IN RE ASACOL ANTITRUST LITIGATION Doc. 110

UNITED STATESDISTRICT COURT
DISTRICT OF MASSACHUSETTS

IN RE ASACOL ANTITRUST LITIGATION Civil Action No. 15-cv-12730-DJC

N N N N N N N N N

MEMORANDUM AND ORDER

CASPER, J. July 20, 2016
l. Introduction

Teamsters Union 25 Health Services &Urmance Plan, NECA-IBEWVelfare Trust Fund,
United Food and Commercial Workers Uniomsl &mployers Midwest Health Benefits Fund,
Wisconsin Masons’ Health Care Fund, Minnesotiadrars Health and Welfe Fund (collectively,
“Health Fund Plaintiffs”), and M& Adorney (collectively, “Plainffs”) bring this antitrust class
action on behalf of themselvesd all others similarly situated against Zydus Pharmaceuticals
USA Inc. and Cadila Healthcatamited (collectively, “Zydus”), Alergan plc, Allergan, Inc.,
Allergan USA, Inc., Allergan Sales, LLC, aMdarner Chilcott Limited (collectively, “Warner
Chilcott”) (collectively, “Defendardt”). Plaintiffs allege that¥varner Chilcott’s product hopping
scheme and a reverse payment settlemergeagent between Warner Chilcott and Zydus
constitute monopolization (Countand combination and conspiraicyrestraint of trade (Count
I), respectively, under various state laws. D. 26.

Zydus has moved to dismiss Count Il, D. 4t ¢he Warner Chilcott has moved to dismiss

the entire complaint, D. 47. Pfaiffs have moved to strike maials attached in support of the
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Warner Chilcott’s motion to dismiss. D. 5@.he Court ALLOWS Zydus motion to dismiss,
ALLOWS IN PART and DENIESN PART Warner Chilcott’s miton to dismiss and DENIES
Plaintiffs’ motion to strike.
. Standard of Review

On a motion to dismiss under Rule 12(b)¢6e Court must conduct a two-step, context-

specific inquiry. _Garcia-Catalan United States, 734 F.3d 100, 103t(Cir. 2013). First, the

Court must distinguish the factual allegations fritv@ conclusory legal allegations. 1d. Factual
allegations are accepted as true, while conclusgal allegations are notd. Second, the Court
must determine whether the factual allegations “plausibly narrate a claim for relief.” Schatz v.

Republican State Leadership Comm., 669 F.3d 50, 55 (1st Cir. 2012). “Plausible, of course, means

something more than merely possible, and gaugipigaded situation’s plausibility is a ‘context-
specific’ job that compels [the Court] ‘to draw’ ¢its] ‘judicial experierce and common sense.”

Id. (quoting_Ashcroft v. IgHa556 U.S. 662, 679 (2009)).

1.  Factual Allegations

Unless otherwise noted, thellowing factual summaryis based upon the factual
allegations in the amended complaint, D. 26, aedaacepted as true foretltonsideration of the
Defendants’ motions to dismiss.

A. Asacol, Asacol HD and Delzicol

Ulcerative colitis is a chroniaflammatory bowel disorder. D. 26 1 60. The most common
treatment for ulcerative colitis & class of drugs that contairethctive ingredient mesalamine.
Id. § 62. Asacol, Asacol HD and Delzicol are alterative colitis treatments that contain
mesalamine._Id. 1 66, 72, 108.

Under the Federal Food, Drug and Cosmatt (“FDCA”), a manufacturer must obtain



approval from the Food and Drug wdhistration (“FDA”) to sell any drug in the United States.
Id. 1 26. The manufacturer must submit a newgdpplication so the FDA can determine whether
the drug is both safe and effee for its proposed uses. Idnce the FDA approves the drug,
manufacturers may protect theguct by listing applicable patts in the FDA’s “Orange Book,”
which includes all FDA-approved prescriptiorugs, their approved generic equivalents and any
patents that purportedly gtect each drug. Id. § 27.

In January 1992, the FDA approved Asacaletayed-release orédblet containing 400
mg of mesalamine to treat mild to moderately actilcerative colitis._Id. §5. Five years later,
the FDA approved Asacol for the maintenance ef tbmission of ulcerative colitis. _Id. The
Orange Book lists two patents for AsacolSUPatent Nos. 5,541,170 (“the '170 patent”) and
5,541,171 (“the '171 patent”). Id. § 67. Bgghtents expired July 30, 2013. Id.

In May 2008, the FDA approved Asacol HD, dayed-release oral ltéet containing 800
mg of mesalamine to treat moderately activeerative colitis. _Id. 1 72-73. Unlike Asacol,
Asacol HD was not approved for mildly active ulcerative colitis or the maintenance of remission
of ulcerative colitis._Id. I 73. EnOrange Book lists two patents fasacol HD, U.S. Patent Nos.
6,893,662 and 8,580,302. Id.  74. Both expire on November 15, 2021. Id.

