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1. INTRODUCTION

i End-Payor Plamtiffs, Umted Food and Commercial Workers Local 1776 &
Participating Employers Health and Welfare Fund, Crosby Tugs, LLC, Insurance Trast Fund,
International Union of Operating Engineers Locat 132 Heatth and Welfare Fand, NECA-IBEW
Welfare Trust Fund, City of Providence, Rhode Island, Painlers District Council No. 30 Health
and Welfare Fund, Minnesota and North Dakota Bricklayers and Allied Craltworkers Health
Fund, New England Elecirical Workers Benefits Fund, MAN-U Service Contract Trust Fund,
and T9YSEIU National Benefit Fusd on behall of themselves and all others similarly situated,
file this Consolidated  Amended Class  Action Complaint  against  Defendants Takeda
Pharmaceutical Company Limited, Takeda America Holdings, Inc., Takeda Pharmaceuticals
LS AL Ines, and Takeda Development Center Americas, Ine {collectively, “Takeda™), Mylan
Ing, and Mylan Pharmacouticals, Inc., (together, “Mylan™), Actavis ple k/a Actavis, Inc. and
Watson Laboratories, Ine. (together, “Actavis”). Ranbaxy Laboratories, Ltd., Ranbaxy, Inc., and
Ranbaxy Pharmaceaticals, Ine., (collectively, “Ranbaxy™), and Teva Pharmaceutical Industries,
Lid, snd Teva Pharmaceuticals USA, Inc. (together, “Teva™).  Defendants Mylan, Actavis,
Ranbaxy, and Teva will collectively be referred 1o as the “Generic Defendants.” Takeda and the
Generice Defendants will colfectively be referred to as the “Defendunts.”  Based upon personal
knowledge as to [acts pertaining to them, and upon information and belief ays to all other matters,
the Bad-Payor Planults allege as follows:

IL. NATURE OF THE ACTION

2. This action arises out of Defendants” overarching anticompetitive scheme to

allocate, and unreasonably delay competition in, the market for pioglitazone hydrochloride

tablets, which Takeda sells under the brand name ACTOS. and further anticompetitive
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agreements that Takeda entered into with Mytan and Teva Lo allocate, and unreasonably delay
competition in, the market for the fixed dose combination product containing both pioglitazone
hydrochloride and metformin (biguanide), which Takeda setls under the brand name ACTOp/us
met. Doctors prescribe ACTOS for the improvement of glveemic control in patients with Type 2
diabetes, either as either a monotherapy treatment or a combination therapy consisting of two
separate drugs——piogiitazone hydrochloride together with sulfonylurea, metformin, or insulin.
Doctors preseribe ACTOpluy met a8 2 lixed dose combination of pioglitazone hydrochloride and
metformin to improve blood sugar controb in adults with Type 2 diabetes who are already taking
ACTOS mnd metformin separately, or taking metformin alone and it 15 not controdling blood
glucose at normal levels.

3 ACTOS became one of Takeda’s biggest selling products. By 2011, ACTOS and
ACTOpluy met together generated over $3 billion in annual soles, Takeda knew, however, that
the products were valnerable o a vapid apd near-complete loss of sales once less expensive
generic versions entered the market,

4. I order 1o delay the onset of generic competition and squeeze more multi-hillion-
doltar years out of these products, Takeds devised a multi-part scheme which it enticed its
would-be generic competitors o join.

5. First, Takeda submitted false and misleading patent mformation regarding two
patents 10 the Food and Prug Administration (the “"FDA™) for publication in the Approved Dirug
Products With Therapewiic Eguivalence Evaluations (the “Orange Book™) with respect to
ACTOS, Takeda assested in s patent information that the two patents-—United States Patent
Nog, 5,965,584 (the 584 Patent™) and 6,329,404 (the 404 Patentyclaim the ACTOS drug

product.  These patents plainly and upambiguously do not claim the ACTOS drug product,

k3
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however, because the "584 Patent claims a drug product consisting of pioglitazone hydrochlorde
and @ bignanide, Similarly, the 404 Patent claims a drog product consisting of pioglitazone
hydrochtoride and an tnsulin seeretion enhancer,

6. The ACTOS drug product contains neither biguanide nor an insulin secretion
enhancar, and thus neither the "584 Patent nor the *404 Patent claims the ACTOS drug product,
Indeed, Takeda has listed the "584 Patent in the Orange Book as claiming the drug product
ACTOplus met, which does comtain both pioglitazone hydrochloride and a biguanide, and has
histed the "404 Patent in the Orange Book as claiming the drug product Duetact, which docs
contain both pioglitazone hydrochloride and an insulin secretion enhancer,

7. Among other intended anticompetitive effects, Takeda's submission of false and
misleading patent information regarding the "584 Patent and *404 Patent for ACTOS permitted
the first generic manufacturer that filed an Abbreviated New Drug Application (*ANDA™) with a
Paragraph 1V Certification, 21 U.8.C. § 3550M2KANINIV), 1o claim the 180-day exclusivity
provided by the Hatch-Waxman Act. That exclusivity prevented the FIDA from approving any
other generic ACTOS products from entering the market until 180 days afler the [irst-filer
eptered,  Takeda's submission of false and misleading patent information thus created a
“hottlencck™ on FDA approval of any generic ACTOS producis until the first generie filer
emered the market. Later-filing generic manufacturers were sutomatically delaved doe to the
first-filer's 180-day exclusivily.

8. Second, Takeds exacerbated the ecconomic harm caussed by its false and
misleading patent submission by paying the generic first-filers to delay entry, Having created the

bottteneck, Takeda paid the fivst-{ilers to keep the bottleneck in place.

ad
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9. Creneric competition for ACTOS was hikely to begin iimmediately after ACTOS s
drug substance patent—UL5. Patent No. 4,687,777 (the *777 Patent™)—expired on January 17,
2L Without regard Lo whether the lawsuits had legal merit, Takeda seed every manufactorer
that sought FDA approval to sell generic ACTOS. Defendants Mylan, Ranbaxy, and Actavis
were entitled o “shared” 180-day exclusivity for ACTOS. These Defendants had all snbmitied
Paragraph 1V Certifications with respect to the "584 Patent and the "404 Patent, and obtained a
June 2010 trial date for their allegations that Takeda's patents allegedly covering ACTOS were
tvalid, unenforceable, or would not be infringed by their generic products. That trial daie would
have permiticd Mylan, Ranbaxy, and Actavig to successfully conclude the patent litigation and
eder the market on or about January 17, 201 1.

10, Takeda knew there was a substantial risk that its infringement claims would not
prevail in the litigation. Therefore, as the wial date approached, Takeda made large, unjustified
payments o Mylan, Ranbaxy, and Aclavis to withdraw their challenges to the patents and delay
entry into the market. In exchange for these Exclusion Payments—ie, a share of the
supracompetitive  profits made possible by the absence of generic competition—Mylan,
Ranbaxy, and Actavis agrecd o delay entering the wmarket until August 17, 2012, Ay planned,
this delayed entry by the first-filers had the intended cffect of extending the bottleneck on FDA
appraval of many additional generic manufacturers, all of which were prevented from entering
the market unttl 18Q days after Angust 17, 20172,

11, Third, Takeds repeated this same Exclusion-Paviment ploy with respect to
ACTOplus met. Takeda had listed the 584 Patent as a drug product patent claiming ACTOplus
met, and had listed various other patents as applicable method-of-use patents. Without regard to

whether the lawsuits had legal merit, Takeda sued every manufacturer that sought FDA approval
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to setl generic ACTOpfus met, Defendant Mylan subantied the first ANDA with a Paragraph 1V
Certification with respect to ACTOp/us mer and was thus eligible for the Hatch-Waxman Act
I80-day exchusivity.

V2. Takeda knew there was a substantial risk that its infringement claims under these
patents would not prevail in the Bligation. Therefore, as Mylan's Hatch-Waxman Act 30-month
stay (21 U.S.C§ 35505 (B)(H1)) was set 1o expire, Tukeda made large, unjustified payments to
Mylan to withdraw its chatlenge to the patents and delay entry toto the market. n exchange for
these Lxclusion Payments—ie., a share of the supracompetitive profits made possible by the
absence of gencric competition—Mylan agreed [c; delay entering the market until 2012, As
planned, this delayed entry by the fust-filer had the intended effect of extending the bottfeneck
on FDA approval of wrany additional generic manufacturers, all of which were prevented from
cntering the manket untit 180 days after Mylan entered,

I3, Fourth, Takeda and Mylan, Ranbaxy, and  Actavis ook  additiona
anticompetilive measares 10 coswre that Defendant Teva did not unravel the anticompetitive
schemes they had concocted, Teva had refused to submit a Paragraph 1V Certification with
respect to the "384 Patent and "404 Patent regarding ACTOS on the ground that Takeda had
improperly identified them as drug product patents covering ACTOS, Instead, Teva filed what iy
known as a “Section vilb Statement”™ (see 21 USC § 355 AHEB) & 21 USC &
IS5(GH2NAN i), attesting that Teva did not seck FDA approval for a use covered by the
patents that Takeda had Hsted in the Orange Book.

14, Without regard to whether the lawsuit had legal merit, Takeda sued Teva for
infringement of the patents allegedly covering ACTOS and ACTOplus met. Had Teva prevaited

m that lawsuit, it could have entered the market with generic ACTOS upon the expiration of the
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T Patent om Janeary 17, 2001 Under the Hatch-Waxman Act, and pursuant to the reliefl that
Teva sought in its counterclaimys against Takeda, Teva would not have been subject 1o the 180-
day exclusivity bottleneck that Takeda, Mylan, Ranbaxy, and Actavis had constructed and
extended,

15, Teva secured a June 2010 teial date, which gave it time to oblain a favorable
ruling before January 17, 200 1. Rather than risk the unraveling of its anticompetitive scheme
and agreements with Mylan, Ranbaxy, and Actavis, Takeda made large, unjusiified payments to
Teva to withdraw its challenge 10 the patents, stop contesting Takeda’s submission of false
pateot information regarding the 584 Patent and "4 Patent for ACTOS, and delay entry into
the market, In exchange for these Exclusion Payments-—ie. a share of the supracompetitive
profits made possible by the absence of generic competition—"Teva agreed to delay entering the
market with generte ACTOS until August 17, 2012, and to delay entering the market with
peneric ACTOp us met untid Mylan entered in 2002,

F6.  Defendants” unlawful schemes and  Exclusion Payment Agreements  were
designed to and did in fact: (a) delay the entry of less expensive generic versions of ACTOS in
the United States; b)) fix, raise, maintain, or stabilize the price of ACTOS and its generic
equivalents; (¢) permit Takeda to muintain a monopoly in the United States for ACTOQS and its
generic equivalents; (d) atlocate 100% of the United States market for ACTOS and its generic
equivalents to Takeda; (¢) defay the entry of less expensive geperic versions of ACTOpliey met in
the United States; and (1) [ix, raise, maintain, or stabilize the price of ACTOpins met and its
generie cguivalents,

7. Plaintiffs bring this action as a class action on behalf of all consumers and third-

party payors (collectively, “End-Payors™ in certain States, the District of Columbia, and Puerto

1
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Rico who indirectly purchased, paid and/or provided reimbursement for branded and/or generic
ACTOS and/or ACTOplus met products, other than for re-sale, since January 17, 2001 with
respect o ACTOS and since February 25, 2001 with respect to ACTOpluy met (see Class
Definitions below),

18, Plaintilts assert claims for compensatory aad/or treble damages [or violations of
the State laws enmmerated below,

HI.  JURISDICTION AND VENUE

19, This Court has jurisdiction over this matter under 28 UL.5.C § 1332(d) because
this actien 15 a class action i which the aggregate amount in controversy {or each of the
proposed classes exceeds $3.000,000, and at feast one member of each of the putative classes is a
citizen of a state different from that of one of the Detendants,

20, Defendants are subject to personal jurisdiction in this Court, includmg general and

specific jurtsdiciion.

Prefendant Takeda Pharmaceutical Conpany Limited.

e u . . - ' voga T n

© Excluding Defendants Ranbaxy, Inc.which is both a wholly owned subsidiary of Defendant
Ranbaxy Laboratories, Ltd. and is the United States parent corporation of Defendant Ranbaxy
Pharmaceuticals, Inc.
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22, This Court has general jurisdiction over each Deflendant because one or more of
the Defendats has engaged in such a continuous and systematic course of business in this
District as o render it at home in New York, sufficient 1o satisty both CRPLE. $30] and the
reguiremnents of due process. Such course of business includes, bal is not limited ro:

a. One or more of the Defendants has employees, offices and/or
factiities in New York;

o, Che or more of the Defendants actively solicits business in and
derives substantial sales and revenue from New York;

c. Cne or more of the Defendants has substantial and ongoing
business relattonships with New York customers, employees
and/or companies; and

d. One or more of the Defendants is repistered with the New York
State Department of State o do business in New York, as 4 so-
catled foreign corporaion,

23, This Court has specific jurisdiction over each Defendant because one or more of
the Defendants purposeluily directed its unlawful anticompetitive activities in New York and this
tawsuit results from injuries that arise out of and refate to those New York activities, sufficient (o
satisly both CPLR. §302 and the requirements of due process.  Such New York activities
include, but are not limited to the BExclusion Payment Agreements that are the subject matler of

thig action: {i) were negetiated, in part, here in New York, (i) arose out of and resulted in the
‘ & k

termination of underlying patent littzation that was pending here in this District
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24, One or more of the Defendunts sold the pharmaceutical products ar issue in Now
York at supra-competitive prices, received substantial revenue from the sale of these products in
New York and therefore reaped the benefits of its conduct from New York; and

23, One or more of the Defeadants agreed to the jurisdiction of this Court in the
underlying patent fitigations.

26. Venue is appropriate in this district under 28 1.8.C, $1391(0) and (¢) because
Defendants transaet business within this disteict, and the interstate trade and commeree described
heretn 15 carried oul, in substantizl part, in this district,

IV, PARTIES

A, Plaintiffy

27. Plaintilf United Food and Commercial Workers Local 1776 & Participating
Employers Health and Welfare Fund ("UFCW Local 1776") ts an employee health and welfare
benetit plan with its principal place of business at 3031-A Walton Road, Plymouth Meeting,
Pennsylvania 19462, Plaintiff UFCW Local 1776 indirecily purchased, paid and/or provided
reimbursement for ACTOS and/or ACTOpluy met in Arizona, Florida, New Jersey, Ohio,
Pemsylvania apd Virginia other than lor resale, and purchased, paid andfor provided
reimbursement for the generic versions of ACTOS and/or ACTOplis met other than for re-sale
once they became available, at supracompetitive prices during the Class Periods, and was
therehy injured.

28, Plaintiff Croshy Tugs, LLC ("Crosby Tugs™ is a Louisiana limited Hability
company with s principal place of business in Galliano, Louisiana.  Plaintilf Crosby Tugs
indirectly purchased, paid and/or provided reimbursement lor ACTOS and/or ACTOplus met in

Louisiana, Maryland, Mississippl and Texas other than for resale, and purchased, paid and/or

9
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provided reimbursement for the generic versions of ACTOS and/or ACTOplis met other than for
re-sale once they became available, at supracompelitive prices during the Class Periods, and was
thereby injured.

29, Plaintff International Union of Operating Engincers Local 132 Health and
Welfare Fund (“IUQE Local 1327) is an employee welfare beaefit plan with its primary office in
Huntingten, West Virginia, Plaintiff TUEO Local 132 indirectly purchased, paid and/or provided
reimbursemient for ACTOS and/or ACTOplus met in Florida, Hinois, Nogth Carolina, Ohio,
Pennsylvania, Texas and West Virginia other than {or resale, and purchased, paid and/or
pravided reimbursement for the generic versions of ACTOS and/or ACTOplus met other than for
re-sale once they became available, at supracompetitive prices during the Class Periods, and was
thereby injured.

30, Planuff NECA-IBEW Wellare Trust Fund (“NECA-IBEW™) is an employee
welfare benefil plan with its primary office in Decatur, THinois., Plaini{f NECA-IBEW indirectly
purchased, paid and/or provided reimbursement for ACTOS and/or ACTOplus met in Alabama,
California, Florida, Dlinois, Indiana, Kentucky, New Jersey, Nevada, Washington and Wisconsin
other than for re-sate, and purchased, paid and/or provided reimbursement for the peneric
versions of ACTOS and/or ACTOplus met other than for re-sale once they became available, at
supracompetitive prices during the Class Period, and has thereby heen injured.

3t. Plamtitt City of Providence, Rhode Island (“Providence™ is a municipal
corporation with a principal address of 25 Dorrance Street, Providence, Rhode Istand, Plaingff
Providence is a self-insured health and welfare plan.  Plaintff Providence indirectly purchased,
paid and/or provided reimbursernent for ACTOS and/or ACTOplus met in Arizona, Connecticut,

Florida, Hawaii, IHinois Maine, Massachusetts, Missouri, New Hampshire, New Jersey, New

10
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York, North Caroling, Pennsylvania, Rhode Istand Texas and Virginia other than for resale, and
purchased, paid and/or provided reimbursement for the generte verstons of ACTOS andfor
ACTOplus met other than for re-sale onee they became avwlable, at supracompetitive prices
during the Class Periods, and was thereby injured.

iz, Painters District Council No. 30 Health & Welfare Fund (“Painters Pund'™) is an
employee wellare benefit plan with 1ts principal place of business in Awrora, Iimois. Plaintiff
Yainters Fund indirectly purchased, paid and/or provided reimbursement for ACTOS and/or
ACTOplus met in Flonda, IHinois, Indiana and Peansylvania other than for resale, and
purchased, paid and/or provided reimbursement Tor the generie versions of ACTOS andfor
ACTOplus met other than for re-sale once they became available, at supracompetitive prices
during the Class Periods, and was thereby injured.

335 Plaintiff Minncsota and North Dakota Bricklayers and Allied Craftworkers Health
Fund (“Bricklayers and Allied Cratiworkers Fund”™) is an employee welfare benefit plan, with its
principal place of business in Mendota Heights, Minnesota, Piainafl Bricklayers and Allied
Craftworkers Fund indiveetly purchased, paid and/or provided reimbursement for ACTOQS and/or
ACTOpluy met o Arizona, Florida, Minnesola and Wisconsin other than for re-sale and
purchased, paid and/or provided reimbursement for genertie versions of ACTOS andfor
ACTOplus met other than {or re-sale once they became availuble, al supracompetitive prices
dirring the Class Perlods, and was thereby injured.

34, Plaintift New England Electrical Workers Benefits Fund ("NEEWBF™) is an
employee welfare benefit plan with its principal place of business in Wallingford, Connecticut,
Plaintiff NEEWBF indirectly purchased, paid and/or provided reimbursement for ACTOS and/or

ACTOplus met in Califorma, Connecticut, Florida, Massachusetts, Maine, Mississippi,



Case 1:13-cv-09244-RA-RLE Document 113 Filed 08/22/14 Page 15 of 114

Nebraska, New Hampshire, New Moxico, New York, Norih Carolina, South Carolina,
Tennessee, Texas and Vermont other than for resale and purchased, paid and/or provided
reimbursernent for generic versions of ACTOS and/or ACTOplus met other than for re-sale once
they became available, at supracompelitive prices during the Class Periods, and was thereby
injured.

35. Plaintift MAN-11 Service Contract Trust Fund ("MAN-U"} is a an employee
health and welfare benefit plan trust with its principal place of business at 7130 Columbia
Gateway Drive, Suite A, Columbia, MDD 21046, Plaintiff MAN-U indirectly purchased and/or
provided reimbursement for ACTOS and/or ACTOplus met in the District of Columbia, Florida,
Hiinois, Maryland, Pennsylvania and Virginia other than for re-sale and purchased, paid and/or
provided reimbursement for the generie versions of ACTOS and/or ACTOplus met other than for
re-sale once they became available at supracompetitive prices, and has thereby been injured.

36, Plaintff 1995EIU is an employee health and welfare benefit plan trust with ity
principal place of business in New York. Plamtill 1998EIU indirectty purchased and/or provided
reimbursement for ACTOS and/or ACTOplus met In Alabama, Arizona, Arkansas, California,
Connecticut, Florida, Georgia, Indiana, Louisiana, Maryland, Missourl, Nevads, New Jersey,
New Mexico, New York, North Carelina, Ohio, Pennsylvania, South Carolina, Virginia, District
of Columbia and Puerto Rico other than for re-sale and purchased, paid and/or provided
reimbursement for the generic versions of ACTOS and/or ACTOplus met other than for re-sake
once they became available at supracompetitive prices, and has thereby been injured.

B. Defendants

37, Delendant Takeda Pharmaceutical Company Limited is a Japanese company with

its principal place of business @t 1-1, Doshomachi 4-chome, Chuo-ku, Osaka 540-8645.

12
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38, Defendant Takeda America Holdings, Tnc. s a wholly-owned subsidiary of
Defendant Takeda Pharmaceutical Company Limited, and is the United States parent corporation
of Defendants Takeda Pharmaceuticals U.S.AL, Inc. and Takeda Development Center Americas,
nc, Defendant Takeda America Holdings, Ine. is a corporation organized under the law of the
State of New York with its principal place of business at 767 Third Avenue, New York, New
York 10017.

9. Defendant Takeda Pharmaceuticals US.A. Ine., formerdy known as Takeda
Pharmaceuticals North America, Inc., is o corporation organized under the faws of the State of
Delaware with its principal place of business at One Takeda Parkway, Deerfield. Hinois 60015,

40, Defendant Takeda Development Center Americas, Inc., formerly known as
Takeda Global Research and Development Center, Inc., is a corporation organized under the
laws of the State of Delaware with its principal place of business at One Takeda Parkway,

Deerfield, Winois 60015,

41, The foregoing Defendants will collectively be referred to as “Takeda.”
42 Defendant Mylan, e, formerly known as Mylan Laboratories, Ine., is a

corporation organized under the laws of the Commonwealth of Pennsylvania with its principal
place of business at 1300 Corporate Drive, Canonsburg, Pennsylvania 15317,

43, Delendant Mylan Pharmacenticals, Inc. is a corporation organized under the laws
of the State of West Virginia with its principal place of business at 781 Chestnut Ridge Road,
Morgantown, West Virginia 26505,

44, The foregoing "Mylan” Defendants will together be referved to as “Mylan.”

43 Defendant Actavis pke ts incorporated under the faws of Jreland, with its principal

place of business at | Grand Canal Square, Docklands Dublin 2, Ireland, and s United States
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place of business in Moris Corporate Center L 400 Imterpace Parkway, Parsippany, New
Jersey 07054, Watson Pharmaceulicals, Inc. changed its name to Actavis, Inc. as a resudl of
Watson Phanmaceunticals, Inc.’s acquisition of Swiss-based Actavis Group in or around October
2012, On or about Oclober 1, 2013, Actavis, Inc, changed its name to Aclavis ple.

46, Defendant Warson Laboratories, Inc. was a Nevada corporation, baving its
principsl place of business at 311 Bomnie Circle, Coropa, California. Defendant Walson
Laboratories, Inc. was a wholly-owned subsidiary of Watson Pharmaceuticals, Inc.

