243 patent.
The intended use of pioglitaone in combination therapy to treat a diabetic paticnt to reduce side
cffects of activ.é componcnts used in such thorapy would be readily apparent to a customer of
Wackhardt (g.g., including, without fimitation, physicians, pharmacists, pharmacy bencfits
. management companies, health carc providers who establish drug formularics for their insurcrs
andfor patients). |

81,  Upon inlinmation and beliet, Wﬂﬂkhalrdt’s proposed label for its pioglitazone
drug products docs not restrict the use of those products lo only monotherapy. As is well known
i Woekhardt and is custoracrs, the majorily of paticnts treated with pioglitazons lake it in

combination wifh another antidizbelic drug, namely, such paticnts obtain (reatment with
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pioghitazone in combination with a bignanide such as melfortit, in combination with an nsulin
secrotion cnhancer such as a sulfonylurea, and/or in combination with an insulin prepavation,
‘The henelicial effects of such combination thexapy wre well known to Wockhardt and customers
of Wockhardt. On jnformation and belicf, Wockhardt will be marketing pioplituvune with
specific intent, and/for with the desire 1o actively inducc, sid and ahet, infringement of the "243
patent. Wockhardt knows or reasonably should know that its proposed conduct will induce
in[ringement.

182.  Addilionally, upon information and belief, Wockhardt's proposed label also
provides, or will be reguired by the FDA to provide, informalion for paticnts regarding the co-
adminisiration of, and/or drup interactions belween, pioglitazone and insulin preparations, wnd
such nformation will promote the usc of pioglitazone in combination with insulin proparations.
The beneficial effects of such co-administration and/or imteractions are woil known fo custornces
of Wockhardt, By including this informalion in its label, Wockhardt will be marketing
pioglitaxone with specifie intent, and/or with the desive fo actively Induee, aid and abet,
infrinpement of the ‘243 patenl, Wockhardt knows or reasonably should kuow that ils proposcd
condnet will induce infrinpement.

183, Uponinformation and belief, Wockhard('s genoric marketing praclices include
listing penetic products on ils website and referring consumers {0 a corresponding brand name
product. (pon information and belief, Wockhardt intends to do the sume for any approved
generic pioghitazone, namely, Wnnkhardt. intends to list ifs generie product and refer consumers
to Takeda’s product, ACTOS®. Upon information and belief, such marketing practices are

substantiafly likely to lead a conswmer of generic 11.iugﬁi:1mnc to infer that prescribing

information for ACTOS®, which includes dircetions relating to the use of combinations of
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ACTOS® and an insulin pt‘epﬁmﬁun, also applics to Wockhardt’s generic pioglitazone-
costaining drug product.

184,  Upon inforination and belicf, Wockhardt has planned and intchded to actively
induce others to infringe the “243 palent whon its ANDA application is approved and plans and
infends to do so on approval.

185, Upon information and belief, the sols of inlringement alleped above ave and have
been defiberale aﬁd willfd, and in full knowledge of- ;the exislence of the “243 patent.

186. Unless Wockhad! s enjoincd from infringing and fnducing the infringement of
the *243 patent, plaintiffs will suffer subsiantial and irreparable infury. Plaint{Ts have no
adequate remedy at [aw.

| COUNT X1V

(INFRENGEMENT OF THE METHOD CLAIMS
OF THE ‘640 PATENT UNDER 35 1L.8.C, § 271(b)}

187,  Plaintiffs TPC and TPNA repeat and incorporaic herein by reference the
allegations contained in each of the forcgoing par.agraphs,

188.  Upon information and beliel, approval of ANDA 78-038 is substantially likely to
resull in the commercial manufacture, use, importation, oflfer for sale and/or sale, or inducement
thereof, of a drug product which is markcicd and sobd for use i a methods claimed in one or
more claims of thc *640 patent, immediately or immincntly upon approval of the ANDA, and
prior o the expitation of the ‘640 patent.

189, Upon information and belict, Wockhardt 1s awure or 1‘&&5&)53!}1}? should be awaie,
of the widespread usc of pioglitazone in the methods of one or more claims of the 640 patent,
and that such use doss nol require a physician to co-preseribe pioglitazone with an insulin

secrelion enhancer (c.g., a sulfonylurea). Further, patients routinely take pioglitazone in
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combination with addiilonal active components, such as insulin secretion enhancors. ‘The
intcnded use of pioglitazone iﬁ combination therapy would be readily apparent to customers of
Wockhardt (u.g., {ncludigg, without fimitation, physicians, pharmacists, pharmacy beneflts
inanagement companies, health care providors who cstablish drug formulanies for their Insurers
and/or paticots).