In February 2013, the FDA approved Delzicaledayed-release ortblet containing 400
mg of mesalamine. Id. 1 108-11. Ther@&Book lists U.S. Patent No. 6,649,180 (“the '180
patent”) for Delzicol, which expés on April 13, 2020. Id. § 114.

B. Hatch-Waxman Regulatory Framework

In 1984, Congress enacted the Hatch-Waxmand\acilitate competition from low-price
generic drugs. Id. 1 31. Once the FDA has approved a brand-name drug, the Hatch-Waxman Act

allows a generic manufacturer to obtain iamapproval by filing anAbbreviated New Drug



Application (“ANDA”) specifying that the generihas the same active ingredient and is
bioequivalent to the bral-name drug. Id. 1 32.

The generic manufacturer musttdgrthat it will not infringe any of the patents listed in
the Orange Book for the brand-name drug. 184 One possible basis for non-infringement is
known as Paragraph IV certification, in which tfeneric manufacturer asserts that all applicable
patents are invalid or will not be infringed by fhposed generic drug. Id. If the patent owner
brings an infringement suit wiith 45 days of receing the Paragraph IXotice, the FDA cannot
approve the generic manufaatis ANDA for 30 months, a timehen parties are supposed to
litigate the infringement or validity of the fgat. 21 U.S.C. 8§ 355(j))(5)(B)(iii). The Hatch-
Waxman Act bestows upon the first generic company that files an ANDA with a Paragraph IV
certification a 180-day period aharketing exclusivity, dung which no other generic can
compete. _Id. 8 355(j)(5)(B)(iv);_see D. 266%. The brand-name manufacturer, however, may
release an authorized generigsten of its drug during the exgivity period. D. 26 1 49. An
authorized generic is chemicallyentical to the brand-name drbgt sold as a generic product.
Id.

C. Anti-Competitive Allegations

Plaintiffs allege that thisase involves product hopping amdeverse payment settlement
agreement. Product hopping is the practice of tingek brand-name drug to prevent pharmacists
from substituting a generic equivalent when presented with a prescription for the newly modified

brand-name drug. Id. 9 45:esBlew York ex rel. Schneiderman v. Actavis PLC (“Namenda”),

787 F.3d 638, 643 & n.2 (2d Cir. ZB)l(stating that “conduct by aanopolist to perpetuate patent
exclusivity through successipeoducts” is “commonly known dgroduct hopping’™). To further

product hopping, a brand-name maaturer often removes the original drug from the market



entirely, known as a “hard switch,” right befgpatent expiration to gheive potential generic

manufacturers a prescription bdeetheir generic drugs. 26 { 45; Namenda, 787 F.3d at 648.

In a reverse payment settlement agreemanbrand-name manufacturer who holds a patent
compensates a potential generic rival to ylada abandon market entry and to abandon the

challenge to the brand manufacttsgratent. D. 26 § 51; F.T.C. v. Actavis, Inc., __ U.S. _ , 133

S. Ct. 2223, 2227 (2013) (noting tlsatch an agreement is knownragerse payment settlement
agreement because the settlement “requires thatpatéo pay the alleged infringer, rather than

the other way around”). Reverse payment settlement agreement raise concerns because they
“insulat[e] the brand’s market from competitiand prevent[] consumers from accessing a more

affordable generic version of theand-name drug.” In re Loem 24 Fe Antitrst Litig., 814 F.3d

538, 544 (1st Cir. 2016).
1. Promotion of Asacol HD
Plaintiffs allege that Warner Chilcétacquired Asacol and Asacol HD in 2009. D. 26
77. That year, Asacol was the 75tp-selling prescription in thUnited States, with sales of

approximately $490 million._Id. § 78. Shordfter the 2009 acquisition, Warner Chilcott sought

! Plaintiffs state in their comgla that “[a]ll references in the complaint to ‘Warner Chilcott’
include Warner Chilcott plc and “all related entitéasl subsidiaries thatere acquired by Actavis

plc (now operating as ‘Allergapic’ as of June 15, 2015) andMfarner Chilcott Limited as part

of the October 1, 2013 acquisition and transacti D. 26 n.1. Warner Chilcott argues that
Plaintiffs have named the wrong entitiesda$endants because Warner Chilcott Company LLC
(an unnamed party) signed the Settlement Agreeamehtherefore they should be dismissed from
the case. D. 52 at 60-62. aRitiffs acknowledge that theaomplaint does not name Warner
Chilcott Company LLC as a defendant. D. 54 at l@vertheless, they pu out that “[a]lthough

an improper defendant is indicdtm the caption, we may consider a complaint to have named the
proper defendant if the allegations made in thaylbaf the complaint make it plain that the party
is intended as a defendant.”_Callahan viI8Meéargo & Co., 747 F. Supp. 2d 247, 251 (D. Mass.
2010) (internal quotation marksié citation omitted). Because the operative complaint makes
clear that Warner Chilcott CompahLC is an intended party, ¢hCourt considered it named and
analyzed the motions accordingly.