47, ‘The foregoing “Actavis” Defendants will together be referred o as "Actavis”

48, Defendant Ranbaxy Laboratories, Lad, s an international  pharmaceutical
company headquartered in Gurgaon, Haryana, India.  Ranbaxy is & member of the Daiichi
Sankyo Group, which is headguartered in Tokyo, Japan., Defendant Ranbaxy Laboratories,
[’y principal place of business in the United States is at 600 College Road Bast, Suite 2100,
Princeton, Now Jerscy 08540,

49, Detendamt Ranbaxy, Inc. is a wholly-owned subsidiary of Defendant Ranbaxy
Laboratories, Lid. and is its North American commercial wm. Defendant Ranbaxy, e also is
the United Stales parent corporation of Defendant Ranbaxy Pharmaceuticals, Inc.  Defendant
Ranbaxy, Inc, Is a corporation organized under the laws of the State of Delaware with ity
principal place of business at 600 College Road Hast, Suite 2100, Princeton, New Jersey 083540,

50, Defendant Ranbaxy Pharmaceuticals, Inc. is a wholly-owned subsidiary of
Defendant Ranbaxy, Inc. Defendant Ranbaxy Pharmacewticals, Inc. is a corporation organized
under the laws of the State of Delaware with its principal place of business at 600 College Road

Fast, Suite 2100, Princeton, New Jersey 08540
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St The forcgoing “Ranbaxy” Defendants will collectively be referred to  as
“Ranbaxy.”

532, Defendant Teva Pharmaceutical Industries, Lid., one of the largest pharmaceutical
companics 11 the world, is headquartered m Petah Tikva, Tsrzel,

23, Defendant Teva Pharmaceuticals USA, Inc. is an indirect, whollby-owned
subsidiary of Teva Pharmaceutical Industries, Lid, Defendant Teva Pharmaceuticals USA, Toe.
is a corporation organized under the laws of the State of Delaware with its principal place of
husiness at 1090 Horsham Road, North Wales, Pennsylvania 19454,

54, The foregoing “Teva” Defendants will together be referred 10 as “Teva”

33, All of Defendants’ wrongful actions described in this Complaint are part of, and
in furtherance of, the anlicompetitive scheme and anticompetitive agreements (as fusrther
described  below), and were authorized, ordeved, and/or exccnted by Defendants’ various
officers, agents, employees, andior other representatives while actively engaged in the
management of Delendants’ affairs (or that of their predecessors-in-interest) within the course
and scope of their dutics and employment, and/or with Defendants’ actual, apparent, and/or
ostensible authority.

V. INDUSTRY BACKGROUND
A. The Regulatory Structure for Approval of Generic Drugs, Listing Patent
Information in the Orange Book, and the Substitution of Generie Drugs for
Brand Name Drugs

56. Under the Federal Tood, Drug, and Cosmetic Act (“FDICA™), branded drug

raanufactorers must obtain FDA approval o sell a new drug product by filing a New Drug

h

Application ("NDA"). 21 U.8.C, §§ 301-392. An NDA must include specific data concerning
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the safety and effectiveness of the drug, as well as information on any applicable patents. 2}
U.S.C § 355¢u), (b).

57 When the FDA approves a branded drug manulacturer’s NDA, the manufactarer
may Hst in the Orange Book any patents the manufacturer believes could reasonably be asseried
against g generic manufacturer that makes, uses, or sells a generic version of the branded drug
before the expiration of the listed patents. The brunded drug manulacturer may also list in the
Orange Book any patents tssued after the FDA approved the NDA within thirty days of their
isspance. 21 US.C § 35501 & (e)2).

38, The FDA relies completely dn a branded drug manufacturer’s truthfulness abowt
patent validity and applicability because the FIDA does not have the resonrces or authority to
verify a branded drug manvfaciurer’s patents and patent information for accuracy or
trustworthiness. In listing patents and patent information in the Orange Book, the FRA merely
performs a ministecial act

1. The Hatch-Waxman Amendments

59, The Hatch-Waxman Act, enacted in 1984, simplificd the regulatory hurdles for
prospective generic drug manufactucers by eliminating the need to file fengthy and costly NDAs,
See Drog Price Competition and Patent Term Restoration Act, Pub. L. No. 98-417, 98 Stat. 1585
(1984). A manufacturer seeking approval to sell a generie version of a brand drug may instead
file an ANDA. An ANDA relies on the scientific findings of safety and effectiveness included in
a hranded drug manufacturer’s original NIJA, but must further show that the gencrie drug (1)
contains the same active ingredient(s). dosaze form, route of administration, and strength as the
brand drug. and (if} 1% absorbed m the same rate and to the smme extent ag the brand drugr—-that

is. that the generic drug is pharmucentically equivalent snd  bioequivalent (together,

16
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“therapeutically equivalent’™ to the brand dreg. The FDA assigns an “AB” rating (o generic
drugs that are therapeutically equivalent to their brand-name counterparts.

6. The FDCA and Hatch-Waxman Acl operate on the presumption  that
bivequivalent dreugs containing identical amounts of the same active ingredients, having the same
route of administeation and dosage form, and meeting applicable standards of strength, guality,
purity and idemity, are therapeutically equivalent and may be substituted for one another.,
Bioeguivalence means that the active ingredient of the proposed generic drug would be present
in the blood of a patient to the same extent and for the same amount of time as its branded
counterpart. 21 U.5.C. § 355(}{8)B).

61, Congress enacted the Hatch-Waxman Act (o expedite the entey of lepitimate (non-
infringing} generic compatitors, thereby reducing healtheare expenses nationwide. Congress also
sought 10 protect pharmaceutical manufaciurers” incentives o create new and innovative
products,

62, The Hatch-Waxman Act achieved both goals by advancing substantially the rate
of generic product faupches and ushering in an era of historic high profit margins for branded
drug n‘u‘mu["'cthu'cai‘f;. In 1983, before the Hatch-Waxman Act, only 35% of the top-selling
branded drugs with expired patents had gencric alternatives; by 1998, nearly alt did. Tn 1984,
annual prescription drug revenue for branded and generic drugs totaled $21.6 hilhion; by 2009
total annual prescription drug revenue had soared to $300 billion.

2. Reqguirements for Submitting Patent Information

63, The regulatory structure created by the Hatch-Waxman Act includes a process for

tdentifying and addressing patents that arguably apply o brand and generic drug prodocts. This

regulatory structure requires the holder of an NDA to submit information concerning its patents
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to the FDA, which incorporates the information into the Orvange Book. Patent information is
listed in the Orange Book for cach NDA to which the patent may apply. Then, when a generic
company seeks Lo file an ANDA, it must submit patent certilications or statements, described
more fully below, to each patent listed in the Orange Book for the NDA that is the reference
listed drug for the ANDA.

64. Under the Hatch-Waxman Act, the NDA holder must submit certain required
information concerning “any patent which claims the drug for which the application was
submitted or which claims a method of using such drug and with respect 1o which a claim of
patent infringement could reasonably be asserted if a person not licensed by the owner engaged
in the manutacture, use, or sate of the drug.” 21 U.S.CL § 355(bX1G).

65, When Takeda submitted patent information regarding the 7584 Patent and 404
Patent for ACTOS—in 1999 and 2002, respectively-the relevant statute pequired the NDA

i

applicant o lst “any patent which claims the drug for which the applicant submitted the
application or which claims o method of using such drug and with respect o which a claim of
patent infringement could reasonably be asserted if a person not licensed by the owner engaged
in the manufacture, use, or sale of the drug.”™ 21 U.S.C.A. § 355(0)(1) (1999) & (2002).

06.  The thep-applicable regulations identified three types of patents that could
property be listed: “drug substance (ingredient) patents, drug product (Formulation and
composition) patents, and method of use patents,” 21 CER. § 314.53(b) (1999) & (2002}, The
regulations further provided that “[Tfor patents thai claim a drug substance or drug product, the
INIDAT applicant shall submit information only on those patents that claim a dreg product that is

the subject of a pending or approved application, or that claim a drug substance that is a

component of such a product.” fd. (emphasis added). The NDA holder also could properly list ¢
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patent for a drug product only “with respect o which & claim of patent infringement could
reasonably be asserted if a person not licensed by the owner of the patent engaged in the
manatacture, use, or sale of the drug product.” ld. (emphasis added). In short, for patents that
claimed a drug product, the NDA applicant could submit information describing the patent as a
“thrue product patent” only if the patent claimed the drug product that was the subject of the
NDA; the patent’s drag product claim could claim not Just some drug product--1t had to claim
the refevant drug product, i.e., the FIDA approved dreg product as to which the NDA applicant

fisted the patent.

67.  NDA applicants were on their honor to properly identify the “Type of patent. f.e.,
drag, drug product, or method of use” 21 CF.R. § 314.53(c)(2)(1) (1999) & (2002). The FDA

expressly refused 1o police the proper listing of patents and patent information, noting that i
“does not have the resources or the expertise to review patent information for its accuracy and
relevance to an WA and that it “believes that the declaration requirements under § 314.53(¢)

frequiring the applicant to declare “that Patent No. _covers the formulation, composition,

and/or method of wse of (mame of dreg product)™], as well as an apphicant's potential Babitity £t
submits an untrue statement of material fact, will help ensure that accurate patent information is
subimitted.” Abbreviated New Drug Application Regularions: Patent and Exclusivity Provisions,
59 Fed. Reg. 50338, 50343-45 (Ocl. 3, 1994),

68, Imponant regulatory and competitive consequences flow from the distinction
between patents deseribed as containing relevant drog product elaims. and patents described as
containing only method-of-use claims.  If the patentee describes the patent in the patent
information as containing a relevant drug product claim, an ANIDA applicant desiring 1o market

its generic product before the patent expires must file a Paragraph 1V Centification, certilying

19



Case 1:13-cv-09244-RA-RLE Document 113 Filed 08/22/14 Page 23 of 114

that the patent 1s invalid, unenforceable, or would not be infringed by the generic product. 2|
ULS.Co 8 3550XAVIDAVY, 21 CERL § 314.94:0(12)1)(AN4). The patentee and/or NDA
holder then has the opportunity to obtain an automatic 3l-month stay on generic competition by
filing a patent infringement lawsuit against the ANDA applicant, In addition, and of particular
mmportance here, the FDA s prohibited from approving a subsequent apphicant’s ANDA until
180 days alter the first-filer has entered the market. 21 ULS.CL 8 355()(5)B)(iv). This 180-day
exclusivity creates s “bottlencck” thar delays all generic competition umil 180 days after the
fiest-filer enters the market,

6o, By contrast, if the patentee describes the patent as containing only relevant
method-of-use claims, in cértain circumstances an ANDA applicant can submit what is known as
a “Section viti Statement,” 21 US.CL§ 353500 2HANvin): 21 CFR. § 314.940)(12)01). Ina
Section vill Swatement, the ANDA applicant states thuat it is not sceking approval for the
particular use covered by the method-of-use patent. I an ANDA applicant makes only a Section
vitl Statement, then the patentee or NDA holder cannet obtair an automatic 30-month stay on
generic competiton even it it sues the ANDA applicant for patent infringement.  Amd the FDA
van approve an ANDA containing only # Section viit Statement without regard 10 whether any
other ANDA applicant is otherwise entitled 10 a F8Q-day exclusivity period.

70, Whether a patent actually clatms the refevant drug product is tirelevant for
purposes of Paragraph IV cestifications. Rather, FDA regulattons and  instructions made
unmistakably clear that the parent information submitted by the NDA applicant determined
whether generic manufacturers would be permitted to make Paragraph IV certilications and thus
would be eligible for the 18Q-day exclusivity period.  See, for example, FDA Proposed Rule,

Abbreviated New Drug Application Regularions, 54 FR 28872, at 2BERS (July 10, 1989) (“the

20
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patent information submiticd w FDA, whether or not published in the list, should be the basts of
the [generic company’s] certification™); 21 C.FR, § 314.94(a)(12)(1) (ability to submit only a
Section vili statement is based on “patent information ... submitted under ... § 319537,

71, Im short, desertbing a patent as containing a relevant diug product claim gives the
patentee two Koy competitive advantages—an awtomatic 30-month stay on generic competition,
and a bottlepeck that delays all generic competition until 180 days after the first generie filer
enters the market,

3. Pavagraph IV Certifications

72, Where the NDA holder has submitted patent information describing a listed
patent as claiming a relevant drug substance or drug product, an ANDA applicant must certify
that the genene drug will not infringe those patents. Under the Hatch-Waxman Act, a generic
manufacturer’s ANDA must contain one of four certifications:

i that no patent for the branded driug has been fited with the FDA (a
“Paragraph 1 certification™),

il that the patent for the branded drug has expired (a “Paragraph 1
certificaion™y;

il that the patent for the branded drug will expire on a particular date
and the manufacturer does not seek to market its generic product
before that date (a “Paragraph II1 certification™); or

iv, that the patent for the branded drug is invalid or will not be
mfringed by the generic drug manufacturer’s proposed product (a
“Paragraph IV certification™).

73, If a generic deve nanufacturer files a Paragraph 1V Certification, a branded drug
manufacturer can delay FIXA approval of the ANDA simply by suing the ANDA applicant for
patent infringement.  If the branded drug manufacturer initiates a patent infringement action
against the generic drug manufacturer filer within forty-five days of receiving notification of the

Paragraph IV certification ("Paragraph 1V Litigation™), the FI2A will not grant final approval 1o

21
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the ANDA until the earlier of (a) the passage of 30 months, or (b) the issuance of 4 decision by a
court that the patent is invalid or not infringed by the generie drug manufacturer’s ANDA, Unul
one of those conditions occurs, the FDA may grant “tentative approval,” but cannot authorize the
seneric drug manufacturer 1o market #s prodoct. FDA may grant an ANDA tentative approval
when it determines that the ANTIA would otherwise be ready for final approval but for the 30-
month stay.

4. As an incentive to generic drug manutucturers to seek approval of generic
alternatives (o branded drugs, the first generic drug manufacturer to file an ANDA containing a
Paragraph IV Certification typically recetves a period of protection from competition {rom other
generic varsions of the deug, For Paragraph IV Certihications made before December 8, 2003,
the first generic drug manufacturer apphicants received 180 days of market exclusivity, which
could not be forfeited and was triggered only by commaercial marketing of the generic product,
For Paragraph IV Certtfications made after December 8§, 2003, the first generic drug
manufacturer apphicant reccives 180 days of market exclusivity (unless some forfeiture event,
like that discossed below, occurs),  This means the first approved generic drug is the only
available generic drug for at least six months.

75, Branded drug manufacturers can “game the system” by deseribing patents as
containing relevant drug product claims (even if the patents, in fact, do not do s0) and suing any
generic drug manufacturer competitor filing an ANDA with a Paragraph 1V Certification (even if
the competitor’s product does not actually infringe the listed patents) in order to delay final FDA
approval of an ANDA lor up to 30 months, That branded drug manufacturers oflen sue generic
drag manufacirers under Hotch-Waxman simply to delay generie drug competition-—as

opposed o enforging a valid patemt that is actually mdfringed by the gencric drug-—1s

=
2
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demonstrated by the fact that generic drug manufacturers bave prevailed in Paragraph IV
Litigation in cases involving 73% of the drug products stucdied--—-either by obtaining a judgment
of invalidity or non-infringement or by the patent holder’s voluntary dismissal of the suit.

76, For Paragraph TV Certifications made before December 8, 2003, the first genenc
drag manufactaver applicant could help a branded drog manufacturer “game the system” by
delaying not only its own market entry, but also the market entry of all other generic drug
manufacturers, In exchange for payments from the branded drug manufacturer, the first generic
drug manufacturer applicant could agree (o defay marketing its generic drug, thereby extending
the 180-day exclustvity bottieneck.

77. On December 8. 2003, Congress cnacted the Medicare Prescription Diug
Improvement and Moderpization Act of 2003 (*“MMA™) to make @t more ditficult for branded
drg and generie drug manufacturers to conspire to delay the stant of the first-filer’s 180-day
period of generic market exclusivity, The MMA outlines a number of conditions under which an
ANDA applicant forfeits its eligibility for 180-day exclusivity, making way for other ANDA
filers to launch their generic drug products.  For example, forfeiture ocours if the first ANDA
applicant fatls (o obtain tenlative approval within 30 months from filing, unless the failure is
caused by a change in, or review of, the approval requirements,

76, Under the "tuilure to market” provision, a first ANDA applicant forfeits 180-clay
exclusivity 1f it fails Lo market its generic drug by the luler of: (a) the earlier of the date that is (i)
75 days atter recerving final FIDA approvaly or (1) 30 months after the date it submitted ity
ANDA; or (b) the date that is 75 days after the date as of which, as 1o each of the patents
qualifying the first applicant for exclusivity €i.e., as (o each patent for which the first applicant

submitted a Pacagraph TV Cenification), at icast one of the following has occurred: (i) a final
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decision of invalidity or pon-infringement; (i) a settlement order entering final judgment
including a finding the patent is invalid or oot infringed; or (i) the NDA holder delists the
patent {rom the FIIA Orange Book.

749, Branded drug manufacturers and firsi-filing generic drug manufacturers can
structure their settlements in order o intentionally skirt the failure-to-market provisions and keep
the 180-day exclusivity bowtleneck in piace by, lor example, settling their Htigation before a final
jadgment of invalidity or non-infringement can be entered with respect to each of the patents for
which the first applicant submitted a Paragraph IV Certification, or seeking a consent judgment
that does not include a finding that all of the patents [or which the first applicant submitted a
Pavagraph 1V Certification were invalid or not infringed. When that happens, in order to trigger
forferture and gain access to the murket, subsequent ANDA applicants are Foreed to oblain a
judgment that all patents for which the first filing generic drug manufacturer filed Paragraph 1V
Certifications are invalid or not infringed. This may require the subsequent ANDA applicant to
inirizte a declaratory judgiment action concerning patents that the branded drug manufactueer did
ROL assert agaimst it in a Paragraph IV Litigation.

B. The Benefits of Generie Drugs

80, Generic versions of branded drugs comtain the same active ingredient, and are
determined by the FDA to be just as safe and effective, as their branded counterparts. The only
material difference between generic drugs and branded drgs is their price: generic drugs are
usually at least 25% less expensive than their branded drug counterparts when there is a single
generic drug competitor. The discount typically increases to 50% to 80% (or more) when there
are multiple generic drug manufacturer competitors in the market for a given branded drug. The

launeh of a generic drug thus usually brings huge cost savings for all drug purchasers. The
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Federal Trade Commission (“"FTC”) estimates that about one year after market entry, a gencric
drug takes over 90% of the branded drug’s unit sales at 15% of the price of the branded drug. As
& result, competition from geperic drugs is viewed by branded drug manufacturers, such as
Takeda, as a srave threat to their bottom lines.

81 DPue w the price differentials between branded and generic drogs, and other
institutional features of the pharmuceutical industry, pharmacists liberally and substantially
substitute the generic diug when presented with a prescription for the branded drug. Since
passage of the Hatch-Waxman Act, every state hag adopted subsiitution laws requiring or
permilting pharmacies to substitute generie drug equivalents for branded drug preseriptions
(unless the prescribing physician specifically orders otherwise by writing “dispense as written”
or sitnitar language on the preseription),

82.  There is an incentive to choose the less expensive generic drug eqaivalent in
every link in the presceription drug chain. As a result of federal reimbursement rules and the
industry pricing structure, pharmacies typically carn a higher markup on generic drugs than on
branded drugs.  Private health insurers similaly offer direct incentives to pharmacics to
substitute cheaper gencric drugs for more expensive branded drugs.  Health insurers are
contractually obligated to pay for the bulk of their insureds’ prescriptions, whether filied with
branded drugs ov generic drugs, so they offer lower copays for generic drugs in order to
cpeourage their use,

83, Generic drug competition enables all putative Class members to (1) purchase
generic versions of a drug at substantially lower prices; and/or (ii) purchase a branded drig at a

reduced price.

Bl
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84, Until the generic version of a branded drug enters the market, however, there is no
bocquivalent generic drug to substitute or, and compete with, the branded drug, and, therefore,
the branded drug manufacturer can continue to profitably charge supracompetitive prices. As a
result, brand drug manafacturers, such as Takeda, which ave well aware of the rapid erosion of
branded drug sales by generie drugs, have a strong incentive to delay the introduction of generic
drug competition mito the market, including through tactics such as the improper patent listing
and Exchusion Payment Agreements.

C. The Tmpact of Authorized Generics

83, The 180-day maketing exclusivity to which first-filer generie drug manufacturers
may he entitled does not prevent a branded drug manufactover from marketing #s own generic
drug ablernative to the branded drug during the 180-day period. Such an “authorized geperic” is
chemically identical to the branded drug, but is sold as a generic drug through cither the branded
manufacturer’s subsidiary (if it has one) or through a third-party generic drug manulacturer.
Competition from an avthorized generic drag during the 180-day exchusivity period substantially
rechuces the tirst-filer’s revenue, and substantially redoces drog prices fos consumers,

g0, Inits recent study, Aurhorized Generic Drugs: Short-term Effects and Long-Term
Inpace (August 20011 (the “FTC Study™), the FTOC found that authorized generic dugs capture a
significant portion of sales, reducing the first-filer generic drug manufacturer’s revenues by
approximately half on average during the 180-day exclusivity period,  The first-filing generic
drag manufacturer makes significantly less money when it faces competition from an authorized
generic because (1) the authorized peneric drug takes a large share of vt sales away from the
first fiter; and (i} the presence of an additional generic drug in the market causes prices to

decrease,
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87.  Although first-filing generic drug manutacturers make significantly less money
when they must compete with an authorized generic drug during the first 180 days, consurmers
and other drug purchasers, such as Plaintif{fs and members of the putative End-Payor Classes,
benefit from the lower prices caused by competition between the authorized generic drug
mwnyufactorer and the first-filing generic drug manufacturer,

B8, Given the significant negative impact of an authorized generic drug manufacturer
on the first-filing genente drug manofacturer’s revenues, a branded drug manufactures’s
agreement not to launch an authorized generic drug hag tremendous monetary value 10 the
generic drug manufacturer. Branded drog manufacturers have used such agreements as a way to
piay the first-filer to delay entering the market.  Such non-competition agreements deprive
conswners and other drug purchasers, stch as Plaintiffs and membery of the putative End-Payor
Classes, of the lower prices resulting from two forms of competition: (1) between the branded
drug and the generic drog; and (1) between the generic drugs.

V1. DEFENDANTS’ ANTICOMPETITIVE CONDUCT
A. Takeda Suobmits False and Misteading Information Regarding the 584
Patent and 404 Patent.

89, On January 15, 1999, Takeds submitted to the FDA NDA 21-073, seeking
approval 1o manufacture, market, and sell ACTOS, which contains the active ingredient
pioglitazone hydrochloride, and s used to improve glycemie control in aduts with Type 2
diabetes when diet and exercise are not sulficient. On July 15, 1999, the DA approved
Takeda's NDA for the use of ACTOS 1o improve glycemic control in adubts with Type 2

diabetes—either as monotherapy or in combination with a sulfonylurea, metformin, or insulin,
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90, Pursuant to the FDA’s requirements, Takeda submitted the *777 Patent, entitled
“Thiazolidinedione Derivatives, Useful As Antidiabetic Agents,” for lsting in the Orange Book
as a4 drug substance patent covering ACTOS. The 777 Patent clams the active ingredient for
ACTOS, pioglitazone hydrochloride, and was issued o inventors Kanfi Meguro and Takeshi
Fujita on August 18, 1987, and assigned to Takeda, The "777 Patent purports to claim the novel
compound  commonly  known under the nonproprictary name  “pioglitazone™ and i
pharmacologically acceptable salts. ACTOS and ACTOplus met are both covered by the "777
Paient, which expired on Janvary 17, 2011,

99, As stated previously, Takeda knew its blockbuster drug would sufler from generice
competition upon expiration of the “777 Patent.  In order 1o oxtend it patent monopoly beyond
Japuvary 17, 2011, Takeda knowingly and falsely represented to the FIDA that the "584 and 404
patems are something they are not-—drug product patents that claim the ACTOS drug product.