190.  Upon infﬁrma’riqn and belief, Wockhurdl's proposcd label for its ploglitazone
drug products does nod restrict the usc of those products to only monotherapy. As is well known
to Wockhardt and its customens, the majmﬁy of paticnis treated with pioghilazone take it In
combination with another antidiabetiu drug, namely, snch paticnts obtain treaiment with
pioghilazone in combination with a bigusnide such as met{ormin, in combination with an insulin
secretion enhancer such as a subfonyhurca, and/or In combination with an insulin preparation.
The beneficial effects of such combination therapy are well known to Wockhardt and customers
of Wockhardt. On information and belief, Wockhardt will he marketing pioglitavone with
specific intent, and/or wif.h the desire to aciively induce, gid and abel, infringement of the *640
patcnt. Wockhardt knows or reasonably should kaow that its proposed condnet wikl induce
infringement.

191. ﬁddiii{.maﬁy, upon information and belief, Wockhardt’s proposed label al.sﬁ
provides, or will be required by the FDA to provide, information fur patienis regarding the co-
adminisiration of, audfc-lr drug Interactions belween, pioglitazonc and insulin secrelion enhancers
such as & sulfonylurea and such information will promote the use of ploglitazone in combination
with insulin secretion enhancers such us a sulfonylurca. The beneficial effects of sg-.:h co-,
administration wnd/or inieractions arc well known to customers of Wockhardt. DBy including this

information in its label, Wockhardt will be marketing pioglitazone with specific intent, and/or
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with the desire to actively induce, aid and abet, infringement ol the ‘.ﬁai{} pat.cnt. Wockhardt
knows or reasonably should know that its proposed condnet will induce infringement.

192,  Upon iﬂfofnmiiﬂn and belief, Wockhardt’s generic marketing practices in the 113,
include kisiing gencric products oo its webﬁite and referring consumers to a coiresponding brand
name product. Upon information and belief, Wockhardt intends to do (he samc for any approved
gencric pioglitazone, namety, Wockhardt intends to Hst its gencric product and reftr to Takeda's
product, ACTOS®, Upon information and belicf, such marketing practices ate substantially
likely to Tead 4 consumer of generic ploglilazonc to infor that preseribing information for
ACTOS®, which incindes dircetions relating to (he use of combinations of ACTOS® and an
insulin secrction enhancer (2.2, a sulforyiures), also applics to Wockhardt’s genetic |
pioglilavone-contaiting drug product,

193.  Upon information and belief, the acts of infringement afteged above are und have
been deliberate and williul, and in fall knowledge of the existenoe of the 640 patent.

194, Unlcss Wockhardt is enjoined from Infringing and inducing the infringemcnt of
the ‘640 patent, plaintiffs will suffer substanlial and irrcparable injury. Plaintjfﬁé have no
adcquafc remedy at law.

WHEREFORL, Plaintiffs request the following relief:

(a) a declaratory judgment putsuant fo 28 U.S.C. § 2207 el seq. that making, using,
selling, offering io soll and/or importing Wockhardt’s drug product for which i
secks FDA approval or ils active ingredient ploghitazonc will infringe af least
one claim of onc or more of the Takeda Paterits;

2)] a declaratory judgment pursuant to 28 U.S.C, § 2201 ct seq. that inducing the

making, using, offering for sale, sefling and/or importing of Wockhardt’s drug
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product ar Its active ingredient pioglitazone, will infringe at least one claim of
one or mtore of the Takeda Pateats;

{c) a declaratory judgment pursnant to 28 TLS.C. § 2201 ct scq. and an order
pursuant to 35 U.8.C. § 271{e}4)}{A) providing that the ellective date of any
FDA approval for Wockhardt to commercially make, use, sell, ofter to scll or
import pioghiazone or any drug product containing pioglitazone be no earticr
than the date folowing the expiration date of the fast to expire of the Takeda
Patents (as extended, if applicable);

(d) 4 permanent injunction restraining and enjoining against any infringement by
defendants, their officers, agents, attorneys, employccs, SBCCESSONS OF asSgNS, of
those acting in privily or concert with them, of the Takedz Patents, through the
commercial mamafacture, use, sale, offor for sale or imporiation into the United
States of pioglilavenc or any drug product conlaining pioglitazone, und/or any
.inducc:mcﬂt of the sume;

{e) Ailum_eys’ foes in this action under 35 U.S.C. § 285; and

{f) ' Such furiher and other relicf in favor of Plaintilts and against Defendants as this
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Counrt may deen just and proper.
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