to switch patients from Asacol to Asacol HDidre the '170 and 171 patents for Asacol expired,
even though the drugs did not tré@e exact same issuekl. 1 81-87. Thbiggest difference is
that Asacol was approved for low-dose, loegit maintenance of remission therapy, which
accounts for the bulk of its prescriptions, whlsacol HD was approved only for the high-dose,
short-term treatment of the mosveee flares. Id. § 83. Warner @iott’s efforts to switch patients
to Asacol HD was remarkably successful. 1®7. In 2010, Asacol HD made up 9% of Warner
Chilcott’s total Asacol franchise sales. I&8y 2012, Asacol HD sales constituted 28% of the
company’s Asacol franchise sales. Id.
2. Citizen Petitions to Drive Up the Cost of Generic Entry

Warner Chilcott also allegedly submitted multiflBA citizen petitions to make it harder
for other companies to sell generic Asacotl. § 98. A citizen petition allows a person or
organization to express concerns to the FDA atimusafety, efficacy or legality of a proposed or
existing drug._Id. 1 99.

In February 2010, Warner Chilcott submittedit&zen petition that requested the FDA to
require generic Asacol applicaitssubmit comparative clinicaindpoint studies, comparative in
vitro dissolution test, and comparative pharmaceic safety testing as condition to FDA
approval. _Id. § 101. In August 2010, the FDA é@enWarner Chilcott’s request for clinical
endpoint studies._1d. § 103. Two months riai&/arner Chilcott submitted another citizen’s
petition. Id. § 104. This petition requested ttiet FDA establish heightened bioequivalency
requirements for generic competitors to Asacol and Asacol HD. Id. The FDA denied this request
as well; Warner Chilcott’s citizen petitions keethus “largely unstcessful.” _1d. 1 105-06.

3. Promotion of Delzicol and the Hard Switch

Despite a concerted three-year effort to switch Asacol patients to Asacol HD, Warner



Chilcott realized that patients and prescrilsiié preferred the original product because Asacol
still constituted nearly 72% of the sales of the ovdrafichise in 2012, Id. § 107.

In 2013, Warner Chilcott began selling Delzic@d. § 108. That same year, a few months
before the expiration of Asacol’'s patents ityJ2013, Warner Chilcott discontinued Asacol. Id.
1 144. Warner Chilcott did so because it krdiscontinuing Asacol auld weaken a generic
drug’s ability to convert Asacol’'s market shatd. 1 144-49. Manufacturers of generics rely on
state laws that often require pharmacists to switstan AB-rated generic drug to the brand-name
drug to gain market shared. |y 147. An AB-rated generic drug is a generic drug determined by
the FDA to meet strict bioequilence testing standards that show it has the same efficacy and
safety profile as the brand drug. Id. § 35.

During the FDA approval process, Warner Coit identified only twdlifferences between
the drugs: (1) Delzicol consists of a cellulasgsule around an Asadablet and (2) Delzicol
contains dibutyl sebacate (“DBS”) as an inactive coating ingredient, while Asacol contains dibutyl
phthalate (“DBP”) instead. Id.HL2. The cellulose caple is covered by the '180 patent, which
does not expire until 2020. Id. T 114.

Plaintiffs allege that Wamar Chilcott created Delzicolo further its monopolization

schemé. Id. 1 116. First, the FDA apoved Delzicol based on itsdaiquivalence tésacol. Id.

2 Plaintiffs, in D. 56, urge the Court to striketibits 2-17 attached tihe Cole Declaration, D.
53, which Defendants assert may be considen#tbut converting the motions to dismiss into
motions for summary judgmersige D. 63. The Court ALLOWSINc pro tunc Plaintiffs’ motion

for leave to file a reply memorandumsupport of their motion to strik®. 74, and considered it