932, The "584 Patent, entitled “Pharmaceutical Composition,” purports to ¢lum 4

o5

pharmaceutical composition comprising pioglitazone or salts thereof in combination with
biguanide (e.g. metlormin} and methods for weating diabetes which comprise administering a
therapeutically effective amount of pioglitazone or salts thereof in combination with a biguanide
{e.g., metformin), Takeda is the owner, by assignment, of the "584 Patent, which expires on June
19, 2016, Takeda knew that the 584 patent did not claim the ACTOS drug product, but only a
method of using it ACTOplus met, not ACTOS, 18 the purported conmmercial embodiment of
the '584 Patent. Nevertheless, Takeda submitted patent information o the FDA describing the
584 Patent as a drug product patent that claims ACTOS. When submitting the "584 Patent
information 10 the FDA, Takeda knew that the information was false and misleading, and Takeda

acted with the purpose and effect of impatring competition from generic drugs,
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a3, The 404 Patent, entitied “Pharmaceatical Compositton,” purports to claim a
pharmaceutical composition comprising ptoglitazone or salts thereofl in combination with an
insulin secretion enhancer (e.g., & sulfonylurea, such as glimepiride) and methods for treating
diabetes which comprise administering a therapeutically effective amount of ptoglitazone or salts
thereof in combination with an insulin secretion eohancer. Takeda 1s the owner, by assignment,
of the "404 Patent, which expires on June 19, 2016, Takeda knew that the "404 patent did not
claim the ACTOS drug product, but only a method of using i€, Duoetact, not ACTOS, is the
purported commerciad embodiment of the "404 Patent. Nevertheless, Takeda submitted patent
mformation 1o the FDIA describing the "404 Patent as a drug product patent thar cloims ACTOS.
When submitting the "404 Patent information to the FIDA, Takeda knew that the information was
false and misleading, and Takedsn acted with the purpose and effect of impaising competition
from generic drugs.

94, In addition to the "777 Patent, the "584 Patent, and the 404 Patent, Takeda
submitted eight other patents 1o the FIDA for listing in the Orange Book. These patents (the
“Method-of-Use Patems™) claimed varions methods of using ACTOS in combination with other
drug products (such as biguanide or an insulin secretion enhancer) o treat various conditions or
to reduce variows side effects. Takeda listed the Method-of-Use Patents in the Ovange Book as
miethod of use patents, not drug substance or drug product patents.

93, Under both the Hatch-Waxman Act and the FDA's implementing regulations, the
drug product claims of the "584 Patent and the "404 Patent do not form a permissible basis for
Takeda to submit patent information deseribing the patents as drug product patents covering

ACTOS.

24



Case 1:13-cv-09244-RA-RLE Document 113 Filed 08/22/14 Page 33 of 114

Q6. First, Takeda could properly identify the "584 Patent and the "404 Patent as drug
product patents claiming ACTOS only if the palents in fact claimed the ACTOS drug product.
The patents unequivecally do not do so. The only active ingredient in ACTOS is pioglitazone
hydrochloride, By contrast, the drug product claims in the "384 Patent and the "404 Patent ¢laim
drug products containing borh pioghtazone end certain additional active ingredients—biguanide
of an insulin secretion enhancer, respectively. Neither patent claims a drug produoct that contains
pioglitazone as its sole active ingredient.  Thus, the patents do not claim the ACTOS drug
procduct as a matter of Taw.

b7. Second, Takeda could not reasonably assert the dyng product elaims of the "584
Patenl ov the "404 Palent against geacric drug manufacturers seeking to market ACTOS. The
patenls claimed onty drugs ether than the ACTOS diug product. In fact, it would be tmpossible
for any ANDA referencing the ACTOS NDA 1o get FDA approval of a drug containing either of
the compesitions claimed in the "5384 and 404 patents. Morcover, ws noted in further detail
below, although Takeda oviginally asserted those drug product claims against generic drug
manuvfacturers of ACTOS, Takeda withdrew the claims before a court could rule on them-——bug
only after the generic drug manufacturers had made their paragraph [V certifications against
those two patents.

93, Nevertheless, on or about November 5, 1999, Takeda submitted patent
information stating that the "584 Patent claimed both the “drug product™ ACTOS and its *method
of use,” Simalarly, on or about January 3, 2002, Takeda submitted patent information stating that
the 404 Patent claimed both the “Drug Product” ACTOS and its “Method of Use.” Takeda
submitted the patent information knowing that it was fafse and misleading, and Takeda submitted

that information with the purpose and effect of impairing competition from generic drugs.
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99.  In response to a Citizens Petition sebmitted 10 the FDDA by another generic drug
manwfacturer, Defendant Teva asserted that Takeda had improperly caused the FDA o list the
584 Patent and '404 Patent in the Orange Book as drug product patents for ACTOS. In its
Comment to the Citizens Patiton, dated Janvary 22, 2010, Takeda “confirm{ed} for FDA the
listing of fthe "5384 Patent and 404 Patent} under the terms described in Takeda's ortginal patent
submissions.”  Takeda further acknowledged that it “characterized thermn for FIDA in the
appropriate patent declarations as containing both ‘Drug product” and ‘Method of use” claims,”
and that “{slince the original submission of these patents 1o FDA, Takeda has continued
certify to the applicability of the patents to ACTOS under the original declarations,...”

100, In a ruling on the Citizens Petition, dated March 15, 2010, the FDA confirmed
that Takeda's original patent information had indeed “stated that the patents claimed both the

¥

drug product and 2 method of use.” The FDA further concluded that “[iln keeping with our
practice of relying solely on the NDA sponsor's patent declaration describing relevant patent
claims in Orange Book-fisted patents, FDA will rely on Takeda's patent declarations submitted to
FDA The FDA specifically noted that Takeda's January 22, 2010 Comment to the Citizens
Petition had “reconlirmfed]” the original listing. Moreover, “FIDA™s role in listing patents and
patent information in the Orange Book is ministerial,” and “FDA relies on the NDA sponsors (o
provide an accurate patent submission.”

101, The FDA concluded that, because Takedn had submitted patent information
describing the "584 Putent and 404 Patent as claiming the ACTOS dmg product, all ANDA
filers seeking approval to market generic ACTOS before the expiration of the patents were
required to submit Paragraph 1V Centifications, rather than Section vill Statements, with respect

to them. The reguivement that Teva and all ANDA fiters submit Paragraph IV Certification -
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and thereby become subject to the first-file’s 180-exclusivity — resulted from Takeda’s
description of the “584 Patent and “HM Patent as drug product patents claiming ACTOS: the
FIIA concluded that, “[I]1 s the patent dectaration submitted by the NDA holder and any
subsequent amendments or supplements to that dectaration that controls FDA's listing of patents
and patent information. In keeping with our practice of relying solely on the NDA sponsor’s
patent declaration deseribing refevant patent claims in Orange Book-tisted patents, FDYA will rely
on Takeda's patent declarations submitted to FDA.™

102, But for Takeda's knowing submission of false and misleading patent information
describing the "534 Patent and 404 Pateat as claiming the ACTOS drug product, and ity
subsequent reaffirmation of the patent information in its January 22, 2010 Comment to the
Citizens Petition, no ANDA filer would (or could) have submitted a Paragraph IV Certification
for ACTOS with respect to the "584 Patent and "404 Patent. Consequenily, no ANDA filer
woutkd have been entitled to claim the 180-day exclusivity with respeet o generic ACTOS.

103, Absent a claim to the 180-day exclusivily, the tcentive of the generic drug
manufacturers that filed the first ANDAs for generic ACTOS--Defendants Mylan, Ranbaxy, and
Actavis—would have been Lo enter the market as soon as the '777 Patenl expired on January 17,
2011, Moreover, absent the frst-filers” claim to the 180-day exclusivity---a claim that existed
because Takeda improperly submitled patent information describing the "584 Patent and *404
Patent as claiming the ACTOS drug product——many mote additional generic drug manufacturers
would have also entered the market on or abowt January 17, 2011, because they would not have
been subject to any 180-day exclusivity.

H04. In short, absent Takeda's submission of patent information describing the "384

Patent and "404 Patent as claiming the ACTOS drug product, massive generic entry, by ten or

T+
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more manufacturess of generic ACTOS, would have occurred on or about January 17, 2011,
Entry by this number of peneric drug manutactwrers would have quickly driven the price of
ACTOS and ity generic equivalents down to near marginal cost, delivering more than $2 billion
in cost savings 10 American consumaers.

B. Takeda Delays the Estry of Generie ACTOS,

1. Takeda Files Paragraph IV Litigation Against Mylan, Ranbaxy, and
Actavis

F05. Generie drug manufacturers were eager to apply for FDA approval to market
generic versions of ACTOS. On July 15, 2003, th;‘m: generic manufacturers, Mylan, Ranbaxy,
and Actavis, each filed an ANDA seeking FDA approval o manufacture, market, and scil
generic ACTOS. (Alphapharm was also a first ANDA filer for generic ACTOS, but Mylan
acquired Alphapharm before generic ACTOS was launched). The FDA ulimately concluded
that Mylan, Ranbaxy, and Actavis were entitled to “shared” 180-day exclusivity with respect to
seneric ACTOS.

106, On or about September 8, 2003, Mylan votificd Takeda that Mylan had filed
ANDA No. 76-801 seeking to manufacture, market, and seil a generic version of ACTOS. As
relevant here, Mylan's notice letter included s Paragraph IV Certification as to the 584 Patent
and "404 Patent, and Section viii Statements as to the Method-of-Use Patents.

107, On September 9, 2003, Actavis notified Takeda that Actavis had filed ANDA No.
76-798 seeking to manaflacture, market, and scll a generic version of ACTOS, As relevant here,
Actavis’ notice letter contained a Paragraph IV Certification as to the '584 Patent and '404
Patent, and Section viil Statements as to the Method-of-Use Patents.

108. On September 18, 2003, Ranbaxy notified Takeda that Ranbaxy had filed ANDA

Na, 76-800 seeking to mapufacture, market, and sell a gencric version of ACTOS. As relevant
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here, Ranbaxy’s notice letter contained a Paragraph IV Certification as to the *584 Patent and
404 Patent, and Section vill Statements as to the Method-of-Use Patents.

109, On October 17, 2003, Takeda filed three separate suits in the United States
Distriet Court for the Southern District of New York., As rclevant here, Takeda atleged that
Mylan’s, Ranbasy’s, and Actavis’ generic ACTOS products would infringe the drug product
claims of the "384 Patent and "404 Patent, pursuant to 35 USC § 274(e)}2)a), ane induce
infringement of the method-of-use claims of the "584 Patent and "404 Patent and certain of the
Method-of-Use Patents, parsuant 1o 35 USC § 27 1{b). Takeda fited the patent infringeinent cases
agatnst Mylan, Actavis, and Ranbaxy without regard to the merits of the cases, During the
litigation, Mylan, Actavis, and Ranbaxy secured substantial evidence via discovery supporting a
host of defenses focusing on the: (i) chforceabitity of the "584 Patemt and 404 Patent; (i)
validity of the "584 Patent and "404 Patent; and (iil) strength of Tekeda's infringement
atlegations regarding the Patents and the Method-of-Use Patents. Indeed, before wial, Takeda
withdrew 115 aflegations that Mylan, Actavis, and Ranbaxy's generic ACTOS products infringed
the drug product claims of the 584 Patent and 404 Patent.

PO, In view of the looming expiration of the "777 Patent in January 2011, the district
court set a tnial date for April 2010 (subsequently moved to June 2010) to determine whether
these Generic Defendants’ generic ACTOS products would infringe the '584 Patent or "404
fatent and/or induce infringement of the "584 Patent, "404 Patent, andfor the Method-of-tse
Patcius,

i1, To prevent generic entry using just the sivength of its patents, Takeda would have
had to defeat cach of Mylan’s, Ranbaxy’s, and Actavis’ arguments regarding direct and indirect

nfringement. Takeda instead decided to protect its monopoly by paying Mylan, Ranbaxy, and
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Actavis to withdraw their defensey to the patents and delay introducing their peneric ACTOS
products.

2, Takeda and Mylan, Ranbaxy, and Actavis Fxecute Exclusion
Payment Agreements fo Delay Generic ACTOS.

P12, On or about March 15, 2010, Takeda entered into an Exclusion Payinent
Agreement with each of Mylan, Actavis, and Ranbaxy, The Exclusion Payment Agreements
required Takeda to immediately dismiss its patent infringement litigation against Mylan, Actavis,
and Ranbaxy, and for the Generic Defendants to, in turn, drop their challenges o the Takeda
patents. In addition, Mylan, Ranbaxy, and Actavis also agreed to delay launching their generic
ACTOS products until Avgust 17, 2012, or earlicr under certain circumstances.

3. As the quid pro quo for Mylan's, Actavis’ and Ranbaxy’s agreements to drop
their challenges (o the patents and delay entry, Takeda agreed to pay Mylan, Ranbaxy, and
Actavis substantisl sums, Takeda’s payments 1o the Generic Defendants under the Exclusion
Payment Agreements took several forms.

tl4. First, Takeda agreed that in the event any other generic ACTOS entered the
market before August 17, 2012, the leensed enlry dates for Mylan, Ranbaxy, and Actavis would
be moved up correspondingly.  As discussed in further detail below, the purpose and effect of
these acceleration clauses was to deter any other generic drug manufacturer from entering the
market before then. Takeda, Mylan, Ranbaxy, and Actavis specifically intended these clauses 1o
deter Teva from wndermining the anticompetitive Exclusion Payment Agreements, Eliminating
the potential for Teva 1o enter the market before Mylan, Ranbaxy, and Actavis (all as described
more [ully below) was of enormous benefit to the Generie Defendants — worth hundreds of

mithous of doltars — and was compensation that they could not have obtained even if they had

35



Case 1:13-cv-09244-RA-RLE Document 113 Filed 08/22/14 Page 39 of 114

won the ACTOS patent litigation. The acceleration clauses were larpe and unjustified payments
from Takeda to each of Mylan, Ranbaxy, and Actavis.

P15, Second, Takeda agreed (o give Ranbaxy a “sweetheart deal” on another product.
Ranbaxy had not filed an ANDA secking FDA approval to market ACTOplus met and had ot
made any certifications that Takeda’s patents on ACTOplus met were invalid or would not be
infringed by a penerie version of ACTOplus met. In order to induce Ranbaxy to delay entry with

its generic ACTOS, §

was of substantial value

to Ranbaxy and was compensation that it could not have been obtained even if it had won the

ACTOS patent litigation,

was a large and unjustified payment from
Takeda 1o Ranbaxy.

V0. Third, Takeda agreed to give Actavis a “sweetheart deal” on another product.
Aclavis had not filed an ANDA secking FDA approval 10 market ACTOplus met and had not
made any cerlifications that Takeda's patents on ACTOpluy met were invalid or would not be
infringed by & generic version of ACTOplus met. Tn order 10 indtee Actavis 1o delay entry with

s zeneric ACTOS, B

wis of

substantial value to Actavis and was compensation that it could hot have obtained ceven if it had

won the ACTOS patent litigation. was a large and unjustified

payment from Takeda to Actavis.
i117. All of these benefits had substantial value 10 Mylan, Ranbaxy, and Actavis, and

are compensation that they could not have otherwise obtained even if they had litigated and won
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the patent cases. These payments caused Mylan, Ranbaxy, and Actavis 1o stay out of the market
fonger than they otherwise would have. And Takeda made these payments to Mylan. Ranbaxy,
and Actavis in exchange for their agreeing o delay entry with their generic ACTOS products. Tn
short, Takeda made large. unjusiified payments to Mylan, Ranbaxy, and Actavis to detay their
entry into the market with generic ACTOS.

3. The Bottleneck Delays Other Potential Generie Competitors.

18, Mylan, Ranbaxy, and Actavis filed their ANDAs for ACTOS before enactiment of
the 2003 MMA amendments.  Under the law before the amendments, the first generic
mangfacturer(s) to file an ANDA with a Paragraph IV Certification could not forfeit the 180-day
exclusivity by failing to market the drug.  Therefore, the f{irst generic drug manufacturer
applicant could agree with the branded drug manufacturer to delay marketing the generic, while
stilk safely retaining the [80-day exclusivity. By thus “parking™ its 180-day exclusivity, the first
fiter could create a “bottleneck” that precluded aff generic drug manufacturers from entering the
muarket untit 180 days after the first filer entered. The intended effect of Takeda's Exclusion
Payment Agreements with each of Mylan, Ranbaxy, and Actavis was to delay entry into the
market by them and all subsequent ANDA filers,

F19. At least seven other generic drug manufacturer competitors notified Takeda they
had filed ANDASs seeking Lo market a generic version of ACTOS. Many of these competitors
sent 10 Takeda notice letters, including a Paragraph IV Certification, with respect to the "584
Patent and "404 Patent.

120, Takeda filed multiple patent infringement suits atleging that these manufaciurers’
generic ACTOS products would directly infringe the 584 Patent and "404 Pateni, and indirectly

infringe the Method-of-Use Patents,
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121, Takeda filed the patent infringement cases against these polential generic drug
manufacturer competitors withowt regard 1o the merits of the cases. Simply by filing the cases,
Takeda obtained automatic exclusion of these ANDA filers from the market for thirty months,

122, In light of the hottleneck created by Takeda's Exclusion Payment Agreements
with Mylan, Ranbaxy, and Actavis, beginning in 2010, all of the subseguent ANDA filers
entered into joint stipulations of dismissal of their patent cases with Takeda. Al of these
potential competitors agreed to delay entry into the market until 180 days after Mylan, Ranbaxy,
ad Actavis entered.  Absent the bottleneck created by Takeda's improper listing of patent
information with respect 1o the "584 Patent and "404 Patent and Takeda’s subscquent exccotion
of Exclusion Payment Agreemenis with Mylan, Ranbaxy, and Actavis, many or most of these
Lter ANDA Filers would have entered the markel much sooner than they did.

. Takeda Delays the Entry of Generie ACTOplus met.

1. Takeda Files Paragraph IV Litigation Against Mylan,

123, On Qctober 27, 2004, Takeds submitted NDA 21-842 secking FDDA approval to
manufacture, market, and sell o fixed single dose combination of pioglitazone hydrochloride and
metformin hydrochloride desigred to tmprove glycemic control in adults with Type 2 diabetes,
which Takeds subsequently marketed as ACTOpluy met. Takeda listed the "584 Patent in the
Orange Book as a drug product patemt for ACTOpluy met, and listed several additional patents as
applicable method-of-use patents. The FDA approved Takeda’s NDA tfor ACTOplus met on
August 29, 2005,

124, ACTOplus met quickly grew to become one of Takeda's most profitable drugs,

delivering more than $413 million in annual seles by 2012,
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125, On or about June 23, 2008, Mylan notificd Takeda that Mylan had fled ANDA
No. 50-400, seeking 1o manufacture, market, and sell a generic version of ACTOplus met.
Mylan's notice letter included a Paragraph 1V Certification with respeet to the "584 Patent and
cettain method-of-use patents,  Mylan was the {irst ANDA filer 1o submit a substantially
complete ANDA with a Paragraph IV Certification to market generic ACTOplus met.

126, O Avgust 5, 2008, Takeda filed suit in the United States District Cournt for the
Southern District of New York, alleging that Mylan's ANDA for generic ACTOplis met directly
mfringed. and would induce infringement of, the "584 Patent and the method-of-use patents.

127, Takeda tiled the patent infringement case against Mylan without regard to the
merits of the case. Simply by filing the lawsuil, Takeda obtained the amtomatic exclusion of
Mylan from the market for thirty months and the ability o create a 180-day exclusivity
bottleneck.

128, During the litigation, Mylan conducted discovery supporting & host of defenses
focusing on the: (1) enforceability of the "584 Patent and the method-of-use patents: (i) validity
""" ) strength of Takeda’s indirect and
contributory patent infringemaent allegations,

129, To prevent generic entry using just the strength of its patents, Takeda would have
had to defeat Mylan's arguments regarding divect and indirect infringement. Takeda instead
decided to protect its supracompetitive profits by paying Mylan to withdraw its defenses to the
patents and delay introducing generic ACTOplus met.

2. Takeda And Mylan Enter Into an Exclusion Payment Agreement {o
Belay Generic ACTOplus met.

130 On or about March 15, 2010, Takeda coiered into an Exclusion Payment

Agreement with Mylan, Under the terms of the Exclusion Payvment Agreement, Mylan agreed to
g2 ¥ . £ ¥ i
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drop its challenge to Takeda’s patents, Mylan also agreed o stay oui of the market with generic
ACTOplus met until December 14, 2012, or August 17, 2012 i Takeda's sales of ACTOplus met
dipped below a certain threshold (which they did),

131, As the guid pro gue for Mylan's agreement to drop its challenges to Takeda's
patents and delay entry of generic ACTOpluy met, Takeda agreed to pay Mylan substantial sums.
Takeda's payments to Mylan under the Exclusion Payment Agreement took several forms.

132, Firsi, Takeda agreed that, in the cvent that any other generic ACTOplus met
erered the market before the time specitied {or Mylan to enter, the licensed entry date for Mylan
would be moved up correspondingly. As discussed in further detail below, the purpose and effect
of this acceleration clause was 10 deter any other generic drug manufacturer from catering before
Myltan's scheduled entry date,

b33, Second, Takeda agreed to provide to Mylan the payments with respect to ACTOS
discussed in detail above. As noted in detail below, the payments and provisions were designed
to, and did in fact, deter Teva from undenmining the Exclusion Pavment Apreement that Takeda
and Mylan reached with respect to ACTOS. The terms on which Takeda and Mykan agreed to
settle the ACTOS lawsnit were contingent oa the terms on which those parties agreed 1o settle
the ACTOplis met fawsnit, and vice versa,  In exchange for ail of the psyments that Mylan
reecived with respect to both lawsuits, including those successfully desigmed 1o deter Teva from
undermining the ACTOS anticompetitive scheme, Mylan agreed o delay entry with ACTOp s
met,

134, All of these benefits had substantial value to Mylan, and are compensation that i
cowld not have otherwise obtained even if it had Htigated and won the ACTOplus met palent

case. These payments caused Mylan to stay out of the market with ACTOpfuy met longer than it
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ntherwise would have done. And Takeda made these payments 10 Mylan in exchange {or its
apreeing to delay entry with its generic ACTOplus met product.  In short, Takeda made large,
unpustficd payments Lo Mylan to delay entey into the market with generic ACTOplus met.