in resolving the motion to strike. The Court deefirio consider Exhibits 2-9 because the parties
want the Court to draw competing factual infererfces these exhibits, an inappropriate task at
this stage._See Evergreen Partnering Grp.,\nPactiv Corp., 720 F.3d 33, 45 (1st Cir. 2013)
(noting that “[i]t is not for the court to decidat the pleading stage, which inferences are more
plausible than other competing inferencesjcai those questions are properly left to the
factfinder”). The Court, howevgtakes judicial notice of Exhits 10-11 only for the purpose that
the FDA has not yet approved generics for Akand Asacol HD. D. 53-10, D. 53-11. The Court
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9 117. This eliminates the possibility that thelzm| capsule, which is triggering its patent
protection, makes Delzicol a medically supempooduct to Asacol._ld. Second, the cellulose
capsule dissolves quickly in stomach acid. ld.18. The capsule thus provides no additional
protection to the active drug ingfedts in Asacol, which is alrdg covered in a coating designed
to protect the active drug ingredients from stomawohd. 1d. Third, Warer Chilcott did not need

to include the capsule in Delzicol to replace DBP in Asacol with DBS._Id. § 119. Warner
Chilcott currently sells a DBP-free 400 mg Aslatablet in the United Kingdom, which shows
how the capsule is an unnecessawydification. Id. In factfor many patients, the capsule has
made Delzicol more difficult to swallow than Asacol. Id. § 120.

Plaintiffs also allege thaarner Chilcott’s purported concerns about DBP in Asacol was
simply a pretext to eate Delzicol._Id. T 12% First, Warner Chilcott was not required to remove
Asacol from the market to remove DBP from greduct. _Id.  134. Corssent with the FDA’s
recommendations, the company could have simgrtyoved the DBP from Asacol, replaced it with
DBS, and then submitted the necessary regulatoryisalams to establish that DBS was safe. Id.
Instead, Warner Chilcott chose to introduce & patent-protected product while simultaneously
destroying the market for Asacol, which fadeuminent generic competition. Id.

Second, the DBP concerns primarily appliegoregnant and nurgj women and young
children. 1d. 1 135. As of Ma2010, Asacol’s label already reanmended limited use by pregnant

and nursing women and warned ttieg safety and effectives® of Asacol for young children had

did not rely on Exhibits 127 in considering the motions to dis®si The request to strike Exhibits
12-17, D. 56, is thus denied as moot.

3 In March 2012, the FDA issued draft guidanecommending that manufacturers avoid two
substances (one of which was DBP) because @sbad suggested that the two substances were
linked to poor reproductive and developmentatontes. D. 26 | 131The FDA finalized this
guidance in December 2012. Id. { 132.



not been established. Idhird, Warner Chilcott’s subsidiary in Canada continued to sell Asacol
and Asacol HD, both of which contained DBPCtanadians as of Decemit®#9, 2014. Id.  136.
Had the company believed that removing DBf3ulted in a better product, it would have
introduced DBP-free versiomd both drugs._|Id.

Fourth, concerns over DBP had been known since the 19€909] 137. Yet Warner
Chilcott and its predecessor raéed Asacol HD in 2008, which contains more DBP than Asacol,
despite these concerns. Id. 11 128, 137. Fi#babse of Asacol HD’s higher DBP content, had
Warner Chilcott truly been concerned aboutFDBt would have deveped a replacement for
Asacol HD first._Id. 1 138. Sixth, Warner Chilcatintinued to give Asacol tchildren in pediatric
trials as last as March 201Id.  139. Seventh, had WarnerilCbtt been legitimately concerned
about DBP, it would not have aggsively sought to steh Asacol patients tdsacol HD. _Id. 1
140. Finally, Warner Chilcott sought, and theA&pproved, Asacol for children on October 18,
2013, after the company had removed Asacol purpgrtedr its concerns about DBP._ Id. § 141.

Shortly after Delzicol’s releasdpctors and patients have quickealized that Delzicol is
essentially Asacol surrounded by an unnecessasutapld. T 122. Members of the public have
made videos, posted pictures, or written online abmit frustration over #hlack of differences
between the two. Id. Y 122-26.

When Allergan plc acquired Warner Chilcott, kivar Chilcott’s efforts to throttle generic
competition received praise during the merger. Id. § 163-64. Asacol HD and Delzicol had

approximately $550 million in sales in 2014. Id. 1 166.

4, The Settlement Agreement with Zydus and Allegations of a Large and
Unjustified Reverse Payment

In September 2011, Zydus filed an ANDA seekpermission from the FDA to sell a

generic version of Asacol HD. Id. § 170. Zydilsd a Paragraph IV c#fication, which meant



it intended to challenge the Asacol HD patentk. After two years of litigation, Warner Chilcott
and Zydus announced a settlement agreementtig®ent Agreement”) in December 2013. Id.
Zydus was the first Paragraph 1V filer, wh meant it qualified for the 180-day marketing
exclusivity period under Hatch-Waxman.

Under the Settlement Agreement, Zydus has two options to sell a generic AsacdHD.
53-1. Under the first option, Zydasin enter the market with itsvn generic starting November
15, 2015 (or earlier under certain conditionsJytus receives FDA approval of its ANCAId.
at 10-11. In exchange, Zydus would pay WarnalcGtt a 25% royalty of Zydus’s net sales. Id.
at 11. Warner Chilcott, however, would mainttde option to supply an authorized Asacol HD
generic to its affiliates (but ndhird-parties) during Zydus’s magking exclusivity period._ld. at
18; D. 26  49.

Under the second option, if the FDA does approve Zydus's ANDA, Zydus has the
option to sell an authorized generic versiosécol HD from Warner Chilcott beginning July 2,
2016. D.53-1at17. Warn€hilcott would be barred from supplying an authorized generic to
its affiliates or any third partfor two years._Id. at8. In exchange, Zyduvould pay 75% of its
profits to Warner Chilcott. Id. at 41. If Zydus receiveBDA approval, the second option
terminates automatically. Id. at 53-1 at 17.

Plaintiffs allege that the Settlement Agremrthbetween Warner Chilcott and Zydus was

an improper reverse payment settlement agreement. D. 26 1 171-75.

4 Plaintiffs agree that the Court may considerShttlement Agreement, referenced in the amended
complaint, at this stage. D. 57 at 12.

® The Settlement Agreement also contains acagder clauses, which vatd have allowed Zydus

to sell its generic Asacol HD product even eatlan November 15, 2015 had a third party entered
the market or obtained a favorapldicial decision. D. 53-1 at 1D, 52 at 71. Plaintiffs, however,
do not allege that these provisions are unlawfulcamtede that the Court need not consider them.
D. 54 at 18 n.13.
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IV.  Procedural History

On December 28, 2015, six different end-pagotions filed against Defendants in the
District of Massachusetts werertsolidated for pretrial purposesdaassigned to thi€ourt. D.
20 at 2. On January 4, 2016, Pldfstfiled a consolidated amend&lass action complaint. D.
26. Zydus subsequently filed a motion to dissrCount Il and the Warn@hilcott filed a motion
to dismiss the entire complaint. D. 46, D. 4Rlaintiffs then filed amotion to strike certain
materials submitted with Warner Chilcott’s motiordismiss. D. 56. The Court heard the parties

on the motions and took them under advisement. D. 84.

V. Discussion
A. Standing

“The Constitution carefully confines the power of the federal courts to deciding cases and

controversies.”_Merrimon v. Unum Life InsoCof Am., 758 F.3d 46, 52 (1st Cir. 2014) (citing

U.S. Const. art. lll, 8 2). To establish stargdunder the Constitution, “a plaintiff must establish
each part of a familiar triad: injury, causatiomdaredressability.” _1d. (citation and internal
guotation marks omitted).

A plaintiff who brings a private right of actidor antitrust violations must also establish
standing to bring an antitrust action. Couwtssider “(1) the causal connection between the
alleged antitrust violation and hanm the plaintiff; (2) an improper motive; (3) the nature of the
plaintiff's alleged injury and whaer the injury was of a type th@bngress sought to redress with
the antitrust laws . . . ; (4) the directness withohtihe alleged market restraint caused the asserted
injury; (5) the speculative nature of the danggend (6) the risk ofluplicative recovery or

complex apportionment of damages.” RSA Medinc. v. AK Media Grp., Inc., 260 F.3d 10, 14
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(1st Cir. 2001) (citation omitted).
1. Count |

Warner Chilcott argues that Plaintiffs lastanding for Count | becae Plaintiffs do not
sufficiently allege that Warner Chilcott’'squuct hopping conduct prevedter delayed generic
entry of Asacol. D. 52 at 34-3@laintiffs argue that their allegans sufficiently show that had
Defendants not destroyed the Ashanarket with their hardswitch scheme, at least one
manufacturer would have introducgdneric Asacol shortly aftgratent expiration. D. 54 at 23-
26.

Plaintiffs’ allegations as to thclaim are plausible. In 2010, in litigation over brand-name
drugs, Warner Chilcott agreed to allow a gem@ompany to dispense an authorized generic
version of Asacol once a third iy introduced its own version, fact which Plaintiffs argue
reinforces that parties were expecting a gengsacol had Warner @hbott not torpedoed the
market. D. 26 { 156. By 2012, several compani&® allegedly deveping generic Asacol and
stated that they intended telease their product oa Asacol’'s patentsxpired. Id. §{ 150-55.
And in 2013, in a call discusgl Warner Chilcott's 2012 eamgs, Warner Chilcott's CEO
acknowledged the anticompetitive effects oé thhard conversion” (withdrawing Asacol and
introducing Delzicol), stating that those in theltteeare field were “all familiar with what’s going
on” and that once the hard switch was implemerffgdtiere won’'t be anyAsacol out there.”_Id.