3 ‘The Bottleneck Delays Entry by Other Potential Generie Competitors,

135, As the first ANDA filer to submit a subsiantially complete ANDA with a
Paragraph tV Certification with respect to ACTOplus met, Mylan secured the Hatch-Waxman
180-day exclusivity. Although Congress had sought in the 2003 MMA amendments to reduce
the incidence of drug manufacturers entering imto Exclusion Paymemt Agreements o create
“bottlenceks,” unscrupulous manufacturers could still structure such agreements to create very
substantial obstacles 1o entry by later-filing generics. As noted in detall above, under the MMA,
the genene first-filer retains its 180-day exclusivity if it enters into o consent judgment that does
not mclude a finding that all of the patents for which the first applicant submitted o Paragraph IV
Certification were invalid or not infringed. [n order to trigger forfeiture and gain access w the
market, subsequent ANDA applicants are then forced to obtain a judgment that all patems Tor
which the first filing geoeric wanufacturer filed Paragraph TV Certifications are invalid or not
miringed.

136,  Takeda and Mylan i fact “gamed the system™ in just this way, entering into a
voluntary dismissal without the requisite findings that would have resulted in a forfeiture of
Mylan's 180-day exclusivity. Consequently, the Takeda/Mylan Exclusion Payment Agreement
constracted very substantial barriers to entey by later-filing generic drug manulacturers.

137, At least four other generic drug manufacturer competitors notified Takeda that

they had filed ANDAs seeking to manufacture, market and scll 2 generic version of ACTOplus



Case 1:13-cv-09244-RA-RLE Document 113 Filed 08/22/14 Page 45 of 114

met. Fach of these notice letters included a Paragraph IV Certification with respect to the 584
Patent and the method-of-use patents,

138, Takeda filed multiple patent infringement suits alleging the generic ACTOplus
met products would directly infringe the “584 Patent and indirectly infringe the method-of-use
patents, Takeda filed these patent infringement cases against the potential generic drug
manufacturer competitors withowt regard to the merits of the cases.  Simply by filing the
lawsuits, Takeda obtained avtomatic cxclusion of these ANDA filers {rom the market for thinty
months.

139, In light of the bottleneck created by Takeda's Exclusion Payment Agreement with
Mylan, beginming in April 2010, all of these subsequent ANDA filers entered inte joimt
stipulations dismissing their patent cases with Takeda. Afl of these potential competitors agreed
wr detay entry into the market untib 180 days after Mylan entered. Absent the bottleneck created
by Takeda's Exclusion Payment Agreement with Mylan, many or most of these later ANDA
filers would have entered the market much sooner than they did.

. Defendants Neuatralize the Threat Teva Posed to Unravel the Anticompetitive

Apreements,
1. Teva Files Only Section viii Statements as to ACTOS,

140, With the execution of the Exciusion Payment Agreements for both ACTOS and
ACTOpfus met in March 2(H0, and the consequent bottlenceks that also delayed entry by later-
filing peneric drug manufacturers, Takeda and its generic co-conspirators—-Mylan, Ranbaxy, and
Actavis—had tamed almost all of the threats that could unieash competitive rivalry and bring
fower prices to consumers before the dates specified in the Exclusion Payment Agreements, But
one significant threat remained, so Takeds and its generic coconspirators worked together
neutrglize (he potential competitor and bring it inte the conspirators’ non-competition pact.
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141, On or around July 14, 2004, Teva filed ANDA No. 77-210, seeking o
manufacture, market and sell generic versions of ACTOS, Teva refused, however, to submit
Paragraph 1V Certifications with respect to the "584 Patent and 404 Patent.  Instead, with
respect 1o those patents as well as the Method-of-Use Patents, Teva included only Section viil
Statements.  As permitied by applicable regulations, the Section vili Statements asserted {hat
Teva's label for 18 generic ACTOS would “carve out” information regarding methods of using
ACTOS in combination with a biguantde or an insulin secretion enhancer (the methods of use
claimed by the 584 Patent and "404 Patent, respectively) or other uses covered by the Method-
of-Use Patents.

142, As noted in detail above, Teva's decision not to include Parpgraph 1V
Certifications with respect Lo the "584 Patent and "404 Patent raised the possibility that the FDA
could approve Teva's ANDA without regard (o whether any other ANDA applicant was
otherwise entitled to o 180-day cxclusivity period with respect 1o ACTOS. Thus, it was possible
for Teva to leap ahead of Mylan, Ranbaxy, and Actavis and launch s generic version of ACTOS
once the "777 Patent expired in January 2001 Takeda did not sue Teva with respect to its
ANDA for ACTOS at that time, instead waiting to sve until Teva also sought approval o sell
ACTOp iy met,

H3. On April 14, 2008, Teva notified Takeda that Teva had filed ANDA No. 91-155,
seeking to manufacture, market and sell generic versions of ACTOplus met. Teva's notice letter
included o Paragraph IV Certfication that the "584 Patent angd two additional Takeda patents
were invalid and/or not infringed.

Hd. On or about May 18, 2009, Takeda filed suit against Teva in the United Siates

District Court for the Southern District of New Yok, Takeda alleged that Teva directly
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infringed, intentionally induced infringement, and/or contributed to the infringement of the
patents as to which Teva had submitted Paragraph 1V Certifications.  In addition 1o these
altegations regarding ACTOplus met, Takeda also alleged that Teva's ANDA for ACTOS
imentionally induced infringement of the "584 Pateat, 404 Patent, and the Method-of-Use
Patents, Takeda filed the lawsult without regard 1o its merits.

145, The lawsait was scheduled for trial beginning in June 2010, in time for Teva to
obtain a favorable ruling before the expiration of the ACTOS 7777 Patent in January 201 1.

146, On Muarch 15, 2010, while the fawsuit was pending, the FDA issued s decision
on the Citizens Petition discussed in detail above, concluding that, in its purely ministerial rolg,
the FDA would rely solely on Takeda's patent information.  Because Takeda submitted patent
information stating that the "584 Patent and "404 Patent claimed both the “drug product™ ACTOS
and its “method of vse,” the FDA concluded that it could not approve any ANDA that did not
mclude a Paragraph 1V Centification as (o the "384 Patent and "404 Paient, which Teva’s ANDA
for ACTOS did not include.

147, On March 30, 2010, Teva countered this development by filing a motion to
amend its answer to add a counterclabm that Takeda bad improperly submitted patent
information for the "384 Patent and 404 Patent describing the patents as drug product patents
claiming ACTOS. Had Teva succeeded on ity counterclaim, Teva would not have been subject
to the 180-day bottleneck that Takeda and Mylan, Ranbaxy, and Actavis construcied and
extended with their Exclusion Payment Agreements, and Teva could have entered the market
with generic ACTOS as early as January 17, 2011,

(48, Shortly after Teva Bled ity motion rezardimyg Takeda's improper Hsting of patent

information for the 584 Putent and 404 Patent, Takedn and Teva began serious settlement

44



Case 1:13-cv-09244-RA-RLE Document 113 Filed 08/22/14 Page 48 of 114

negotiations. At the pardes’ joint request, on April 14, 2000, the court adjourned the June 2010
trial date.

149, During the settlement negotiations, Takeda used “carrots and sticks.” The sticks
included the acceleration clauses that Takeda and its other generic drug manufacturer ¢o-
conspirators had incorporated in the Exclusion Payment Agreements for both ACTOS and
ACTOplus met.  As voted above, the acceleration clauses in Takeda’s Exclusion Payment
Agreement with each of Mylan, Ranbaxy, i Actavis provided that, in the event that any other
manufacturer succeeded in entering the market with a generic ACTOS product before Augost 17,
2012, the hcensed entry date for Mylan, Ranbaxy, and Actavis would be accelerated to the
carhier date. The acceleration clauses thus ensured that no other generte diug manufacturer, no
matter how much time and resources 1L spent in 1ts ltigation against Takeda, and no matter how
successtul the generic drug maoufacturer was in the litigation, could enter the market before
Mylan, Ranbaxy, and Actavis, The Exclusion Payment Agreement between Takeda and Mylan
with respect !(3; ACTOp/s met had o similar acceleration clanse.

150, The purpose and effect of the acceleration clauses was to dramatically reduce
Teva's incentive to try to enter the market before Mylan, Ranbaxy, and Actavis.  Absent the
acecleration clauses, Teva had a significamt possibility of entering the market with generic
ACTOS before August 17, 2012, thereby enjoying a substantial period with the only generic
ACTOS product on the market, By climinating this possibility, the acceleration clauses resulted
in later generic emry in at least two ways: (1) the clanses diveetly veduced Teva's incentive 1o
continue titigating in order to gain entry before Mylan, Ranbaxy, and Actavis, and (it) by
climinating the threat to Mylan’s, Ranbaxy's, and Actavis’® 180-day exclusivity, the clauses

compensated them lor delaying their entry into the market.  In short, the acceleration clauses
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climmated Teva's competitive threat 1o Mylaa, Ranbaxy, and Actavis, in refurn for which they
agreed Lo later entry,

151, While keeping most of the terms in their Exclusion Payment Agreements
confidential, Mylan, Ranbaxy, and Aclavis agreed that Takeda could advise Teva of the
existence of the acceleration clauses. The purpose and effect of the disclosure was to dissuade
Teva from entering the market before August 17, 2012,

152, The “carrots™ that Takeda offered to Teva to give up the patent fight were the
payments that the parties included in their unlawful Exclusion Payment Agreement, discussed
helow.

2. Takeds and Feva Execnte an Exclusion Payment Agreement to Dielay
Generie ACTOS and Generic ACTQplus met,

153, On December 22, 2010, Takeda and Teva entered into an Exclusion Payinemt
Agreement pursuant to which Teva agreed tor (3) drop its challenges to Takeda’s patents with
respect to both ACTOS and ACTOpus met; (31) drop its proposed counterclaim asserting that
Takeda had submitted false and misleading patent information as to the "584 Patent and 404
Patent; and (111} stay out of the market with generic ACTOS until August 17, 2012, and stay out
of the market with generic ACTOp/ s met until the date on which Mylan entered the market.

154, Ag the quid pro que for Teva's agreement o significantly delay competition,
Takeda agreed to pay Teva substantial compensation.  Takeda’s payments to Teva under the
Exclusion Payment Agreement took at feast the Tollowing forms,

155, Firsr, Takeda agreed that neither it nor its affiliates would launch an authorized
generic version of ACTOS during Teva's tirst 180 days of marketing, This non-competition

pledge provided substantial compensation to Teva, which conld expect higher unit sales, at
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higher price, absent Takeda’s authorized generic version of ACTOS in the market. The non-
competition pledge was worth tens of millions of dollars and constitutes compensation o Teva.

156.  Second, Takeda agreed that, with the exception ol the heenses to which 1t had
afrcady agrecd with Mylen, Ranbaxy, and Actavis, Takeda would not grant any other generic
drug manutacturer a tcense to enter the market with generic ACTOS unnl 180 days after Teva
entered the markel. The no-license pledge was worth tens of millions of dolars and constitetes
compensation to Teva,

157,  Third, Takeda agreed that, in the event any other generic ACTOS entered the
market before the time specified for Teva to enter the market, the licensed entry date for Teva
would be accelerated corresponcingly. As discussed in detail above, the purpose and effect of
this acceleration clause was to deter any other generic drog manufacturer from entering before
Teva's scheduled entry date,

158, Fourth, Takeda granted Teva a license to market generic ACTOpluy met under
Takeda's NIDA beginning on the date that Mylan {irst entered the macket with its generic
ACTOplus met,  Anticipating that they would succeed in enticing Teva to join the non-
competition pact, Takeda and Mylan had agreed that Takeda could provide such a license to

Teva with respect to ACTOplus met, and Takeda and Mylan had included

159, Fifth, Takeda agreed that neither it nor its affiliates would launch an awthorized
generic version of ACTOplus met during Teva’s first 180 days of marketing. This provided
substantial compensation to Teva, which could expect higher unit sales, at a higher price, absent
Takeda’s authorized generic version of ACTOplus met in the narket,  The no-competition

pledge was worth tens of millions of dollars and constitutes compensation to Teva,
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160, Sixeh, Takeda agreed that, with the exception of the licenses already granted to
Mylan, Takeda would not grant any other generic drug manufacturer » Heense to enter the market
with generic ACTOplns met until 180 days after Teva entered the market, The no-license pledge
was worth tens of mitlions of dollars and consthutes compensation to Feva.

161 Seventh, Takeda agreed that, in the event any other generic ACTOplus met
entered the market before the time specified for Teva to enter the market, the licensed entry date
for Teva would be accelerated correspondingly. As discassed in detail above, the purpose and
effect of this acceleration clause was to deter any other generic drug manufacturer from entering
before Teva's scheduled entry date,

162, All of these benefits had substantial value to Teva, and are compensation that it
could not have obtained even if it had Htigated and won (he patent case. These payments caused
Teva to stay out of the market longer than it otherwise would have done.  And Takeda made
these payments {o Mylan in exchange for its agrecing to delay entry with its generic ACTOS and
ACTOplus met products.  In short, Takeda made large, unjustified payments to Teva to delay
entry into the markets,

VI ANTICOMPETITIVE EFFECTS OF THE SCHEME AND AGREEMENTS

163, Defendants’ conduct delayed and substantialty diminished the sale of generic
ACTOS and ACTOplus met in the United States. But for Defendants’ illegal conduct, generic
drug manulacturers would have entered the market unimpeded and competed on the merits
against ACTOS and ACTOplus met. Generic drug manufacturers of ACTOS would have been
able to compele as carly as Janvary 17, 2011, Generic drug manufacturers of ACTOplus met

would have been able 10 compete as early as February 25, 2011, Defendants’ conduct
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untawiully delayed and dimimished the savings that purchasers of ACTOS and ACTOpluy met
and their generic equivalents would have garnered from unimpaired generic competition,

64, Defendants’ conduct harmed Plaintiffs and the End-Payor Classes by depriving
them of: (i) a marketplace in which manufacturers and distributors of generic drugs make their
decisions about challenging patents and entering markets free from the influence of unlawful
payments; and (i1} the most cost efficient means of distribution. Contrary to the purpose of the
Hatch-Waxman Act, Defendants” anticompetitive conduct enabled them to: (i) delay the entry of
fess expensive generic versions of ACTOS and ACTOpdus met in the United States; (ii) fix,
raise, maintain, or siabilize the price of ACTOS and ACTOplus met: and (iii) permit Takeda to
maintain a monepoly in the United States market for ACTOS and its generic equivalents.,

165, As a direct and proximate resuit of Defendams’ unlawful conduct, Plaintif(s and
the End-Payor Classes have sustained (and will continue to sustain) substantiz! losses apd
dumage to their business amd property in the form of overcharges they paid for ACTOS and
ACTOplus met and their generic equivalents, the exact amount of which will be proven at tial,

VHI. CLASS ACTION ALLEGATIONS

166, Plaintiffs bring this action as two class actions, under Fen. R, Civ, P. 23(a) and
(0X(3), on behalf of themselves and the following similacly sitwated end-payors;

ACTOS Class:

All persons or entities in the United States and its territories who
indircctly purchased, paid and/or provided reimbursement for some
or all of the purchase price for ACTOS and/or t1s AB-rated generic
equivalents in any form, other than for resale, for consumption by
themselves, thetr familics, or theiv members, employees, insureds,
participants, ot beneficiarics (the “ACTOS Class™), from January
17, 2011 through and jpeluding the date that the anticompetitive

effects of Defendans’ unfawful conduct cease {the “ACTOS Class
Period™).
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ACTOpRs met Class:

All persons or entities in the United States and it territories who
indirecily purchased, paid and/or provided reimbursement for some
or atl of the purchase price for ACTOpus met and/or its AB-rated
generic equivalents in any form, other than for pesale, for
consumption by themselves, their families, or their members,
employees, insureds, participants, or beneficiaries (the “ACTOplus
met Class™), from February 25, 2011 through and including the
date that the anticompetitive effects of Defendants’ unlawful
conduct cease (the "ACTOpluy met Class Pertod'™),

167, The following persons and entities are excluded from each of the above-described
proposed Classes:

i1 Defendants and  thelr officers, directors, employees, parent
corporations, subsidiaries, affiliates, representatives and/or pgents;

b. All federal or state governmental entitics, except cities, towns of
municipatitics with sell~funded prescription drug plans;

c. All persons or entities that purchased ACTOS and/or ACTOplus
met or the ABR-rated generic cquivaient for purposes of resale
and/or directly from Defendants or their affilintes;

d. Fully insured health care plans (e, health carc plans that
purchased insurance from a third-party payer covering H00% of a
plan’s reimbursement obligations to ity members);

e. Any “flat co-pay” consumers whose purchases were paid, in part,
by a third-party payor, and whose co-payment was the same
regardless of the retail purchase price:

f. Pharmacy Benelit Managers without capitation agreements; and
g The Court, Court personnel and any members of their immediate
tamlies.

168.  Members of each of the End-Payor Classes are so numcrous thal joinder is
pnpractcable,  On information and beliel, each Class includes hundreds of thousands, if not

mithons, of consurners, and thousands of third-party payors,
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E6Y.  As to each of the Classes, Plaintffs’ elaims are typical of those of each of the
Class members,  As to each Class, Plaintiffs and Class members were damaged by the same
wronglol conduct of Defendants, fe., as a direct and proximate result of Defendants” wrongful
conduct, they paid artificially inflated prices for ACTOS and/or ACTOplus met and were
deprived of the benelits of cartier and robust competition from cheaper generic versions of the
products.

170, As to each of the Classes, Plaintiffs will fawly and adequately protect and
represent the interests of the Class,  As to cach of the Classes, Plainttffs’ interests are coincident
with, and not antagonistic to, the interests of the Class members,

71 Plaintifts are represented by counsel with experience in prosecuting class action
antitrust Htigation, with particular experience in class action antitrust ltigation involving
pharmaceutical products,

172, As o cuch of the Classes, questions of Jaw and fact common to the Class
members predominate over guestions that may atfect only individoal Class members, because
Defendants have acted on grounds generally applicable to the entire Class, thereby making the
recovery of overcharge damages with respect to the Class as a whole appropriate.  Such
generally applicable conduet is inherent in Defendants’ wrongful conduct.

173, As to the ACTOS Class, gquestions of law and fact common o the Class include,
but are not limited to;

a. whether Detendants conspired to willlully maintain and/or enhance
Takeda's monopoly power over ACTOS and its  generic
equivalents;

b. whether Takeda submitted improper patent information describing

the "584 Patent and "404 Patent as purported drug product paients
covering ACTOS;
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C. whether Defendants conspired to suppress generic competition (o
ACTOS;
d. whether Takeda and Mylan, Teva, Ranbaxy and/or Actavis entered

into unlawiul agreements in restraint of trade;

e, whether, pursuant to such agreements in restraint of trade, Mylan,
Teva, Ranhaxy, and/or Actavis agreed to delay their entry into the
markel with generic ACTOS;

i whether, pursuant to such agreements in restraint of trade, Takeda
paid Mylan, Teva, Ranbaxy, and/or Actavis;

£, whether Takeda's payments to Mylan, Teva, Ranbaxy, and Actaviy
were for a purpose other than delaved entry of generic ACTOS,

h. whether Takeda's payments to Mylan, Teva, Ranbaxy, and Actavis
were necessary to vield a procompetitive benefit that is cognizable
and non-pretextual;

1. whether the Exclusionary Payment Agreemenis are unlawful under

the rule of reason by reason because of large and unjustified
payments from Tukeda 1o generie Delendants ;

I8 whether the Exclusionary Payment Agreements are per se unlawful
because they restrict competition outside the exchusionary scope of
Takeda's patents;

k. whether Takedu possessed market power or monepoly power over
pioglitazone hydrochloride:

£ whether the taw requires definition of a relevant market when
direct proof of market power or monopoly power s avatlable and,

if s0, the definttion of the relevant market;

1. whether Defendants” above-described conduct has substantially
affected mterstate and intrastate commerce;

n. whether, and to what extent, Defendants” conduet caused antitrost
injury (i.e., overcharges) to Plaintiffs and Class members; and

. the quantum of aggregate overcharge damages to Plantiffs and
Class members.

174, As to the ACTOples met Class, questions of law and fact common to the Class

nclude, but are not ltmtted to:
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a, whethey Takeda, Mylan, and/or Teva conspired to suppress generic
competition to ACTOples met,

h. whether Takeda, Mylan, and/or Teva entered into unlawful
agreements in restraint of wrade;

o whether, pursuant to such agreements i resteaint of trade, Mylan
and/or Teva agreed to delay their entry into the market with
generic ACTOpluy met;

d. whether, puisuant to such agreements in restraind of trade, Takeda
patd Mylan and/or Teva;

£. whether Takeda’s payments t© Mylan and/or Teva were for a
porpose other than delayed entry of generic ACTOpdus met;

1. whether Takeda's payments to Mylan and/or Teva were necessary
1o yield a procompetitive benelit that is cognizable and non-
predextuat;

g whether the Exclusionary Payment Asreements are unlawful uader

the tule of reason by reason because of large and unjustified
payments from Takeda to generic Defendants |

h, whether the Exclusionary Payment Agrecruents are per se unfawful
because they restrict compelition outside the exclusionary scope of
Takedas patents;

1. whether Takeda possessed market power in the relevant market:
I3 whether the law requires definition of a relevamt market when

direct prood of market power is available and, if so, the definition
of the relevant market;

k. whether Delendants’ above-described conduct hay substantiafly
atfected interstate and intrastate conunerce,

i whether, and 10 what extent, Defendants’ conduct caused antitrust
injury {7.e., overchurges) to Plaintiffs and Class members; and

538 the quantum of aggregate overcharge damages to Plaintiffs and
Class members,

F75. As 10 cach Class, cluss action treatment is the superior method for the fair and
efficient adjadication of the controversy. Such weatment will permit a large number of similarly

situated persons to prosceute thelr common claims in 4 single forum simultancously, efficiently,
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and without the unnecessary duplication of evidence, effort, or expense that numerous individual
actions would engender.  The benefits of proceeding as a class action, including providing
mjured persons or entities with a method for obaining redress for claims that could not
practicably be puorsued  individually, substantiatly ouwtweigh potential  difficulties in the
mancgement of this action as a class action.

176, As to cach Class, Plaintiffs know of no special difficulty that would be
encountered in this action that would preclude its maintenance as a class action,

177 As to each Class, certification of the Class is appropriate under Fep. R, Civ, P,
23(b)(3) because the above common questions of law or fact predominate over any questions
affecting individual Clags members, and a class action is superior 1o other available methods For
the fair and efficient adjudication of this controversy.

178, As to ecach Class, Defendants’ wrongful actions are generally applicable to the
Class members as o whotle, for which Plaintiffs seek, inter alia, damages and equitable remedies.

179, As to cach Class, absent a class action, Defendants would retain the benefits of
their wrongdoing despite their sertous violations of the faw and infliction of harm on Plaintiffs
and Class members.

IX. INTERSTATE AND INTRASTATE COMMERCE

(80 At all relevant times, Takeda manufactured, promoted, distibuted, and sold
substantial amounts of ACTOS and ACTOplus met in a continuous and uninterrupted flow of
commerce across state and national lines throughout the United States,

FEE. AL all material times, Defendants transmitted funds, as well as contracts, invoices

and other forms of business communications and transactions, in a continuous and uninterrupted
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flow of commerce across state and national lines in connection with the sale of ACTOS and
ACTOplus met and their generic eguivalents,

182, In fwrtherance of their efforts to wonopolize and restrain competition, Defencants
employed the United States mails and interstate and inernational telephone lines, as well as
meuns of interstate and interpational travel. Defendants’ activities were within the flow of, and
have substantially affected (and will comtinue to substantiafly effect), interstate commerce,

183,  Defendants’ anticompetitive conduct also had substantial intrastate effects in that,
inter alia, retailers within each state were foreclosed from offering cheaper generic ACTOS and
ACTOp us met 1o end-payors inside each respective state. The complete forectosure of generic
ACTOS and ACTOpluy met directly impacted and disropled commerce for end-payors within
cach state (and will continue to do so).