19 148-49. The Court cannot conclude as a matt&avoft this stage that Warner Chilcott’s
actions in no way caused Plaintifidleged injuries. Plaintiffstus have standing to assert Count

® Because causation is an element of constitatistanding and antitrust standing, Defendants
raise arguments about them togethD. 51 at 7-15, D. 52 at 13-17.
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2. Count 11
Count Il alleges that the Settlement Agreetregtween Warner Chilcott and Zydus has
impermissibly delayed the introduction of a geoe®rsion of Asacol HDgausing Plaintiffs to
pay for Asacol HD at inflated prices since Dextxer 2013. D. 26 1 202. Defendants argue that
Plaintiffs lack standingo assert Count Il because Zydufsigure to introdee generic Asacol HD
is not due to Defendants and thétleenent Agreement, but the FDA). 51 at 13-14, D. 52 at 36.

For support, Defendants cite In re &bin (Minocycline Hydrochloride) Antitrust

Litigation, No. 14-md-02503-DJC, 2015 WI458570 (D. Mass. Sept. 16, 2015). In Solodyn,
2015 WL 5458570, at *9, direct purde plaintiffs alleged thaMedicis made large and
unjustified reverse payments to Lupin in exchange for Lupin’s agreement to delay market entry of
its generics. For one category of genericsLiggacy Strength Solodyn generics, Lupin did not
receive FDA approval until a few days aftee thgreed-upon entry date in the settlement
agreement._Id._ Solodyn held that with resgedhese generics, the direct purchasers did not
allege a cognizable antitrust injury becausedbmplaint did not contain “a plausible allegation
of delay caused by [Medicis].”__Id. Withostuch allegations abowledicis, “[tjhe FDA’s
approval, not an agreement with Medicis, was tindilng factor in Lupin’sability to bring generic
Solodyn in Legacy Strengths to market.” 1d.

Defendants argue that Solodyn’s reasoning appiere too. The Court agrees. Here,
Warner Chilcott and Zydus agreed that otieeFDA approved Zydus’'s ANDA, Zydus could sell
its own generic starting November 15, 2015. dhate, the FDA still has not approved Zydus’s

ANDA for an Asacol HD generi€.Although Plaintiffs suggested atal argument that Zydus did

! D. 53-11; _see Drugs@FDA, FDA Approved Drug Products,
https://www.accessdata.fda.gov/scripts/cder/datiga/index.cfm (enter “Asacol HD”; then
submit) (last visited July 19, 2016).
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not aggressively push for FDA approval becatisgead a back-up option under the Settlement
Agreement (i.e., the authorized generic option), the amended complaint contains no plausible
allegation that Zydus or Warn€hilcott has sought to delay sabotage FDA approval of Zydus’s
application. Without FDA approval, “Plaintiffs cannot claim antitrust injury on the premise that
they should have paid less foganeric product that Zydus cannovbeaold.” D. 67 at 7. Even
if Zydus could have negotiated an earlier entry date, the lack of FDA approval today remains “the
limiting factor” in Zydus’s ability to bring g generic drug to market. Solodyn, 2015 WL 5458570,
at *9.

Plaintiffs also argue thahey could have purchasedcheaper generic sooner because
Zydus could have negotiated an earlier date td/gather Chilcott’'s authared generic of Asacol
HD (the second option). D. 58 at 19. But thelSet&nt Agreement gives Zydus the option to sell
an authorized generic only if the FDA does approve Zydus’'s ANDA. ABefendants stated at
oral argument, this second optioraiseserve parachute. EverZifdus could have negotiated an
earlier authorized generic entry date, thaiapwould have disappeared the moment the FDA
approved Zydus’'s ANDA.

Plaintiffs have already offed no plausible allegation tHaefendants deliberately slowed
the FDA approval process. They have not otfgskausible allegations that Warner Chilcott and
Zydus would have structured theettlement agreement so thgtids would have come to market
first as the seller of Warner’s thwrized generic as opposed toatsn drug. Plaintiffs’ failure to
do so is particularly lacking because (1) litigatbetween Defendants began in the first place
because Zydus had signaled that it intended Itatse@wn generic, (2prand manufacturers are

under no obligation to license authorized geneias$ (3) had Zydus nottsied, litigated until the

14



end and won, Zydus still would have needed Fppraval to launch its drug. D. 67 at 9.
Accordingly, Plaintiffs have not edtbshed standing to assert Count II.

B. M onopolization (Count |)

Since the Court has concluded that Plaintiffeehstanding to assert Count I, the Court now
turns to whether Count | statasclaim for relief. As to Counk, Plaintiffs plead state law
monopolization claims against Warner Chilcott. 28.9/1 231-38. Both sides agree that the state
law claims should be interpreted harmoniously Vigttleral antitrust lawD. 52 at 22 n.1, D. 54
at 10-11.

Section 2 of the Sherman Act makes it illega‘monopolize, or attempt to monopolize .

. . any part of the trade or commerce” amongesal states._Diaz Aviation Corp. v. Airport

Aviation Servs., Inc., 716 F.3d 256, 265 (1st 2@13) (quoting 15 U.S.C. § 2) (internal quotation

mark omitted). “To prove a violation of this statute, a plaintiff must demonstrate (1) that the
defendant possesses ‘monopoly power in the ratenarket’ and (2) that the defendant has

acquired or maintained that power by impropeams.” _Town of Concord v. Boston Edison Co.,

915F.2d 17, 21 (1st Cir. 1990) (quoting United &at Grinnell Corp., 384 U.S. 563, 570 (1966)).

“Courts refer to unlawful methods of acquiriogmaintaining monopoly power as ‘exclusionary

conduct.” Solodyn, 2015 WL 5458570, at *10 (¢ug Town of Concad, 915 F.2d at 21).

Exclusionary conduct consists 6the willful acquisition or maintenance of that power as
distinguished from growth or development @asonsequence of a superior product, business

acumen, or historic accident.” Verizon Commcins. v. Law Offices of Curtis V. Trinko, LLP,

540 U.S. 398, 407 (2004) (quoti@rinnell, 384 U.S. at 570-71).
1. The Second Circuit in Namenda

Here, Plaintiffs allege that Defendants “williy maintained and continue to maintain

15



monopoly power” through their product hoppischeme—introducing Asacol HD and Delzicol
and discontinuing Asacol. D. 236233. In 2015, the Second Qiitcstated that product hopping
was a “novel question of antitrust law” and declared that determining “under what circumstances
does conduct by a monopolist to perpetuate pabeciusivity through successive products . . .
violate the Sherman Act” was “an issue of fimpression in the circuit courts.” Namenda, 787
F.3d at 643.

In Namenda, the State of New York assertigat Actavis PLC and its wholly-owned
subsidiary (“Actavis”) violated federal antittuaw by engaging in a product hopping scheme. Id.
at 642-43. As Actavis’'s twicdaily drug Namenda IR (whichlreats moderate-to-severe
Alzheimer’'s disease) nearedettend of its patent exclusivitgeriod in July 2015, Actavis
introduced the once-daily drug Namenda XR. Mhmenda XR’s patents sured that generics
could not compete against it until 2029. Id. At the same time, Actavis moved to withdraw nearly

all Namenda IR from the market to encouragpatsents to switch to Namenda XR before generics

strengths and daily dosage regimens (even thoughhve the same active ingredient and the
same therapeutic effect), Actavis knew that pharstaan most states calihot substitute generic
Namenda IR drugs for Namenda XR. Id. at 647-48.

The district court issued agdiminary injunction barring Actas from restricting access to
Namenda IR before generics of that drug joitleel market. _Id. at 643. The Second Circuit
affirmed. Id. The Second Circuit held that thetict court did not abwesits discretion by granting
New York’s motion for a preliminary injunctiorebause New York had demonstrated a substantial
likelihood of success on the merits of its 8 2 Sherman Act claim and had made a strong showing

of irreparable harm._lId.
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Both sides agreed that Actavis possdss®nopoly power because Namenda IR and
Namenda XR constituted 100% of the relevantkeia the memantine-drug market. Id. at 651-
52. Accordingly, the case turned on whether Actewilingly sought to maintain or attempted to
maintain its monopoly in violatioof the Sherman Act. Id. at 6520 answer thatjuestion, the

Second Circuit applied the rulé-geason framework in United Séstv. Microsoft Corp., 253 F.3d

34, 58-60 (D.C. Cir. 2001)._1d. Under the framork, “once a plainti establishes that a
monopolist’'s conduct is anticompetitive or exclusionary, the monopolist may proffer
‘nonpretextual’ procompetitive jusiiations for its conduct.”_ldiquoting_Microsoft, 253 F.3d at
58-59). The plaintiff “may then either rebtitose justifications or demonstrate that the
anticompetitive harm outweighs the procompetitive benefit.” Id.