184, During the relevant time period, ACTOS, ACTOplus met, and their generic
equivalents were shipped into each stare and were sold to or paid for by end-payors in each
state. Defendants’ conduct as set forth in this Complaint had substantial cffects on intrastate
commerce in each state because ACTOS, ACTOplus met. and thelr generic equivalents were
sold o end-payors in each state al supracompelitive prices ancd Defendants entered mto unlawful
anticompetitive agreements that affeeted commerce in each state,

X. MONOPOLY POWER AND MARKET DEFINITION REGARDING ACTOS

185, AL all relevant times, Takeda had rmonopoly power and, at 8 minimum, market
power, over ACTOS and its generic equivatents because it had the power to maintain the price of
ACTOS at supracompelitive levels without loging so many saies a8 1o make the supracompetitive

price unprofitable.
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186, At all relevant times, a small, but significant, non-transitory price increase above
the competitive level for ACTOS by Takeda would not have cavsed a loss of sales sufficient to
make the price imcerease unprofitable.

187 At all relevant times, al competitive price levels, ACTOS did not exhibit
stgnificant, positive cross-elasticity of demand with respect to price with any product other than
AB-rated generic versions of ACTOS, Other oral Type 2 diabetes medicines are not AB-rated 1o
ACTOS, comnot be antomatically substituted for ACTOS by phacmacists, do not exhibit
substantial cross-price clasticity of demand with respect (o ACTOS, and thus, are not economic
substitutes for ACTOS,

188, ACTOS is part of the Type 2 diabeles drug class called thiazolidinediones,
Thiazoltdinediones, tike a fow other antidiabetic classes of drugs, are often referred (o as “insulin
sensitivity enhancers” due 1o their ability 1o decrease the body’s resistance o insulin, Unigue o
thiazolidinediones, however, is that they increase certain fevels of proteing—those that are more
sensitive o inswin——and thus are the primary means by which a putient’s blood sugar levels may
be lowered. Due to their differing effect within the bady, thiazolidinediones are significantly
unique in their efficacy, safety, and side effect profile. These attributes play a critical role in
doctors’ selection of the most appropriate antidiabetic for a particular patient.

189, Due to, among other reasons, doctors’ perception of ACTOS s lower association
with heart failure, death, and liver 1oxicity, ACTOS is significantly differentiated from other
drugs in the thiazolidinedione class, For these and other clinical reasons, substanial numbers of
doctors prefer ACTOS o other thinzohdinedione drugs (e.g.. Avandia (rosiglitazone)y,  For
example, patients aped 65 and older who take Avandia (rosiglitazone) have a higher rate of death

and a greater risk of heart failure when compared with similar patients taking ACTQS.

36



Case 1:13-cv-09244-RA-RLE Document 113 Filed 08/22/14 Page 60 of 114

100, At all relevani times, the existence of other products designed to treat adults with
Type 2 dinbetes did not significantly constrain Takeda's pricing of ACTOS. At alf relevant
times, Takeda's price for ACTOS was at least 60% above is marginal cost of production and at
feagt 40% above its marginal cost including marketing costs. Takeda never lowered the price of
ACTOS in response Lo the pricing of other branded teatments for Type 2 diabetes (or the Feneric
versions of such medications),

191, Takeda needed to control only ACTOS and its AB-rated generic equivalents, and
no other products, o profitably maintain the price of ACTOS supracompetitive levels. Oniy
the market entey of a competing, AB-rated generic version of ACTOS would have vendered
Takeda unable w profitably maintain supracompetitive prices for ACTOS.

192, ‘Takeda know that entry of a generic version of ACTOS would be a unigquely
sienificant market event. Takeda predicted that, unlike the entry of other branded treatments foor
Type 2 diabetes (or the generic versions of such medications), entry of generic ACTOS would
take substantial unit sales from Takeda. For example, ACTOS did not lose substantial sales
when seneric versions of other branded Type 2 diabetes drugs entered the market at low prices.
But Takeda predicted thal entry of generic ACTOS would immediately canse branded ACTOS to
lose well more than half of its unit sales. Likewise, Mylan, Ranbaxy, Actavis, und Teva
estimated that their generic versions of ACTOS would take essentially all of their sales away
from branded ACTOS and few, if any, sales from other branded Type 2 diabeles drugs (or
seneric versions of such medications).

193, Takeda, Mylan, Teva, Ranbaxy, and Actavis predicted that the competitive impact

of generic ACTOS products would be substantial, Among other things, Defendants predicted
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that the availability of generie ACTOS would deliver well more than a billion dollars of savings
£O CONSUMETS,

194, At all relevant times, Takeda sold ACTOS at prices well in excess of its marginal
costs and the ACTOS competitive price, and enjoyed the vesulting high profit margins and
corresponding {inancial benefits—to the financial detriment of Plaintiffs and the ACTOS Class
tembers,

195, Takeda had, and excrcised, the power to exclude and restrict competition to
ACTOS and its AB-rated bioequivalents,

196.  Takeda, at afl refevant times, enjoyed high barriers to entry with respect to
competition in the relevant product market due to patent and other regulatory protections, as well
as the high cost of entry and expansion.

197, To the extent Plaintiffs are legally required o prove monopoly power
civcumnstantially by first defining a relevant product market, Plaintiffs allege that the relevant
product market is oral pioglitazone hydrochloride for the treatment of adults with Type 2
diabetes (Le, ACTOS and itx AB-rated generic equivalents). At all relevant times, Takeda
profitably maintained the price of pivglitazone hydrochloride well above competitive tevels.

198, The relevant geographic market is the United States and its territores.

199, At all relevant times, Takeda's market share in the relevant geographic market
was FOO%, conlirming its monopoly power.

XL, MARKET POWER AND MARKET DEFINITION REGARDING
ACTOPLUS MET

200, At all relevant tmes, Takeda had market power over ACTOpliy met and its

seneric equivalents because it had the power o maintain the price of ACTOplus met at
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supracompetitive fevels withowt losing so many sales as to make the supracompetitive price
unprofitable.

201, At all relevant times, a smali, but significant, non-transitory price increase above
the competitive level for ACTOpluy met by Takeda would not have caused a toss of sales
suificient 1o make the price increase unprofitable.

202, AL all refevant times, at competitive price levels ACTOplus met did not exhibig
stgnificant, positive cross-clasticity of demand with respect to price with any product other than
AB-rated generic versions of ACTOplus met, Other oral Type 2 diabetes medicines are not AB-
rated 10 ACTOplus met, cannot be amtomatically subsittuted for ACTOp/us met by pharmacists,
do not exhibit substantial cross-price elasticity of demand with respect to ACTOplus met, and
thas, are nod economic substitutes for ACTOpluy met.

203, For clinical reasons, ACTOplus met is sufficiently unique from other Type 2
diabetes drugs as it is specitically targeted to, and taken by, patients who have not sufliciently
improved their blood sugar fevels by taking either metformin or pioglitazone alone.

204, At all relevant times, the existence of other products designed to treat adults with
Type 2 diabetes did not significantdy consteain Takeda’s pricing of ACTOplus met. At all
relevant times, Takeda's price for ACTOplus met was at least 60% above its marginal cost of
production and at least 40% above its marginal cost, including marketing costs. Takeds never
towered the price of ACTOplus met in response 1o the pricing of other branded treatments for
Type 2 diabetes (or the generic versions of such medications).

205, Takeda needed to control only ACTOplus met and its AB-rated generic
gquivalents, angd no other products, to profilably maintain the price of ACTOplus met at

supracompetitive levels, Only the murket entry of a competing, AB-rated generic version of
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ACTOplus met would have rendered Takeda unable to profitably maintain supracompetitive
prices for ACTOplus met,

206, Takeda konew that entry of a generic version of ACTOplws met would be a
uniguely significant market event.  Takeda predicied that unlike the entry of other branded
reatments for Type 2 diabetes (or the generic versions of such medications), entry of generic
ACTOpluy met would take substantial unit sales from Takeda, For example, ACTOpluy met did
not lose substantial sales when generic versions of other branded type 2 diabetes drugs entered
the market at low prices.  Buwt Takeda predicted that entry of generic ACTOplus met would
immediately cause branded ACTOpluy met o lose well more than half of its unit sales.
Likewise, Mylan and Teva estimated that their generic versions of ACTOplus met would take
cssentially all of their sales away from branded ACTOplus et and few, if any, sales from other
branded Type 2 diabetes drugs (or generic versions of such medications),

207, Takeda, Mylan, and Teva predicted the competitive impact of generic ACTOp{us
met products would be substantial,  Among other things, Defendants predicted that the
avaitability of generic ACTOp/ws met would deliver hundreds of millions of dollars of savings o
CONSUINICES.

208, At all relevant times, Takeda sold ACTOplus met at prices well in excess of ity
marginal costs and ACTOpley met’s competitive price, and enjoyed the resulting high profu
marging and corresponding financial benefits—to the financial detriment of Plaintiffs and the
ACTOpIus met Class members,

209 Takeda had, and ecxercised, the power to exclude and restrict competition o

ACTOplus met and its AB-rated bioequivatents.
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210, Takeda, at all relevant times, cnjoyed high barriers to entry with respect to
cosnpetition in the relevant product market due to patent and other regelatory protections, as well
as the high cost of entry and expansion,

211 To the extent Plaintiffs are legally required to  prove market power
circumstantially by first defining a relevant product market, Plaintifls allege that the refevant
product market is a fixed unit dose of oral pioglitazone hydrochloride and biguanide for the
treaiment of adulis with Type 2 diabetes (Le, ACTOplus met and its AB-rated genenic
equivalents), During all relevant times, Takeda profitably maintained the price of ACTOpluy
met wel above competitive levels,

2120 The relevant geographic market 1s the United States and its tertitories.

213, At all relevant times, Takedw's market share in the relevant geographic market
was 100%, confirming tts muarket power,

XIEL MARKET EFFECTS AND DAMAGES TO THE CLASSES

214, But for the anticompetitive conduct alleged above, generic competition {or
ACTOS would have begun as early as January 17, 2011, and generic competition for ACTOplus
met would have begun as early us Febroary 25, 2011

215, Defendants’ anticompetitive conduct had the purpose and effect of restraining
competition unreasonably and injuring competition by protecting ACTOS and ACTOplus mel
from genenie competition. Defendants” unlawful actions allowed Takeds (o maintain a
monopoly and exclude competition in the market for ACTOS and ity generie equivalents, and
maintain supracompetitive prices for ACTOplus met, 10 the detriment of Plaintiffs and the

members of the Classes. Delendants’ anticompetitive conduct delayed and impaired generic
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competition and unlawfully enabled Takeda to sell ACTOS and ACTOplus met without timely
gereric compettion.

216, Typically, generic drugs are inidally priced significantly below the comesponding
branded drug to which they are AB-rated. As a result, upon gencric eniry, end-payors rapidly
substitute generic versions of a branded drug for some or all of their puschases. As more generic
drug manufacturers enter e market, prices for generic versions of a branded drug predictably
plunpe even further due {o competition between the generic drug manufacterers, and,
correspondingly, the branded drug loses even moie of its market share. This price competition
enables purchasers to (i) purchase generic versions of a branded drug at substantially ltower
prices, and (i) purchase the branded drug at a reduced price.  Conscguently, branded drug
manufacturers have a keen financial interest in delaying and impairing generic drug competition,
which, in turn causes purchasers 10 experience substantial increases in costs,

217, Buat for Defendants’ anticompetitive conduct, end-payors, such as Plaintiffs and
Class members, would have paid less by (1) substituting less-expensive AB-rated generic
ACTOS and/or ACTOpluy met for the more expensive branded ACTOS and/or ACTOplus met,
(ii) paving reduced prices on their remaining branded ACTOS and/or ACTOplus met purchases,
and/or (i) purchasiog generic ACTOS andfor ACTOplus met at fower prices sooner,

218, Morcover, due to Defendants’ anticompetitive conduct, other generic drug
manufacturers were discouraged from and/or delayed in (0} developing and marketing generic
versions of ACTOS and/or ACTOplus met, andfor (i) challenging the validity or infringement of
Takeda's patents in court,

219, At all relevant times during the Class Period, Plaintiffs and the End-Payor Class

members indirectly purchased substantial amounts of ACTOS and/or ACTOplus mel. As o
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direct and proximate result of Defendants” itlegal conduct, Plaintiffs and the Class members were
compelled to pay, and did pay, artificiatly inflated prices for ACTOS and/or ACTOplus met and
their peneric cquivalents, Plaintiffs and the Class members paid prices substantially greater than
the prices they otherwise would have paid absent Defendants” tltegal conduct becavse Class
members: (1) were deprived of ihe opportunity (o purchase lower-priced generic ACTOS andfor
ACTOptus met instead of expensive branded ACTOS and/or ACTOplus met, and (1) paid
arttficially inflated prices for ACTOS and/or ACTOplus met and their generic equivalents.

220, As a dircet and proximate resull of Defendants” nnlawlul anticompetitive scheme
and wrongful conduct, Plaintiffs and Class members have sustained (and will continue 1o sustain)
substantial losses and damage to their business and property in the form of overcharges they paid
for ACTOS and/or ACTOplus met and their generic equivalents, the exact amount of which will
be proven at triat,

221, Defendants’ wnlawlul conduct deprived Plaintifts and Class members of the
benefits of competition that the antitrust faws were designed (o ensure.

XHE  ANTITRUST IMPACT

222, Overcharges for phanmacenticals at a higher level of distvibution generally result
in higher prices at every level below,

223, Wholesalers and retailers passed on the mflated prices of branded ACTOS and
ACTOpluy met and AB-rated generic ACTOS and ACTOplus met 1o Plaintiffs and Class
merbers,

224, Defendants” anticompetitive conducet enabled them to indirectly charge consumaers
and third-party payors prices in excess of what Defendants otherwise would have been able to

charge absent Defendants” anticompetitive conduct.
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225, The inflated prices paid by Plaintiffs and Class members are traceable to, and the
direet, proximate and foresecable resalt of, Defendants” overcharges.

226, General cconomic theory recognizes that any overcharge at a higher level of
distribution in the chain of distribution for ACTOS and ACTOp/les met results in higher prices at
every level below.  Herbert Hovenkamp, FEDERAL ANTITRUST POLICY, THE LAW OF
COMEETITION AND ITS PRACTICE p. 624 (1994). Professor Herbert Hovenkamp goes on (o
state that “felvery person at every stage in the chain will be poorer as a resull of the monopoly
price at the top.” He also acknowledges that “[tTheorctically, one can calculate the percentage of
any overcharge that & firm at one distribution level will pass on to those at the next level.”

227, Defendants” anticompetitive conduct enabled them to charge consumers indirectly
and third-party payors prices in excess of what Defendants otherwise would have been able to
charge absant Defendants’ anticompetitive condust,

228, The prices were inflated as a direct and foreseeable resuit of Defendants’
anticompetitive conduct.

229, The mflated prices the members of the Classes paid are traceable to, and the
{oreseeable result of, the overcharges by Defendants.

XY, CLAIMS FOR RELIEF
FIRST CLAIM FOR RELTEF

Monopolization and Monopalistic 5cheme Under State Law
{Agserted by Plaintiffs and the ACTOS Class Against Takeda)

230, Plaintiffs hereby incorporate each preceding and succeeding paragraph as though
fully set forth herein.
231, At all relevant times, Takeda possessed substantial market power (f.e., monopoly

power) with respect o ACTOS and its generic eguivalents. Takeda possessed the power fo
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control prices in, prevent prices from falling in, and exclude competitors from the sale of
ACTOS and its gencric equivalents,

232, Through the overarching anticompetitive scheme, as alleged extensively above,
Takeda willfully maintained its monopoly power with respect 10 ACTOS and its generic
cquivalents, using restrictive or exclusionary conduct, rather than by means of greater busincss
acumen, and injured Plaintitls and the ACTOS Class members thereby. Takeda's exclusionary
copduct pursuant 1o this anticompetitive scheme included (i) submilting improper patent
information describing the "584 Patent and "404 Patent as drug product patents for ACTOS. (ii)
entering into the Exclusion Payment Agreements with Mylen, Ranbaxy, and Actavis, with
respect to ACTOS, (D) intentiovally creating a “bottleneck™ to prevemt later-filing generic
manufacturers [rom entering the market before August 17, 2011, {iv} including the acceleration
clauses in the agreements with Mylan, Ranbaxy. and Actavis with the purpose and effect of
deterring Teva from unvaveling the anticompetitive agreements, and (v) paying off Teva with the
satne purpose and effect.

2330 It was Takeda's conscious objective to further its dominance of the sale of
ACTOS and its generic equivalents by and through the overarching anticompetitive scheme.

234, Takeda's scheme harmed competition as alleged in detail above.

235, As adirect and proximate result of Takeda’s ilicgal and monopolistic conduct, as
alleged herein, Plaintffy and ACTOS Class members were injured.

236, Ry enpaging in the foregoing wrongful conduct, Takeda intertionally and
wrongfully maiptained monopoly power over the sale of ACTOS and its generic equivalents, in
violation of the following state laws:

it Arizona Rev, Stat. §§ 44- 1403, et seq., with respect 10 purchases of
ACTOS in Arizona by members of the ACTOS Class,
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b. Cal. Bus, & Prof Code §§ 17200, ¢f seq., and Calilornia common
law with respect to purchases of ACTOS in California by members
of the ACTOS Class,

c. D.C. Code §§ 28-4503, et seq., with respect o purchases of
ACTOS in the District of Columbia by members of the ACTOS
Class.

d. 740 U Comp. Stat, 1O/3, er seq., with respect to purchases of

ACTOS in lllinois by members of the ACTOS Class,

e, lowa Code §§ 553.5, e seq.. with respect 1o purchases of ACTOS
in lowa by members of the ACTQS Class.

{. Me. Rev, Stat, Ann. 10, §§ 1102, et seq., with respect to purchases
of ACTOS in Maine by members of the ACTOS Class,

£. Mich, Comp. Laws Ann. §§ 445773, e seq., with respect to
purchases of ACTOS in Michigan by members of the ACTOS
Class,

h. Minn, Stat. §8 323D.52, et seq., and Minn. Stat § 8.31, with

respect o purchases of ACTOS in Minnesota by members of the
ACTOS Class.

i Miss, Code Ann, 88 75-21-3, e seq., with respect 1o purchases of
ACTOQS in Mississippi by members of the ACTOS Class.

i Neb. Code Ann. §§ 59-802, el seq., with respect to purchases of
ACTOS tn Nebraska by members of the ACTOS Class.

k. Nev, Rev., Stat. Ann §§ 598A000, ¢ seg., with respect (o
purchases of ACTOS in Nevada by members of the ACTOS Class.

. N.H. Rev. Stat. Ann. §§ 356.3, with respect to purchases of
ACTOS in New Hampshire by members ol the ACTOS Class.

m. MN.M. Stat. Ann. §§ 37-1.2, e seq.. with respect Lo purchases of
ACTOS in New Mexico by members of the ACTOS Class.

. N.C. Gen. Stat. §§ 75-2.1, ¢f seq., with respect to purchases of
ACTOS in North Carolina by members of the ACTOS Class.

0, N.ID. Cent. Code §§ 51-08.1-03, er seq., with respect to purchases
of ACTOS in North Dakota by members of the ACTOS Class,

p- Or. Rev. Stat. §§ 646.730, e seq., with respect to purchases of
ACTOS in Oregon by members of the ACTOS Class.
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q. H) L.PRA. 88 260, er seq., with respect 10 purchases of ACTOS
in Puerto Rico by members of the ACTOS Class,

I3 R Gen. Laws §§ 0.36-5, ¢ seg., with respect to purchases in
Rhode Istand by members of the ACTOS Class.

8. S.D. Codified Laws §§ 37-1-3.2, er seq., with respect to purchases
of ACTOS in South Dakota by members of the ACTOS Class.

L Uteh Code Ann. §§ 76-10-3104, e seq., with respect to purchases
of ACTOS in Uish by members of the ACTOS Class who reside in
Litaly.

L. W.Va. Code §§ 47-18-4, er seq., with respect to purchases of

ACTOS in West Virginia by members of the ACTOS Class.

v, Wis, Stal §§ 133.03, &1 seq., with respect to purchases of ACTOS
in Wisconsin by members of the ACTOS Class.

237, Plaintiffs and ACTOS Class members have been (and wilt continue to be) injured
i their business or property by reason of Tuakedw’s antitrust violations, in thar Plaintiffs and
ACTOS Class members (1) were denied the opportunity to purchase lower-priced generic
ACTOS, and (it} paid higher prices for branded ACTOS than they would have paid in the
absence of the unlawful condoct. These injuries are of the type the laws of the above States, the
District of Columbia and Puerto Rico were designed to prevent, and flow from that which makes
the conduct unlawful,

238, Plantiffs and ACTOS Clags members scek damages and multiple damages as
permitied by law for their injuries.

SECOND CLAIM FOR RELIEF

Attempted Monopolization Under State Law
(Asserted by Plaintiffs and the ACTOS Class Against Takeda)

239, Plaintiffs hercby incorporaie each preceding and succeeding paragraph as though

fully set forth herein,
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240,  Takeda, through its overarching anticompetitive scheme, specifically intended to
mamtain monopoly power in the relevant market. Tt was Takeda's conscious objective 1o control
prices and/or to exclude competition in the relevant market,

241, The pawral, intended, and foreseeable consequence of Takeda's overarching
anticompetitive scheme was to control piices and exclude competition in the vefevant market, o
the extent it did not succeed,

242, There was g substantial and real chance, 2 reasonable likelthood, and/or a
dangerous probability that Takeda would succeed ip and achieve s goal of maintaining
monopoly power in the relevant market.

243, As a direet and proximale result of Takeda's illegal and monopolistic conduct,
Plaintiffs and the ACTOS Class members were harmed as alleged in detail above.

244, By engaging in the foregoing conduct, Takeda intentionally and wrongfully
attempted o monopolize the relevant murket in violation of the following state faws:

a. Arizona Rev, Stat, §§ 44-1403, ef yeq., with respect to purchases of
ACTOS in Arizona by members of the ACTOS Class.

b. Cal. Bus. & Prof Code §§ 17200, ef seq., and Califoraia common
law with respect 1o purchases of ACTOS in California by members
of the ACTOS Class.

¢ DO Code §§ 28-4503. ef yeg., with respect to purchases of
ACTOS in the Dustrict of Columbia by members of the ACTOS
Class.

d. 7H) DE Comp. Stat. HV3, el seq., with respect to purchases of

ACTQOS in HHinois by members of the ACTOS Class.

e. lows Code §§ 553.5 ef seq.. with respect to purchases of ACTOS
in lowa by members of the ACTOS Class.

[, Me. Rev. Stat. Ann. 10, §§ FH02, ¢f seq., with respect 1o purchases
of ACTOS In Maine by menibers of the ACTOS Class,
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g, Mich, Comp. Laws Ann. §§ 445773, ¢ seqg., with respect 10
purchases of ACTOS in Michigan by members of the ACTOS
Class.

I Minn. Stal. §§ 325D.52, ¢ seq., and Mimn. Stal. § 831, with
respeet to pyrchases of ACTOS in Minnesota by members of the
ACTOS Class.

I Miss. Code Ann. §§ 75-21-3, et seq., with respect W purchases of
ACTOS in Mississippi by members of the ACTOS Class,

I Neb. Code Ann. §§ 59-802, e seq., with respect (o purchases of
ACTQOS in Nebraska by members of the ACTOS Class.

k. Nev., Rev. Stat. Ann. §§ 598A.060, o seqg., with respect to
purchases of ACTOS in Nevada by members of the ACTOS Class.

] NHL Rev, Stal. Ann. §§ 3565, et seq., with respect 10 purchases of
ACTOS in New Hampshire by members of the ACTOS Class.

m. N.M. Stat. Ann. §§ 57-1-2, ef seqg., with respect to purchases of
ACTOS in New Mexico by members of the ACTOS Class,

it N.Co Gen. Stat, 8§ 75-2.1, e seq., with respect (o purchases of
ACTOS in North Carolina by members of the ACTOS Class,

0. N.D. Cent. Code §§ 51-08.1-03, et seq., with respect o purchases
of ACTOS in North Dakota by members of the ACTOS Class,

P Or. Rev, Stat. §8 646730, ef seq., with respect to purchases of

ACTOS in Qregon by members of the ACTOS Clags.

q. H) LLPR.A. §8§ 260, er seq., with respect Lo purchases of ACTOS
in [uerto Rico by members of the ACTOS Class.

r. R.L Gen Laws §§ 6-36-5 et seq., with respect o purchases in
Rhode Island by members of the ACTOS Class.

5. 5.1, Codilied Laws 8§ 37-1-3.2, ¢r seq., with respect to purchases
of ACTOS in South Dakota by members of the ACTOS Class.

L. Utah Code Ann. §8 76-10-3104, er yeq., with regpect to purchases
of ACTOS in Utah by members of the ACTOS Ciass who reside in
Utah.

U, W Va, Code §§ 47-18-4. ¢t seq., with respect to purchases of

ACTOS in West Virginia by members of the ACTOS Class.
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v, Wis. Stat, §§ 133.03, of seq., with respect 1o purchases of ACTOS
n Wisconsin by members of the ACTOS Class.

245, Plaintiffs and ACTOS Class members have been (and will continue 1o be) injured
in their business or property by reason of Takeda's antitrust violations, in that Plaintiffs and
ACTOS Class members (1) were denied the opportunity to purchase lower-priced generic
ACTOS, and (11) paid higher prices for brunded ACTOS than they would have paid in the
absence of the unlawlid conducl. These injuries are of the type the laws of the sbove States, the
District of Columbia and Puerto Rico were designed o prevent, and flow from that which makes
the conduct unfawful,

240.  Plantiffs and ACTOS Class members seek damages and multiple damages as
permitted by law For their injurics.

THIRD CLATM FOR RELIEF

Conspiracy and Combination in Restraint of Trade Under State Law
(Asserted by Plaintitfs and the ACTOS Class Against Takeda and Mylan)

247, Plaintiffs hereby incorporate cach preceding and succeeding paragraph as though
fully set forth herein,

248, The Exclusion Payment Agreement between Takeda and Mylan regarding
ACTOS involves (1) a large and unjustified payment from Takeds to Mylan, and (i) an
agreement by Mylan to delay marketing its generic ACTOS. The payment from Takeda to Mylan
tunder the Agreement was the quid pro quo for Mylan's agreement to delay marketing Hs generic
version of ACTOS, Absent the payment, Mylan would not have agreed to delay marketing its
generic versions of ACTOS and would have entered the market sooner than it did.  The
acceleration clause in the agreement is in unreasonable restraint of trade.

249, The purpose and effect of the payment flowing from Takeda o Mylan under the

agreement was o delay generic competition to ACTOS. There is and wis no legtiimate, non-
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pretextual, procompetilive busingss pustification for the payment or the restraint of trade that
owmwetghs their harmful effect. Bven if there were some such concelvable justification, the
payment and restraint were not necessary to achicve such a purpose.

250, T'he purpose and effcet of the unlawful Exclusion Payment Agreement between
Fakeda and Mylan was to altocate 100% of the market for ACTOS and ils generic equivalents in
the United States to Takeda, delay the sale of generic ACTOS products, and fix the price ot
which consumers and other end-payors would pay for ACTOS and jts generic equivalents at the
higher, branded price.

251, The Exclusion Payment Agreement harmed competition.

252, As a direct and proximate result of Takeda's and Mylan's unlawful restraint of
trade, Plaintiffs and ACTOS Class members paid attificially inflated prices for ACTOS and its
generic equivalents as described herein, and were harmed as 2 result.

2533, By engaging in the foregoing conduct, Takeda and Mylan imentionally and
wrongtully engaged in 4 contract. combination, or conspiracy in restraint of trade tn violation of:

i Arizona Rev, Stal. §§ 44-102, ¢f seq.. with respect to purchases of
ACTOS in Artzona by members of the ACTOS Class,

b, Cal. Bus. Code §§ 16700, ¢f seq., and Code §§ 17200, &f seq., with
respeet e purchases of ACTOS in California by members of the
ACTOS Class,

c. [2.C Code Ann, §§ 28-4502, ¢r seq., with respect to purchases of
ACTOS in the District of Columbia by members of the ACTOS
Class.

d. 740 Bl Comp. Stat, 10/3, ¢ seq.. with respect 1o purchases of

ACTOS in Itlinois by members of the ACTOS Class,

c. Towa Code § 553.4, ef seq., with respect to purchases of ACTOS in
lowa by members of the ACTOS Class,

f. Kan. Stat. Ann. §§ 50-101, er seq., with respect to purchases of
ACTOS in Kansas by members of the ACTOS Class.
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£ Me. Rev. Stat. Apn, 10. § 1101, ef seq., with respect 1o purchases
of ACTOS in Maine by members of the ACTOS Clays,

h. Mich, Comp, Laws Ann. §§ 445772, et seq., with respect (o
purchases of ACTOS in Michigan by members of the ACTOS
Class.

i Minn, Stat. §§ 325051, er seq., with respect 1o purchases of

ACTOS Minnesota by members of the ACTOS Class.

i- Miss, Code Ann. §§ 75-21-3, ef seq., with respect 10 purchases of
ACTOS in Mississippi by members of the ACTOS Class,

k. Neb, Code Ann. §§ 39-801, ¢ seq., with respect o purchases of
ACTOS in Nebraska by members of the ACTOS Class.

[ Nev. Rev. Stat. Ann. § 598A, ¢f seq., with respect (o puschases of
ACTOS in Nevada by members of the ACTOS Class.

£, N.M. Stat. Ann. 88 57-1-1, a1 seq., with respect o purchases of
ACTOS in New Mexico by members of the ACTOS Class,

. New York General Business Law § 340, o7 seq., with respect o
purchases of ACTOS in New York by members of the ACTOS
Class,

o, N.C. Gen. Stat, §§ 7531, er seq.. with respect 10 purchases of

ACTOS in North Carolina by members of ihe ACTOS Class.

P N.D. CenL. Clode § 51-08.1-02, ef seq.. with respect 1o purchases of
ACTOS in North Dakota by members of the ACTOS Class.

. Or. Rev. Stat. §§ 646.725, ¢f seq., with respect o purchases of
ACTOS in Oregon by members of the ACTOS Class.

r. H} LPRAC§ 258 with respect o purchases of ACTOS in the
Commonwealth of Puerto Rico by members of the ACTOS Class.

§. R Gen. Laws §§ 6-30-4, ¢/ seqg., with respect 10 purchases of
ACTOS in Rhode Istand by members of the ACTOS Class.

£, S0, Codified Laws Apn, § 37-1-3.1, er seq.. with respect 1o
purchases of ACTOS in South Dakota by members of the ACTOS
Class,

u. Tenn. Code Ann. §§ 47-25-101, er seq., with respect to purchases

of ACTOS in Tennessee by members of the ACTOS Class.

72



Case 1:13-cv-09244-RA-RLE Document 113 Filed 08/22/14 Page 76 of 114

V. Utah Code Ann. §§ 76-10-3104, o7 seq., with respect 1o purchases
of ACTOS in Utah by members of the ACTOS Class who reside 1n
fltah.

w, Vi Stat Ann Gt 9, § 2453, ¢f seq., with respect 1o purchases of

ACTOS 1n Vermont by members of the ACTOS Class.

X. W.Va, Code §§ 47-18-30 er seq., with respect 1o purchases of
ACTOS in West Virginia by members of the ACTOS Class.

Y. Wis. Stat, § 133.03, ¢f yeq.. with respect to puichases of ACTOS in
Wisconsin by members of the ACTOS Class.

234, Plaimtilfs and ACTOS Class members have been {and will continue 10 be) injured
in their business or property by reason of Takeda’s and Mylan's antitrust vielations, in that
Flaintifts and ACTOS Class members (i) were denied the opportunity 1o purchase lower-priced
generic ACTOS, and (1) paid higher prices for branded ACTOS than they would have paid in
the absence of the unlawful conduct. These injuries are of the type the laws of the above States,
the District of Columbia and Puerto Rico were designed o prevent, and flow from that which
mutkes the conduct wnlawiul,

255, Printiffs and ACTOS Class members seek damages and multiple damages as
permitted by taw for their injuries,

FOURTH CLAIM YOR RELIEF

Conspiracy and Combination in Restraint of Trade Under State Law
{Asserted by Plaintiffs and the ACTOS Class Against Takeda and Ranbaxy)

250, Plaintiffs hereby incorporate each preceding and succeeding paragraph as though
fully set forth herein.

257, The Bxclusion Payment Agreement between Takeda and Ranbaxy regarding
ACTOS involves (i) a large and unjustified payment [rom Takeds to Ranbaxy, and (ii) an
agreement by Ranbaxy (o delay marketing i#s gencrie versions of AUTOS, The payment from
Takeda 10 Ranbaxy under the Agreement was the quid pro quo for Ranbaxy's agreement to delay
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marketing its generic versions of ACTOS, Absent the payment, Ranbaxy would not have agreed
to delay marketing its generic versions of ACTOS, and would have entered the market sooner
than it did. The acceleration clause in the agreement is in unreasonable restraint of trade.

238, The purpose and effect of the payment flowing from Takeda 1o Ranbaxy under
the Exclusion Payment Agreement was to delay generic competition to ACTOS. There is and
was no legitimate, non-pretextual, procompetitive business justification for the payment or the
restraint that outweighs theiv harmful etfect.  Even if there were some such conceivable
Justification, the payment and restraint were not necessary to achieve such a purpose.

239 The purpose and effect of the unfawiul Exclusion Payment Agreement between
Takeda and Ranbaxy was to allocate 100% of the market for ACTOS and its generic cquivalents
m the United States to Takeda, delay the sales of generic ACTOS products, and fix the price at
which consumers and other end-payors pay for ACTOS and its generic equivalents at the hi gher,
branded price.

260.  The Exclusion Payment Agreement harmed competition.

261, As a direct and proximate result of Takeda’s and Ranbaxy's unlawtul restraint of
trade, Plaintiffs and ACTOS Class members paid artificially inflated prices for ACTOS snd its
generic equivalents as described herein, and were harmed as a result.

262. By engaging in the foregoing conduct, Takeda and Ranbaxy intentionally and
wrongfully engaged in a contract, combination, ot conspiracy in restraint of trade in violation of:

it Arizona Rev. Stat, §§ 44-1402, ¢f seq., with respect (o purchases of
ACTOS in Arizona by members of the ACTOS Class.

b. Cal. Bus, Code §§ 16700, e seq., and Code $§ 17200, ef seq., with

respect (o purchases of ACTOS in California by members of the
ACTOS Class.

74



Case 1:13-cv-09244-RA-RLE Document 113 Filed 08/22/14 Page 78 of 114

e, D.C. Code Ann, §§ 28-4502, ¢r seq., with respect (o purchases of
ACTOS in the Distriet of Columbia by members of the ACTOS
Cluss.

il 740 I Comp. Stat. JO/3, e¢f seq.. with respect to purchases of

ACTOS in {thineis by members of the ACTOS Class,

e. towa Code § 5534, ef seq., with respect 10 purchases of ACTOS in
lowa by members of the ACTOS Class,

f. Kan. Stat. Ann. §§ 50-101, er seq., with respect 10 purchases of
ACTOS in Kansas by members of the ACTOS Class.

8 Me. Rev. Stat. Ann. 10, § 1101, f seq., with respect to purchases
of ACTOS 1n Maine by members of the ACTOS Class,

h. Mich. Comp. Laws Ann. §§ 445771, et seq.. with respect to
purchases of ACTOS in Michigan by members of the ACTOS
(Class,

I Minn. Stat. §§ 325D.52, er seq., with respect to purchases of

ACTOS Minnesota by members of the ACTOS Class.

J- Miss, Code Ann. 88 75-21-1, ¢f seq.. with yespect to purchases of
ACTOS in Mississippi by members of the ACTOS Class,

k. Neb, Code Ann. §8% 59-801, e seq., with respect to purchases of
ACTOS in Nebraska by members of the ACTOS Class,

L Nev, Rev. Stat. Ann. § S98A.060. ef seq., with respect to purchases
of ACTOS in Nevada by members of the ACTOS Class.

. N.M, Stat. Ann. §§ 57-1-1, er seq.. with respect (o purchases of
ACTOS in New Mexico by members of the ACTOS (lass,

In. New York General Business Law § 340, er seq., with respect to
purchases of ACTOS in New York by members of the ACTOS
Class.

0. N.C. Gen. Stat. §§ 75-1, e yeqg., with respect o purchases of

ACTOS in North Carolina by members of the ACTOS Class.

p. N.D. Cent. Code § 51-08.1-02, ¢r seq., with respect o purchases of
ACTOS in North Dakota by members of the ACTOS Class.

y. Or, Rev, Stat. §8 646725, ¢r seqg., with respect to purchases of
ACTOS in Oregon by members of the ACTOS Class.
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I. 1 LPRA, § 258 with respect o purchases of ACTOS in the
Commonwealth of Puerto Rico by members of the ACTOS Class.

5, R.I. Gen. Laws §§ 6-36-4, e/ seq. with tcspect o purchases of
ACTOS in Rhode Istand by members of the ACTOS Class.

L. 513, Codified Laws Ann. § 37-1-3.1, e yeq., with respect to
purchases of ACTOS in South Dakota by members of the ACTOS
Class,

i. Tenn. Code Ann. §§ 47-25-101, e seq., with respect to purchases
ol ACTOS in Tennessee by members of the ACTOS Class.

V. Utah Code Ann. §§ 76-10-3104, er seg., with respect to purchases
of ACTOS in Utah by residents of Utah who are members of the
ACTOS Class.

W, Vi Stat. Ann. tit, 9, § 2453, er seg., with respect o purchases of
ACTOS in Vermont by members of the ACTOS Class,

X. W.Va Code §§ 47-18-3, ¢ seq., with respect to purchases of
ACTOS in West Virginia by members of the ACTOS Clags.

y. Wis. Stat. § 133.03, er seq., with respect to purchases of ACTOS in

Wisconsin by members of the ACTOS Class.

263, Plaintilfs and ACTOS Class members have been (and will continue 1o be) injured
i their business or properly by reason of Takeda's ane Ranbaxy’s antitrust viokations, in that
Plaintiffs and ACTOS Class members (i) were denied the opportunity to purchase lower-priced
generic ACTOS, and (i) paid higher prices for branded ACTOS$ thun they would have paid in
the absence of the unlawful conduct. These injuries are of the type the laws of the above States.
the District of Columbia and Puerto Rico were designed to prevent, and flow from that which
makes the conduct unlawful,

264, Plaintilfs and ACTOS Class members seek dumages and multiple damages as
permitted by Taw for their injuries,

FLTTH CLAIM FOR RELIEF

Conspiracy and Combination in Restraint of Trade Under State Law
(Asserted by Plaintiffs and the ACTOS Class Against Takeda and Actavis)
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265, Plaintiffs hereby incorporate cach preceding and succeeding paragraph as though
fully set forth herein.

200, The Exclusion Payment Agreement between Takeda and Actavis regarding
ACTOS Javolves () a large and unjustificd payment from Takeda to Actavis, and (i) an
agreement by Aclavis 1o delay marketing its peneric versions ACTOS, The payment [rom
Takeds o Actavis uoder the Agreement was the quid pro guo Tor Actavis’s agreement to delay
murketing its generic versions of ACTOS. Absent the payment, Actavis would not have agreed
10 delay marketing s geperic versions of ACTOS, and would have entered the markel sooner
than it did. The acceleration clause in the agreement is in unreasonable restraint of trade.

267, The purpose and effect of the payment flowing from Takeda to Actavis under the
Exclusion Payment Agreement was to delay generic competition to ACTOS. There is and was no
legitimate, non-pretextual, procompetitive business justification for the payment or the restraing
that outweighs their harmful effect, Even if there were some such conceivable justification, the
payment and restraing were not necessary to achieve such a purpose.

268, The purpose and effect of the unlawful Exclusion Payment Agreement between
Takeda and Actavis was to allocale 100% of the market for ACTOS and its generic equivalents
in the United States to Takeda, delay the sales of generic ACTOS products, and fix the price at
which consumers and other end-payors pay for ACTOS and its generic equivalents at the higher,
branded price.

269, The Exclusion Payment Agreement harmed competition.

270, As a direct and proximate result of Takeda’s and Actavis’s unlawful restraint of
trace, Plaintiffs and ACTOS Class members paid artificially inflated prices for ACTOS and its

generic equivalents as described herein, and were harmed as a resuif.
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271 By engaging in the foregoing conduct, Takeda and Actavis intentionally and

wrongiully engaged in o contract, combination, or conspiracy in restramt of trade in violation of:
a. Atizoma Rev. Stat. §§ 44-1402, ef seq., with respect to purchases of

ACTOS in Arizona by members of the ACTOS Class.

b, Cal. Bus. Code §§ 16700, er seg., ind Code §§ 17200, ¢f seq., with
respect to purchases of ACTOS in California by merbers of the
ACTOS Class,

¢ DO Code Ann. §§ 28-4502, ¢r seg., with respect 1o purchases of
ACTOS in the District of Coluinbia by members of the ACTOS
Class.

d. 740 WL Comp. Stat. 1073, et seq., with respeet o porchases of

ACTOS in IHinois by members of the ACTOS Class.

e, Iowa Code § 5534, ¢ seq., with respect to purchases of ACTOS in
lowa by members of the ACTOS Class.

I, Kan. Stal. Ann, §§ 30-101, er seq., with respect o purchases of
ACTOS n Kansas by members of the ACTOS Class,

L. Me. Rev. Stat. Ann. 10, § FHOL, ef seq., with respect (o purchases
of ACTOS in Maine by members of the ACTOS Class.

h. Mich. Comp. Laws Aon. §§ 445772, e seq., with respect o
purchases of ACTOS in Michigan by members of the ACTOS
Clags.

i Minn. Stat. §% 325D.51, ef seq., with respect 1o purchases of
ACTOS Minnesota by members of the ACTOS Class,

i Miss, Code Ann. §8 75-21-3, er seq.. with respect o purchases of
ACTOS in Mississippt by members of the ACTOS Class,

k. Neb. Code Ann. §§ 59-801, er seq., with respect 1o purchases of
ACTOS in Nebraska by members of the ACTOS Class.

3 Nev. Rev. Stat. Ann. § 598A.060, ¢f seq., with respect 10 purchases
of ACTOS in Nevada by members of the ACTOS Class.

m. NM. Stat. Ann, §8 57-1-1, ¢f sey., with respect o purchases of

ACTOS in New Mexico by members of the ACTOS Class.
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1. New York General Business Law § 340, of seq., with respect to
purchases of ACTOS in New York by members of the ACTOS
Class.

43 N Gen, Stat, §§% 75-1, ¢ seg.. with respect o purchases of

ACTOS in North Carolina by members of the ACTOS Class.

p. N.D. Cent. Code § 51-08.1-02, e seq., with tespect 10 purchases of
ACTON i North Dakota by members of the ACTOS Class.

q. Or. Rev. Stat, §§ 046.725, er seq., with respect to purchases of
ACTOS in Oregon by members of the ACTOS Class.

i 1 LPRA§ 258 with respect to purchases of ACTOS in the
Commonwealth of Puerto Rico by members of the ACTOS Class,

5. R.L Gen. Laws §§ 6-36-4, ¢f seq. with respect to purchases of
ACTOS in Rhode Island by members of the ACTOS Class.

t, a0 Codified Laws Ann, § 37-1-3.1, e seq.. with respect to
purchases of ACTOS in South Dakola by members of the ACTOS
Clags,

i, Tenn, Code Ann. §§ 47-25-101, of seq., with respect 1o purchases

of ACTOS in Tennessee by mermbers of the ACTOS Class.

v. Utah Code Ann. §§ 76-10-3104, er seq., with respect w purchases
of ACTOS i Utah by residents of Utah who are members of the
ACTOS Class,

W, Vi Stat, Ann. tit. 9, § 2453, ef seg., with respect to puarchases of
ACTOS in Vermont by members of the ACTOS Class.

X, W.Va. Code §3 47-18-3, ¢1 seq., with respect to purchases of
ACTOS in West Virginia by members of the ACTOS Class.

y. Wis. Stat § 133.03, er seq., with respect to purchases of ACTOS in
Wisconsin by members of the ACTOS Class,

272, Plaintiffs and ACTOS Class members have been (and will continue to be) injurec
in their business or property by reason of Takeda's and Actavis’s antitrust violations, in that
Plaintiffs and ACTOS Class members (i) were denied the opportupity 10 purchase lnwer-priced
generie ACTOS, and (i) paid higher prices for branded ACTOS than they would have paid in
the absence of the unlawful conduct. These injuries are of the type the laws of the above States,
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the District of Columbia and Puerto Rico were designed to prevent, and flow from that which
makes the conduct unlawful,
273 Plamntiffs and ACTOS Class members seek damages and multiple damages as
permitied by law for their injuries.
SIXTH CEAIM FOR RELIEF

Conspiracy and Combination in Restraint of Trade Under State Law
(Asserted by Plaintiffs and the ACTOS Class Against Takeda and Teva)

274, Plainuffs bereby incorporate each preceding and succeeding parageaph as though
fudly set forth berein.

275, The Exclusion Payment Agreement between Tukeda and Teva involves (1} large
and unjustified payments from Takeda to Teva, and (i) an agreement by Teva 1o delay marketing
ity generic versions of ACTOS. The payments from Takeda 10 Teva under the Agreement were
the quid pro quo for Teva's agreement 1o delay marketing its genetic versions of ACTOS.
Absent the payments, Teva would not have agreed 10 delay marketing ity generic versions of
ACTOS, and would have entered the market sooner than it did.

276. The purpose and effect of the payments flowing from Takeda to Teva under the
Exclusion Payment Agreement was to delay generic competition to ACTOS. There is and was no
legitinuate, non-pretextual, procompetitive business justification for the puyments that outweighs
their harmful effect. Even if there were some such conceivable justification, the payments were
NOL necessary to achieve such a purpose.

277, The purpose and effect of the unlawful Exclusion Payment Agreement between
Takeda and Teva was to alfocate J00% of the market for ACTOS and its peneric equivalents in

the United States to Tukeda, delay the sales of generic ACTOS products, and fix the price at
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which consumers and other end-payors pay for ACTOS and its generic equivalents ot the hi gher,
branded price.

278, The Exclusion Payment Agreement harmed competition.

279, As a direct and proximate result of Takeda’s and Teva's untawful restraint of
trade, Plaintiffs and ACTOS Class members paid artificially inflated prices for ACTOS and its
peneric equivalents as described herein, and were harmed as a result.

280, By engaging n the forcgoing conduct, Takeda and Teva intentienatly and
wrongfully engaged in a contract, combination, or conspiracy in restraint of trade in violation of:

a. Arizona Rev. Stat. §§ 44-1402, f seq., with respect to purchases of
ACTOS in Arizona by members of the ACTOS Class,

b, Cal. Bus. Code §§ 16700, ¢ seq., and Code §§ 17200, o seq.. with
respect to purchases of ACTOS in California by members of the
ACTOS Class.

e D.C. Code Ann. §§ 28-4302, ¢f seq., with tespect o purchases of
ACTOS in the District of Columbia by members of the ACTOS
Class.

o 740 L Comp. Stat. 10/3, e seq., with respect o purchases of

ACTOS in ilinois by members of the ACTOS Class,

€. lowa Code § 553.4, et seq., with respect to purchases of ACTOS in
lowa by membaers of the ACTOS Class.

1, Kan. Stat. Ann. §% 50-101, ¢t seq., with respect to purchases of
ACTOS in Kansas by members of the ACTOS Class,

i Me. Rev. Stal. Ann. 10, § 1101, ef seq., with respect to purchases
of ACTQOS in Maine by members of the ACTOS Class,

h. Mich. Comp. Laws Ann. §§ 445772, ¢ seq., with respect 1o
purchases of ACTOS in Michigan by members of the ACTOS
Class.

L Minn. Stat. §§ 325051, er seq., with respect lo purchases of

ACTOS Minnesota by members of the ACTOS Class,

i Miss, Code Ann, §§ 75-21-3, et seq., with respect to purchases of
ACTOS in Mississippi by members of the ACTOS Class.
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H Neb, Code Ann. §§ 59-801, er seq.. with respect to purchases of
ACTOS in Nebrasks by members of the ACTOS Class,

1. MNev, Rev, Stat. Ann. § 598A.060, ef seq., with respect 1o purchases
of ACTOS in Nevada by members of the ACTOS Class.

. N.M. Stat, Apn. §§ 57-1-1, ¢t weg., with respect 10 purchases of
ACTOS in New Mexico by members of the ACTOS Class.

I New York General Business Law § 340, e seq.. with respect {o
purchases of ACTOS in New York by members of the ACTOS
Class.

0. N.C. Gen. St §8 751, ef seq., with respect to porchases of

ACTOS n North Caroling by members of the ACTOS Class.

n. N3 Cent, Code § 51-08.1-02. er seq., with respect 1o purchases of
ACTOS in North Dakota by members of the ACTOS Class,

y. Or. Rev. Stat. §§ 646,725, er seq., with respect 10 purchases of
ACTOS in Orepon by members of the ACTOS Class.

I, 1 LLPRA§ 258 with respect to purchases of ACTOS In the
Commonwealth of Puerto Rico by members of the ACTOS Class,

5. R.I, Gen, Laws §§ 0-36-4, ¢ seq., with respect o purchases of
ACTOS in Rhode Island by members of the ACTOS Class.

L. 5.0, Codified Laws Ann § 37-1-3.1, e seq., with respect to
purchases of ACTOS m South Dakota by members of the ACTOS
Class.

u, Tenn, Code Anm. §% 47-25-101, ef seq.. with respect (o purchases
of ACTOS in Tennessee by members of the ACTOS Class.

v, LUitah Code Ann. §§ 76-10-3104, ot yeg., with respect to purchases

of ACTOS in Utah by residents of Utah who are members of the
ACTOS Class.

W, Vi Stat. Ann. tit. 9, § 2453, ¢ seq., with respect Lo purchases of
ACTOS in Vermont by members of the ACTOS Class,

X. W.Va, Code §§ 47-18-3, er seq., with respect to purchases of
ACTOS in West Virgina by members of the ACTOS Class,

y. Wis. Stat. § 133.03, ef seq., with respect to purchases of ACTOS in
Wisconsin by members of the ACTOS Class,
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281 Plaintitfs and ACTOS Class members have been (and will continne 1o be) injured
in their business or property by reason of Takeda's and Teva's antitrust violattons, in that
Platntilfs and ACTOS Class members (1) were denied the opportunity to purchase lower-priced
generic ACTOS, and (i1) paid higher prices for branded ACTOS than they would have paid in
the absence of the unlawfud conduct. These injuries are of the type the laws of the above States,
the Diswict of Columbia and Puerto Rico were designed 1o prevent, and flow from that which
makes the conduct untawful.

282, Plaintiffs and ACTOS Class members seek damages and multiple damages as
permitted by law for their injuries.

SEVENTH CLAIM FOR RELIEY

Conspiracy and Combination in Restraint of Frade Under State Law
(Asserted by Plaintiffs and the ACTOS Class Againgt Al Defendants)

283, Plaintiffs herchy incorporate each preceding and succeeding paragraph as though
fuily set forth herein.

284, Through an overmrching anticompetitive scheme, including the Exclusion
Payment Agreements between Takeda und ecach of Mylan, Ranbaxy, Actavis, and Teva, all
Defendants conspired to block and delay the entry into the market of generic ACTOS. The
purpose and etfect of the conspiracy was to allocate 100% of the market for ACTOS and its
generic equivalents in the United States to Takeds, delay the sale of generic ACTOS products,
and fix the price at which consumers and other end-payors would pay for ACTOS and its generic
cauivalents at the higher, branded price. Absent the conspiracy, generic versions of ACTOS
would have entered the market sooner than they did,

285 There 15 and was no legitimate, non-pretextual, procompetitive  busincss
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concetvable justification, the untawful Exclusion Payment Apreements between and among the
Defendants were not necessary W achieve such a purpose.

286,  Bach Defendant committed at least one overt act in furthergnce of the conspiracy.
Among other things, (i) cach Defendant agreed to the same entry date, (it) each Defendant
agreed to pay or accepl an exclusion payment and 1o unreasonably restrain trade in order 1o agree
to the same entry date, (i) Mylan, Ranbaxy, and Actavis agreed that Takeda could advise the
other Delendants of the market entry date to which Deflendants had agreed, (v) Mylan, Ranbaxy,
and Actavis agreed with Takeda 1o include an acecleration clavse in their respective Exclusion
Payment Agrecments, (v) Mylan, Ranbaxy. and Actavis agreed with Takeda that it could advise
the other Defendants of the existence of the aceeleration clauses, and (vi) Mylan and Takeda
agreed to permit Takeda to grant a license to Teva to market ACTOpliy met beginning on the
date Mylan hegan sclling ACTOply met, with the purpose and effect of enticing Teva to drop its
chatlenge to the ACTOS patents and to Takeda's unlawful Listing of the "58d Patent and "404
Patent as drug product claims covering ACTOS,

287, 'The unlawfnl conspiracy harmed competition,

288, As a direct and proximate result of Defendants’ unlawful restraint of trade,
Plaintiffs and ACTOS Class members paid artifictally inflated prices for ACTOS and its generic
equivalents as described herein, and were harned as a result

289, By engaging in the foregoing conduct, Defendants intentionally and wrongfully
engaged in a conlract, combinalion, or conspiracy in restraint of trade in violation of:

i Arizona Rev, Stat. §§ 44-1402, ¢r seq., with vespect to purchases of
ACTOS in Arizona by members of the ACTOS Class,

b, Cal. Bus. Code §8 16700, e seq., and Code §§ 17200, ef seq., with
respeet to purchases of ACTOS in Californiz by members of the
ACTOS Class,
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C. DO Code Amn. §§ 28-4502, er seq., with respect to purchases of
ACTQOS in the District of Columbia by members of the ACTOS
Class,

d, 740 HE Comp. Stat. 1/3, er seq., with respect to purchases of

ACTOS in lllinois by members of the ACTOS Class.

e, towa Code § 5534, et seq.. with respect to purchases of ACTOS in
fowa by members of the ACTOS Class,

1. Kan. Stat. Ana, §§ 50-101, er seq., with respect o purchases of

ACTOS in Kansas by members of the ACTOS Class.

£. Me. Rev. Stat. Apn. 10, § 1101, ¢7 seq.. with respect to purchases
of ACTOS in Maine by members of the ACTOS Class.

h. Mich., Comp. Laws Ann. §§ 445772, ef seq.. with respect to
purchases of ACTOS in Michigan by members of the ACTOS
Class,

i. Minn. Star. §§ 32513051, ef seq., with respect to purchases of

ACTOS Minnesola by members of the ACTOS Class.

i Miss, Code Ann. §§ 75-21-3, o1 seg., with respect to purchases of
ACTOS in Mississippt by members of the ACTOS Class.

k. Neb, Code Ann. §% 59-801, o seq., with respect (o purchases of
ACTOS in Nebraska by members of the ACTOS Class.
L. Nev. Rev, Stat. Ann. § S98A.060, ef seq., with respect to purchases

of ACTQS in Nevada by members of the ACTOS Class.

. NOML Stat. Ann. §§ 57-1-1, er seq., with respect to purchases of
ACTOS in New Mexico by members of the ACTOS Class.

. New York General Business Law § 340, er seq., with respect to
purchases of ACTOS in New York by members of the ACTOS
Class.

0, N.C. Gen. Stat. 8§ 75-1, er seq.. with respect o purchases of

ACTOS in North Carolina by members of the ACTOS Class,

P NI Cent, Code § 51-08.1-02, er seq., with respect to purchases of
ACTTOS i North Dakota by members of the ACTOS Class.

g. Or, Rev, Stat. §§ 646.725, et seq., with respect w0 purchascs of
ACTOS m Oregon by members of the ACTOS Class.
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10 LLP.RA. § 258 with respect 1o purchases of ACTOS in the
Cormonwealth of Puerto Rico by members of the ACTOS Class.

5. R.1 Gen, Laws §§ 0-36-4, er seq., with respect to purchases of
ACTOS in Rhode Island by members of the ACTOS Class.

t. 5D, Codified Laws Aun. § 37-1-3.1, e seq., with respect 1o
purchases of ACTOS in South Dakota by members of the ACTOS
Class.

i, Tenn. Code Ann. §§ 47-25-101, er seq., with respect to purchases
of ACTOS in Tennessee by members of the ACTOS Class.

v, Utah Code Ann, §§ 76-10-3104, er seq., with respect 1o purchases
of ACTOS in Utah by residents of Utah who are members of the
ACTOS Class.

W, Vi Stat. Ann. it 9, § 24530 ¢ veq., with respect to purchases of
ACTOS in Vermont by members of the ACTOS Class,

X, W.Va. Code §§ 47-18-3, er seq., with tespect 10 purchases of
ACTOS in West Virginia by members of the ACTOS Class,

Y. Wis, Stat. § 133.03, e seq., with respect to purchases of ACTOS in
Wisconsin by members of the ACTOS Class,

200, Plaintiffs and ACTOS Class members have been (and will continue to be) injured
in thetr business or property by reason of Defendants” antitrust violations, in that Plaintifts and
the ACTOS Class (i) were denied the opportunity to purchase lower-priced generic ACTOS, and
(it} paid higher prices for branded ACTOS than they would have paid in the absence of the
unlawfil conduct. These injuries are of the type the laws of the above States, the Diswrict of
Columbia and Puerto Rico were designed o prevent, and flow from that which makes the
conduct unlawful,

291 Plaintitfs and ACTOS Class members seck damages and multiple damages as

permitted by taw for their injuries.
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EIGHTH CLAIM FOR RELIEF
Conspiracy and Combination in Restraint of Trade Under State Law
{Asserted by Plaintiffs and the ACTOplus met Class Against Takeda and Mylan)

292 Plaintiffs hereby incorporate each preceding and succeeding paragraph as though
futly set forth herein.

293, The Exclusion Payment Agreement between Takeda and Mylan regarding
ACTOplus met involves (1) farge and unjustifted payments from Takeds fo Mylan, and {ii) an
agreement by Mylan to delay marketing ity generic versions of ACTOplus met. The payments
from Takeda to Mylan under the Exclusion Payment Agreement were the guid pro quo for
Mylan’s agreement to delay marketing its generic versions of ACTOplus met. Absent the
payments, Mylan would not have agreed to delay marketing its gencric versions of ACTOplus
met and would have citered the market sooner than it did, The acceleration clauses in the
agreements between Takeda and Mylan are in unrcasonable restraint of trade.

294, The purpose and effect of the payments flowing trom Takeda to Mylan under the
Exclusion Payment Agreement was to delay generic competition to ACTOplus met, There is and
was no legitimate, non-pretextual, procompetitive business justification for the payments and
restraints that outweighs thetr harmful effect. Even if there were some such conceivable
Jjustification, the payments and restrainls were not necessary to achieve such s purpose,

295 The purpose and effect of the unlawful Exclusion Payment Agreement between
Takeda and Mylan was to allocate 100% of the market for AUTOplus met and its generic
equivalents in the United States to Takeds, delay the sale of generic ACTOplus met products,
and fix the price at which consumers and other end-payors pay for ACTOplus met and its generic
equivilents at the higher, branded price.

296, The Lxclusion Payment Agreement harmed competition.
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297, As a direct and proximate result of Takeda's and Myla's unlawful restraint of
tracke, Plaintiffs and ACTOplus met Class members paid artificially inflated prices for ACTOplus
met and its generic equivalents as described herein, and were harmed as a result,

298, By engaging in the foregoing conduct, Takeda and Mylan intentionally and

wrongfully engaged in a contriret, combination, or conspiracy in restraint of trade in violation of:

L. Arizona Rev, Stal. §8 44-1402, o7 seq., with respect to purchases of
ACTOplus met in Arizona by members of the ACTOplus met
Class.

b. Cal. Bus. Code §§ 16700, er seq., and Code §§ 17200, e seq., with
respect to purchases of ACTOpley met in California by members
of the ACTOplus met Class.

c. D.CoCode Ann. §§ 28-4502, ef seq., with respect to purchases of
ACTOples met in the District of Columbia by members of the
ACTOp us met Class.

d. 740 HEL Comp. Stat. H¥/3, ef seq.. with respect to purchases of
ACTOpluy met in Tilinols by members of the ACTOplus met
Class,

e, lowa Code § 553.4, et seq., with respect to purchases of ACTOp/us

met in Jowa by members of the ACTOplus met Class,

f. Kan. Stat. Ann, §§ 30-101, ¢f seq., with respect to purchases of
ACTOpfus met in Kansas by members of the ACTOpluy met
Class.

o, Me. Rev. Stat. Ann. 10, § 1O, e seq., with respect to purchases
of ACTOplus met in Maine by members of the ACTOplus met
Class.

h. Mich, Comp. Laws Apn. §§ 445772, er seq., with respect 1o

purchases of ACTOples met in Michigan by members of the
ACTOpus met Class.

i Minn, Stat. §§ 325D.51, ¢f seg.. with respect lo purchases of
ACTOplus met Minnesota by members of the ACTOplus met
Class.

J. Miss, Code Ann. §§ 75-21-30 er seq., with respect 1o purchases of
ACTOplns met in Mississippi by members of the ACTOplus met
(Class,
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k. Neb, Code Ann. §§ 59-801, er seq., with respect o purchases of
ACTOptus met in Nebraska by members of the ACTOpfuy met
Class,

I Nev. Rev. Stat. Amn. § 398A.060, ef seq., with respect to purchasey
of ACTOplys met in Nevada by members of the ACTOplus met
Class,

. N.M. Stal. Ann. §§ 57-1-1, er seq., with respect to purchases of
ACTOplys met in New Mexico by members of the ACTOplus met
Class,

. New York General Business Law § 340, e seq., with respect to
purchases of ACTOplus met in New York by members of the
ACTOplns met Class,

0. N.C. Gen, Stan. §8 75-1. er seq.. with respect o purchases of
ACTOplus met in North Carolina by members of the ACTOplus
met Class,

P N.D. Cent, Code § 51-08.1-02. e1 seg., with respect to purchases of
ACTOplus met in North Dakota by members of the ACTOplus met
Class.

0. Or. Rev. Stal. §§ 640.725, ¢r seq., with respect 1o porchases of
ACTOplus met in Oregon by members of the ACTOplus met
Clags.

r. 0 LPR.A§ 258 with respect to purchases of ACTOplus met in
the Commonweakth of Puerto Rico by members of the ACTOplus
met Class.

8. L Gen. Laws §§ 6-36-4, of seq., with respect to purchases of
ACTOplus met in Bhode Island by members of the ACTOplus met
Clasgs,

1 S.D. Codified Laws Ann. § 37-1-3.1, e seq., with respect to

purchases of ACTOplus met in South Dakota by members of the
ACTOp s met Class,

u. Tenn. Code Ann, §§ 47-25-101. ¢ seq., with respect to purchases
of ACTOplus met in Tennessee by members of the ACTOplus met
Class.

v. Utah Code Ann. §§ 76-10-3104. er seq., with respect o purchases

ol ACTOplus met in Utah by residents of Utaly who are members
of the ACTOpns met Class.
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w. Vi Stat. Ann. tit, 9, 0§ 2453, ef seq., with respect 1o purchases of
ACTOplus met in Vermont by members of the ACTOpfus met
Chass.

X, W.Va, Code §§ 47-18-3, et seq.. with respect o purchases of

ACTOpluy met in West Virginia by members of the ACTOplus
met Class,

y. Wis, Stat. § 13303, e seg., with respect to purchises of
ACTOpls met 1n Wisconsin by members of the ACTOplus met
Class.

200, Plaintiffs and ACTOplus met Class members have been (and will contipue to be)
injured in their business or property by reason of Takeda's and Mylan's antitrust violations, in
that Plaintiffs and ACTOp/fus met Class members (1) were dented the opportunity to purchase
lower-priced generiec ACTOplus miet, and (i) pad higher prices for branded ACTOpliss met than
they would bave paid in the absence of the unlawful conduct. These injurics are of the type the
taws of the above States, the District of Colunbia and Puerto Rico were designed to prevent, and
Hlow from that which makes the conduct untawful,

300, Plantiffs and ACTOp/us met Class members seek damages and multiple damages
as permitted by law lor their injuries.

NINTH CLAIM FOR RELIEF

Conspiracy and Combination in Restraint of Trade Under State Law
(Asserted by Plaintiffs and the ACTOplus met Class Apainst Takeda and Teva)

300 Plaintifts hereby incorporate cach preceding and succeeding paragraph as though
fully set forth heretrn.

302, The Exclusion Payment Agreement between Takeda and Teva regarding
ACTOpluy met involves (1) large and unjustified payments from Takeda 10 Teva, and (i) an
agreement by Teva to delay marketing its generic versions of ACTOplus met, The payments
from Takeda 10 Teva under the Exclusion Payment Agreement were the guid pro guo for Teva's
agreement {o delay marketing its gencric versions of ACTOplis met. Absent the payments, Teva
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would not have agreed to delay marketing its generic versions of ACTOplus met, and wouldd
have entered the market sooner than it did.

303, The purpose and effect of the payments {fowing from Takeda w Teva under the
Hxelusion Payment Agreement was to delay generic competition to ACTQplus met. There is and
was no legittmate, non-pretextual, procompetitive business justification for the payments that
outweighs their harmful effect. Even if there were some such conceivable justification, the
payments were nol neeessary to achieve such a puipose,

304, The purpose and effect of the unlawful Exclusion Payment Agreement hetween
Takeda and Teva was to allocate 100% of the market for ACTOplus et and its generic
cquivalents in the United States to Takeda, delay the sale of generic ACTOplus met products,
andd fix. the price at which consumers and other end-pavors pay for ACTOplus met and its generic
equivalents at the higher, branded price.

305 The Hxclusion Payment Agreement harnied compelition.

306, Ays a direct and proximate result of Takeda's and Teva's unlawful restraint of
trade. Plamtiffs and ACTOplus met Class members paid artificially inflated prices for ACTOplus
met and its generic equivalents as described herein, and were harmed as d result,

307, By engaging in the {oregoing conduct, Takeda and Teva intentionafly and
wrotghully engaged in a contract, combination, or conspiracy in restraint of trade in violation of’

a. Arizona Rev. Stat, §§ 44-1402, ¢f seq., with respect to purchases of
ACTOplus mel in Arizona by members of the ACTOplus met
Class.

b. Cul, Bus. Code §8 16700, ¢f seq., and Code §§ 17200, er seq., with
respect (0 purchases of ACTOpluy met in California by members
of the ACTOplus met Class,

c. DO Code Ann, §§ 28-4302, e seq.. with respect to purchases of
ACTOplus met in the District of Columbia by members of the
ACTOp s met Class,
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d. 740 W Comp. Stat. 10/3, ¢ seq.. with respect 10 porchases of
ACTOples met in Hlinois by members of the ACTOplus met
Class.

e. lowa Code § 553 .4, el seq., with respect o purchases of ACTOplus

meet i fowa by members of the ACTOplis met Class,

f. Kan. Stat. Ann. §§ 50-101, ef seq., with respect to purchases of
ACTOplus met in Kansas by members of the ACTOplies met
Class.

i Me. Rev. Stat, Ann, 10, § 1104, ef seq., with respect to purchases
of ACTOplus met in Muine by members of the ACTOplus met
Class.

h. Mich, Comp. Laws Ann. §§ 445772, er seg.. with respect to

purchases of ACTOplns wmet in Michigan by members of the
ACTOp s met Clags.

1. Minn., Stat. 5§ 32551, er seq., with respect fo purchases of
ACTOplus met Minnesota by members of the ACTOpluy met
Class.

i Miss, Code Ann, §§ 75-21-3, e seq., with respect (o purchases of
ACTOplus met in Mississippi by members of the ACTOpius met
Class.

k. Neb, Code Ann §§ 59-801, er seq.. with respect to purchases of
ACTOplus met in Nebraska by members of the ACTOplus met
Class.

. Nev. Rev. Stat. Ann. § 598A.000, ¢f seq., with respect to purchases
of ACTOpluy met in Nevada by members of the ACTOplus met
Class.

n. NM. St Ann. §§ 57-1-1, of seq., with respect to purchases of
ACTOplus met in New Mexico by members of the ACTOplus met

Class,
. New York General Business Law § 340, e/ seq., with respect 1o

purchases of ACTOplus met in New York by members of the
ACTOplus met Class,

o. N.C. Gen, Stat. §§ 75-1, ¢f seg.. with respect 1o purchases of
ACTOplus met in North Carolina by members of the ACTOplus
met Class.
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p- NI, Cent. Code § 51-08.1-02, er seq., with respect to purchases of
ACTOplus met in North Dakota by members of the ACTOplus inct
Clags.

q. Cr. Rev, Stal. §§ 646,725, ¢ seq., with respect 1o purchases of
ACTOplus met in Oregon by members of the ACTOplus met
Class.

r 10 L.P.R.A.§ 258 with respect to purchases of ACTOplus met in

the Commonwealth of Pucrto Rico by members of the ACTOplus
met Class,

8. R4 Gen. Laws §§ 6-36-4, ¢t seg. with respect (0 purchases of
ACTOplus met in Rhode stand by members of the ACTOplus met
Class.

t. S0, Codified Laws Ann § 37-1-301, @ seq.. with respect o

purchases of ACTOplus met in South Dakota by members of the
ACTOp s met Class,

u. Tenn, Code Ann. §§ 47-25-101, er seq.. with respect to purchases
of ACTOplus met in Tenpessee by members of the ACTOp/us mel
Class.

v, Utah Code Ann. 3§ 76-10-3104, er seq.. with respect 1o purchases

of ACTOplus met in Utah by residents of Utah who are members
of the ACTOplus met Class.

W, Vi, Stat Ann. L9 § 24530 er seq., with respect o purchases of
ACTOplus met 1 Vermont by members of the ACTOplus met
Class.

X. W Va, Code §§ 47-18-3, e seq., with respect to purchases of

ACTOpuy met m West Virginia by members of the ACTOplus
met Class.

¥. Wis, Stal. § 133.03, er seq., with respect to purchases of
ACTOplus met in Wisconsin by members of the ACTOplius met
Class,

JO8. Plaintiffs and ACTOplus met Class members have been (and will continue (o be)
injured tn their business or property by reason of Takeda’s and Teva's antiteust violations, in that
Plaintiffs and ACTOpius met Class members (i) were denied the opportunity 1o purchase lower-

priced generic ACTOplus met, and (1) patd higher prices for branded ACTOp/us met than they
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world have paid in the absence of the unlawlul conduct. These injuries are of the type the laws
of the above States, the Districr of Columbia and Puerto Rico were desi ened to prevent, and flow
frorm that which makes the conduct unlawful,
3090 Plaintiffs and ACTOp/us met Class members seek damages and multiple damages
as permitted by law Tor thebr injuries.
TENTH CEAIM FOR RELIEEK
State Consumer Protection Vielations

(Asserted by Plaintifls and the ACTOS Class Against All
Pelendants)

3100 Plaintiffs hereby incorporate each preceding and succeeding paragraph as though
fully set forth herein.

3L Defendants engaged in unfair competition or unfair, unconscionable, deceptive or
fraudulent acts or practices in violation of the state consumer protection statutes listed below, Ag
a direct and proximate result of Defendants” anticompetitive, deceptive, unfair, unconscionable,
and fravdulent conduct, Plaintiffs and ACTOS Class members were deprived of the opportunity
o purchase a gencric equivalent of ACTOS and forced to pay higher prices tor their ACTQOS
requirements,

32 For years, there was a gross disparity between the price that Plaintiffs and the
Class members paid for the brand product when compared to the less expensive generic
products, which should have been available.

313, By engaging in the foregoing conduct, Defendants bhave engaged i unfair
competition or unfair or deceptive acts or practices it violation of the following state unfair and

deceptive trade practices and consumer protection statutes:

HY Defendants bave engaged in unfair or unconscionable acts or
practices in violation of Ariz. Rev. Stat. §§ 44-1522, er seq.
by, Defendants have engaged in unfair or unconscionable acis or

%4
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practices in violation of Cal. Bus. & Prof. Code §§ 17200, er
seq.

C. Defendants have engaged in unfair or unconscionable acts or
practices or made false representations in violation of D.C,
Code §8§ 28-3904, er vaq.

d. Defendants have engaged in unfair or unconscionable acts or
practices in violation of 815 HE. Comp. Stat. Ani. §§ 505/2, ef yeq.

. Defendants have engaped in anfalr or uaconscionable acis or
practices in violation of Kun. Stat. Amm, §§ 50-627, ef seq.

f. Defendants have engaped in unfair or unconscionable acts or
practices in violation of Me, Rev. Stat, tit. 5 §§ 207; er seq.

i Defendants have engaged in unfair or unconscionable acts or
practices in violation of Mass, Gen, Laws Ch, 93A, ¢t seq.

h. Defendants have epgaged in deceptive or frandulent acts or
practices In violatdon of Minn, Stat, §% 831, 323044 and
325F.69.

i, Defendants have engaged in unfair or unconscionable acls o
practices in violation of Mo. Ann. Stat. §§ 407.020, er seq.

1. Defendants have cngaged in unfair or unconscionable acts or
practices in violation of Neb, Rev, Stat, §§ 59,1602, ¢1 seq.

k. Defendants have engaged in unfair or unconscionable acts or
practices in violation of N.H. Rev. Stat, Ann, §§ 358-A2, ¢f seq.

L. Defendants have engaged in unfair or unconscionable acts or
practices in violation of N.M. Stat. Ann. §§ 57-12-3, et yeq.

1L Defendans have engaged in unfwir or unconscionable acts or
practices in violation of N.Y. Gen. Bus Law &8 349, er seq.
Plaintifs seek single damages under this statute.

n. Diefendamts bave eneaged m ounfae or unconscionable acts or
practices in violation of N.C\ Gen. Stat, §§ 75-11, ¢f seq.

. Defendants have engaped in deceptive or frandulent acts or
practices in violation of N.D. Cent. Code §§ 51-15-03, ¢f seq.

p- Pefendants have engaged in unfair or unconscionable acts or

practices in violation of 73 Pa. Stme. Ann. §§ 2013, ef seq.
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q. Defendants have engaged in unfair or unconscionable acts or
practices in violation of R Gen, Laws §8 6-13.1-2, ¢ seq.

F. Defendants have engaged in deceptive or fraudulent acts or
practices in violation of 5.0, Codifted Laws §8§ 37-24-6, ¢f yeq.

5. Defendants have engaged in unfair or unconscionable acts or
practices tn violaton of Vi Stal, Ann, ut 9 $§ 2453, of seq.

f, Defendants have engaged in unfair or unconscionable acts or
practices in violation of W. Va, Code §§ 46A-6-104 et seq.

314, Phunuffs and the ACTOS Class have been injured in their business and property
by reason of Defendants' unfair or unconscionable acts or practices alleged herein. Thedr injury
consists of paying higher prices for ACTOS than they would have paid in the absence of such
viclations, This injury is of the type the state consumer protection statutes were designed o
prevent and directly resulis from Defendants' unlawlul conduct.

EEEVENTH CLAIM FOR RELIEF
State Consumer Protection Violations

{Asserted by Plaintiffs and the ACTOplny met Class Against
Defendants Takeda, Mylan, and Teva)

315, Plaintiffs hereby incorporate each preceding and succeeding paragraph as though
Tully set forth heretn.

316, Defendants engaged in unfair competition or unfair, unconscionable, deceptive or
fravdulent acts or practices in violation of the state consumer protection statutes listed below, As
a direct and proxumate result of Defendants” anticompetitive, deceptive, unlatr, unconscionable,
and fraudulent conduct, Plamtiffs and ACTOplus met Class members were deprived of the
opportunity to purchase a generic cquivatent of ACTOplus met and forced to pay higher prices

for their ACTOplus met requirements,
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3170 Tor years, there was a gross disparity between the price that Plaintiffs and the
Class members paid for the brand product when compared to the less expensive generic
products, which should have been available.

315, By cengaming m the foregoing conduct, Delendamts have engaged in untar
competition or unfair or deceptive acts o practices 1 viotation of the following state unfair and

deceplive trade practices and consumer fraud laws:

a. Detendants have engaged in unfair or unconscionable acts or
practices in violation of Cal. Bus. & Prof. Code §§ 17200, ¢1
s,

h. Defendants have engaged in unfair or uncomscionable acts or

practices or made false representations in violation of D.C.
Code §§ 28-3901, of seq.

c. Pefendants have enpased in unfair or gnconscionabie acts or
practices in violation of 815 Ik Comp. Stat. Ann. §§ 505/1, of seq.

d. Defendants have engaged in unfair or unconscionable acis or
practices in violation of Kan. Stat. Ann, §§ 50-623, of seq.

o Defendants have enpaged in unfair or unconscionable acts or
practices in viofation of Me. Rev, Stat, tit. 5 §§ 207: et seq.

f. Defendants have engaged in unfair or unconscionable acts or
practices in violation of Mass. Gen. Laws Ch, 93 A, ¢f seg.

i Defendants have engaged in deceptive or fraudulent acts or
practices in violation of Minn. Stat. §§ 831, 325D.44 and 3258.69.

h. Defendants have engaged in unfair or unconscionable acts or
practices in violation of Mo, Ann. Stat. §§ 407.020, er seq.

i Defendants have engaged in unfair or unconscionable acts or
practices in violation of Neb., Rev, Stat. §§ 59,1602, ¢f seq.

J- Defendants have engaged in unfair or unconscionable acts or
practices in violation of N H. Rev. Sl Ann. §8 358-A:2, er seq.

. Jefendants have engaged i unfair or unconscionable acts or
k Defendants have engaged in unfabr or unconscionable acts o1
practices in violation of N.M. Stat. Ann. §§ 57-12-3, et seq.
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. Detendants have engaged in unfair or wnconscionable acts or
practices in viotation of NUY. Gen, Bus, Law §§ 349, ef seq.

m. Defendants have engaged in unfair or wnconscionable acts or
practices in violation of N.C. Gen, Stat. §§ 75-11, of seq.

1, Defendants have engaged in deceptive o fraudulent acts or
practices in violation of N.I). Cent. Code §§ 51-15-03, ¢/ seq.

0. Defendants have engaged in unfair or unconscionable acts or
practices in violation of 73 Pu. State. Ann, §8§ 201-3, o1 seq.

p. Defendants have cngaged in unfair or unconscionable acts or
practices in violation of R.L Gen. Laws §§ 6-13.1-2, ¢f seq.

q. Defendants have engaged in deceptive or fraudulent acts or
practices in viofation of 8.1D, Codified Laws §§ 37-24-6, ¢1 seq.

r. Defendants have engaged in unfuir or unconscionable acts or
practices in vicolation of VU Stal, Ann. UL 9 §§ 2453, et seq.

§. Defendants have engaged in unfair or unconscionable acts or
praclices in violation of W, Va, Code §§ 40A-6-101 ¢f seq.

319 Plaintiffs and the ACTOplus met Class have been injared in thewr business and
property by reason of Defendants” unfair or unconscionable acts or practices alleged herein, Their
injury comsists of paying higher prices for ACTOplus met than they would have paid in the
dbsence of such violations, This injury is of the type the state consumer protection statuies were
designed to prevent and directly results from Defendants' unlawl{ul conduct,

TWELEFTH CLAIM FOR RELILY

Unjust Enrichment Regarding ACTOS
{Asserted by Plaintitfs and the ACTOS Class Against All Defendants)

320, Plaintitfs hereby incorporate cach preceding and succeeding paragraph as though
fully set forth herein,
F2b Defendants have benefited from sphitting  the  supracompetitive  profils  on

Takeda's ACTOS sales resulting from the untawful and inequitable acts alleged herein,
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322, Delendants’ financial benefits resuling from their unlawful and inequitable
conduct are traceable to overpayments for ACTOS by Plaintiffs and ACTOS Class members,

323, Plaintffs and ACTOS Class members have conferred upon Defendants an
cconomic  benefit in the nature of profits resulting  from  unlawlul overcharges and
supracompetitive profits—io the economic detrtiment of Plaintiffs and ACTOS Class membors.

324, Tt would be futile Tor Plaintifls and ACTOS Class members to seek a remedy from
any party with whom they had privity of conract, Defendants have paid no consideration 1o
anyone for any benefils recetved indirectly from Plaintiffs and ACTOS Class members.

325 1t also would be futile for Plaintiffs and ACTOS Class members 10 exhaust any
remedy they might have against any iminediale intermediary in the chain of distribution from
which they indirectly purchased ACTOS, Anv such intermediaries are not liable and would not
compensate Plamtifts and ACTOS Class members for harm cavsed by Defendants.

326.  The economic benefit in the form of overcharges and unlawful profits derived by
Defendants through charging supracompetitive and artifictally inflaled prices for ACTOS is a
direct and proximate result of Defendants” unlawlul practices.

327, The financial benefits devived by Defendants nightfully belong to Plaintiffs and
ACTOS Class members because they paid anticompetitive and supracompetitive prices during
the ACTQS Class Perlod that wrongtully inured 1o the benefit of Defendants.

328, Tt would be incquitable under the Taws of all states and jurisdictions within the
United States, except for Indiana and Ohio, for Defendants to retain any of the overcharges for
ACTOS dertved from Defendants’ unfair and unconscionable methods, acts, and trade practices

alleged herein.
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329, Defendants should be compelled to disgorge in a common fund for the benefit of
Plaamtiffs and ACTOS Class members all unlawlul or inequitable proceeds received by them.
330, A constructive trust should be imposed upon all anlawful or incquitable sums
received by Defendants traceable to Plaintiffs and ACTOS Class members,
3310 Plaintiffs and ACTOS Class members have no adequate remedy at faw.
THIRTEENTH CEAIM FOR RELIEK

Unjust Enrichiment Regarding ACTOplis met
{Asserted by Plaintiffs and the ACTOplns met Class Againgt Takeda, Mylan, and Teva)

332, PLuntiffs hereby incorporate cach preceding and succeeding paragraph as though
Fully set forth heredn.

333, Takeda, Mylan, and Teva benelited from splitting the supracompetitive profits on
Takeda's ACTOplus met sales resulting from the unlawful and incquitable acts alleged horein,

334, Tukeda's, Mylan's, and Teva's financial benefits resulting from their unlawful
and inequitable conduct are traceable to overpayments for ACTOplus met by Plaintiffs and
ACTOS Class members,

335, Plaintifis and ACTOplus met Class members have conferred upon Takeda,
Mylan, and Teva an economic benefit in the natwre of profits resulting from  unlawful
overcharges and supracompetitive profits—to the economic detriment of Plaintiffs  and
ACTOplus met Class members.

336. It would be futile for Plaimitfs and ACTOplvs met Class members 10 seek &
rernedy from any party with whom they had privity of contract, Takeds, Mylan, and Teva have
paid no consideration to anyone for any bhenelits received indirectly from Plaintiffs and
ACTOpus met Class mombers,

337, It also would be futile for Plaintiffs and ACTOpls met Class members to exhaust

any remedy against any immediate intermediary in the chain of distribution from which they
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indivectly purchased ACTOplus met.  Any such intermediaries are not lisble and would not
compensate Plaintiffs and ACTOplus met Class members for harm cassed by Takeda, Mylan,
and Teva

338, The economic benefit of in the form of overcharges and anfawfel profits derived
by Takeda, Mylan, and Teva through charging supracompetitive and artificially inflated prices
for ACTOplus met is a direct and proximate resull of Takeda's, Mylan's, and Teva’s enlawful
practices.

339, The financial benefits derived by Takeda, Mylan, and Teva rightfully belong to
Plainuffs and ACTQpls met Class members becanse Plaintiffs and ACTOpluy met Class
members paid antcompetitive and supracompetitive prices during the ACTOplus met Class
Period that wrongfully inured to the benefit of Takeds, Mylan, and Teva.

340, 1t would be ineguitable nnder the Taws of all states and jurisdictions within the
Uinited States, except for Indiana and Ohio, for the Takeda, Mylan, and Teva to retain any of the
overcharges for ACTOplus met derived from Takeda, Mylan, and Teva's unfair and
unconscionable methods, acts, and trade practices atleged herein,

341, Takeda, Mylan, and Teva should be compelled 10 disgorge in a common fund {or
the benefit of Plaintiffs and ACTOp/us met Class members atl unlawful or inequitable procecds
received by them,

342, A constructive trust shoold be aposed upon all unlawful or inequitable sums
received by Takeda, Mylan, and Teva traceable to Plaintiffs and ACTOpluy met Class members.

3430 Plaintiffs and the ACTOplus met Class have no adequate remedy at law.

AV,  DEMAND FOR JUDGMENT

101



Case 1:13-cv-09244-RA-RLE Document 113 Filed 08/22/14 Page 105 of 114

WHEREFORE, Plaintifls, individoally and on behalt of both Classes, respectfully

demand judgiment for the following reliel:

A,

B.

-
1

Certification of this action as a class action, pursuant to Fed. R, Civ. P 23(2), 23

(b)(2) and (b} 3), direction of reasongble Class notice, pursuant 1o by Fed. R, Civ,

Poo23(e)2), appointment of Plaintiffs as representatives of the Classes, and

appointment of Plaintiffs” counsel as Class Counsel;

A finding that Defendams’ wronglul conduct alleged herein vielated the statutes

set forth above, and constitutes unjust encichment under the common law ol all

states and jurisdictions within the United States, except Indiana and Ohio;

Joint and several judgments against Defendants in favor of Plaintifts and the

Clusses;

LEauitable reliel m the natore of disgorgement, vestitution, and the creation of a

copstruction trust (o remedy Defendants” unjust enrichment;

Plaintiffs” and Class members” damages and, where applicable. treble, multipie,

punitive, andfor other damages, 1n an amount to be determined at trial, including

interest;

Attorneys’ fees, litigation expenses, and costs of suit; and

Such other and further relief as necessary to correct the anticompetitive market

effeets caused by Defendants” untawful conduct, and as the Court deems just.
XVIE JURY DIEMAND

Parsuant to Fed. Civ, P, 38, Plaintiffs, individually and on behalf of the proposed Classes,

respect{fully deinand a trial by jury on all issues so triable,
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Facsimile: (619) 535-399]
brobbins @ robbinsarrayo.com
kseely@robbinsarroyo.com
pdelgaizo@robbinsarroyo.com

Joseph M, Bums

Titfany R. Reeves

JACOBS BURNS ORLOVE &
HERNANDEZ

150 North Michigan Avenue, Suite 1000
Chicago, I1. 60601

Telephone: (312) 372-1646
JBurns@bosh.com

TReeves @ jhosh.com

Clurol V. Gitden

COHEN MILSTEIN SELLERS
& TOLL, PLLIC

190 South LaSalle Sirest Suite 1705
Chicago, THinoiy

Telephone: (312) 357-0370
Facsimile: (312) 357-036Y
cgilden@ cohenmilstein.com

Frank R. Schirripa

Michael A, Rosc

HACH ROSE SCHIRRIPA

& CHEVERIE, LLP

185 Madison Avenue, 14th Floor
New York, New York 10016
Telephone: (212) 213-8311
Facsimile: (212) 779-00028

Michael I3, Donovan

Noah Axler

DONOVAN AXLER

1845 Walout Street, Suite 100
Philadelphia, PA 19103
Telephone: (215) 732-60467
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mdonovan@donovanaxler.com
nix ler@ donovanaxler.com

Stephen ¢, Richman

MARKOWITZ & RICHMAN

123 South Broad Street

Philadelphia, PA 19109

Telephone; (267) 328-0121
srichman@ markowizandrichman.com

Robert B Klaosner

Stuart A, Kaufman

KLAUSNER KAUFMAN JENSEN
LEVINSON

10059 Noethwest Tst Court

Plantation, FL 33324

Telephone: (954) 916-1202
Bob@robertdklazusner.com
Stu@robertdklavsner.com

Robin F. Zwerling

Joseph Lipofsky

Hillary Sobel

Justin M. Tarshis

LWERLING, SCHACHTER
& ZWERLING, 1LLP

41 Madison Avenue, 32" Floor

New Yok, NY 10010

Telephone: (212) 223-3900

Facsimile: (212) 371-5969

rewerling@uzsz com

ilipofsky@zsz.com

hsobel @ zsr.com

Jlarshis@zsz.com

Dyan Drachier

IWERLING, SCHACHTIER
& ZWERLING, LLP

1904 Third Avenue, Suite 1030

Scattle, WA 9BIQOT-1170

Telephone: (206) 223-2053

Facsimile: (206) 343-9636

ddrachler@ zsy.com

Brent W, Landayn
HAUSFELD LLP
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1604 Locust Steeet, Second Floor
Fhiladelphia, PA 19103
Telephone: (215) 985-3273
blandau @hasufeldip.com

CERTIFICATE OF SERVICK

[ hereby centify that op Augusi 22, 2014, a copy of the foregoing was filed clectrontcally
and served by mail on anyone unable to aceept electronic {iling. Notice of this filing will be sent
by e-mail to all parties by operation of the Court’s electronic filing system or by mail 10 anyone
unable o aceept electrome [iling as indicated on the Notice of Electronic Filing. Parties may

aceess this filing through the Coort™s CM/ECE System.

Dated: August 22, 2014

8 Karen M, Leser-Gronons o
SHEPHERD, FINKELMAN, MILLER &
SHAH, LLP

875 Third Ave., Suite 800

New York, NY 10022

Telephone: (212) 419-0156
kleser@abmstaw.com
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e 600 Third Ave., Suite 2101
L New York, NY 10016

| - * 0,212.577.0040 f.212.577.0054
MotleyRice

Michael Buchman
Lacensed in CT, NY
Lol stand tor say chent’s dont, direct: 212-577-0050
Lom o rialiowyer mcbuchman@motleyrice.com

~Ron Motiey [1944-201 3}

" MENO ENDORSED

July 25, 2014

6

- .

The Honorable Ronald L. Ellis

United States Magistrate Judge USDC-SDNY

R Wy

Daniel Patrick Moynihan DOCUMENT

United States Courthouse | ELECTRONICALLY FILED
500 Pearl Street _

New York, NY 10007-1312 DOC &

DATE FILED: 1[%0 /14

Re: In re Actos End-Payor Antitrust Litigation
Case No. 13-cv-09244-RA-RLE

Dear Judge Ellis:

My firm serves as Interim Co-Lead Counsel to the End-Payor Plaintiffs (“Plaintiffs”) in the
above-referenced matter. Defendants filed motions to dismiss (“motions™) on July 11, 2014, Pursuant to
Judge Abrams’ Individual Rules and Practices 4(C), we write to notify the Court and opposing counsel
that we intend to file an amended complaint. Plaintiffs belicve amending is appropriate to not only
address issues raised in defendants’ motions, but also in light of defendants® disclosure of the underlying
settlement agreements filed contemporaneously with the filing of their motions. Unless otherwise
instructed by the Court, we respectfully propose that Plaintiffs be permitted to file an amended complaint
on or before August 22, 2014, which is the same date contemplated for the filing of Plaintiffs’ opposition
papers by the Parties Stipulation Regarding Briefing Schedule for Motions to Dismiss. See June 26, 2014
Email from A. Lawton to Orders-and-Judgments Mailbox, attached hereto as Exhibit A. Plaintiffs will
confer with defendants regarding a revised briefing schedule and to determine if defendants are willing to
produce certain additional limited categories of documents, which could further address issues raised in
defendants’ motions.'

Respectfully submitted,
/s/ Michael M. Buchman

Michael M. Buchman

' As indicated in our June 3, 2014 letter to Your Honor, Plaintiffs believe an initial status conference, as well as
the preliminary production of a limited subset of documents, will benefit both the parties and the Court, especially at
this early stage of the case, allowing the parties an opportunity to more narrowly tailor the pleadings and issues in
the case going forward.

SO ORDERED:
/ /

MIPLEASANT. SC | PROVIDENCE, RI | HARIFORD, C7 | NEW YORE, N

MORCANTOWN, WY | WASHINGTON. [C | NEW DRLEAMS, LA

HON. RONNIE ABRAMS
UNITED STATES DISTRICT JUDGE

1 10/14
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