First, the Second Circuit concluded that Néark had establishedctavis’s conduct was
anticompetitive and exclusionary.  Although “neither product withdrawal nor product
improvement alone is anticguatitive,” when a monopolistcombines product withdrawal with
some other conduct, the overall effect of whictoisoerce consumers rather than persuade them
on the merits, and to impede competition, itscaiare anticompetitive under the Sherman Act.”
Id. at 653-54 (citations omitted and emphasisoiiginal). The Second Circuit agreed that
Actavis’s hard switch coerced consumers becatskeprived doctors and their patients the
freedom to decide whether thenledits of switching to NamendéR outweighed the benefits of
adhering to IR therapy with a che IR generic._ld. at 654-55.he Second Circuit also agreed
that Actavis's conduct impeded competition ighti of “the unique characteristics of the
pharmaceutical market.” 1d. at 65borcing patients to switch tdamenda XR prevented generic
substitution at pharmacies, and competition thostate drug substitution laws was the only cost-

efficient path available to genermanufacturers._ Icat 655-56. “For there to be an antitrust
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violation, generics need not be trfrom all means of distribution’ if they are ‘bar[red] . . . from
the cost-efficient ones.”__Id. at 656 (quoting dvbbsoft, 253 F.3d at 64). Although patients in
theory could switch back to IR therapy after g&sgeentered the market, evidence showed that in
practice, this “reverse commute wotnd a highly unlikely occurrence.” Id.

Second, the Second Circuit concluded thatadis’'s procompetitive justifications for
withdrawing Namenda IR were peatual. 1d. at 658. The recomhs “replete with evidence”
showing that Actavis was attempting to thwart geneompetition and retain its consumers before
it lost Namenda IR’s patent exclusivity. Id.

Finally, the Second Circuit stated thae tanticompetitive harms outweighed whatever
procompetitive benefits that existed. Id. at 698-Bctavis’s willingness to forsake short-term
profits from Namenda IR to achieve markensolidation around Namenda XR and to undercut
generic competition was indicative of anticomped behavior. _Id. at 659. Furthermore, to
immunize product hopping from antitrust somy “may deter significant innovation by
encouraging manufacturers to focus on swiitghthe market to trivial or minor product
reformulations rather than investing in the reskand development necessary to develop riskier,
but medically significant innovations.” 1d. Ishort, the Second Circuit concluded that “the
combination of withdrawing a successful drug from the market and introducing a reformulated
version of that drug, which has tbeal effect of forcing patients gwitch to the new version and
impeding generic competition, without a legitimétesiness justification,Violates 8 2 of the
Sherman Act._Id.

2. Arguments for Dismissal
Here, Plaintiffs allege that Warner Chutt withdrew Asacol from the market and

introduced reformulated versions of thaughAsacol HD and Delzicol—to impede generic
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competition. _See supra Section III.C (detailprgduct hop allegations). Warner Chilcott argues
that Plaintiffs’ allegations fail as a matter of law.

First, Warner Chilcott argues that its condeantinot be considered anticompetitive because
they had a legitimate business justification Asiacol’'s removal: safety concerns over the DBP
in Asacol. D. 52 at 38. Plaintiffs acknowledgattthe FDA issued guidance concerning the safety
of DBP. D. 26 1 131-32. &hparties, however, strenuouslgaljree whether the FDA required
Warner Chilcott to remove Asacol for Delzicol. Rkintiffs explained abral argument, because
Delzicol is medically indistinguishable froAsacol yet patent-protected, the FDA’s non-binding
recommendations on DBP were a pretext for Wa@ielcott's anticompetitive behavior. At this
stage, Plaintiffs’ detailed aljations about DBP and Warnerilchtt's actions plausibly support
the inference that concerns about safetyevpeetextual._See supra Section I11.C.3.

Second, Warner Chilcott argues that their chtogaeursue Delzicol, a patented product, is
innovation “inherently valuable tihe public” that should not trigger antitrust scrutiny. D. 52 at
43. “To be sure, there is teasibetween the antitrust laws’ ebtive of enhancing competition
by preventing unlawful monopolies and patenwdaobjective of incentikzing innovation by
granting legal patent monopolies.” Namenda, 78d fat 659. But “[ijntdectual property rights

do not confer a privilege to violthe antitrust laws.”_Id. ab6 (quoting In re Indep. Serv. Orgs.

Antitrust Litig., 203 F.3d 1322, 1325 (Fed. Cir. 200@)}ernal quotation marks omitted). Patent
law provides “a temporary monopoly on individual drugssta right to use . . . patents as part of

a scheme to interfere with competition ‘beyoné limits of the patent monopoly.” Id. (quoting

United States v. Line Material Co., 333 U.S. 287, @#818)). Here, Plaiiffs plausibly allege
that the Warner Chilcott “have essentially tried to use their patent rights on [Delzicol] to extend

the exclusivity period” for their ulcerative colitis drugs. Id.
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Third, Warner Chilcott asserts that its actions were consistent with competition and,
therefore, lawful. D. 52 a45-51. The Court recognizes thaal§ a general rule, courts are
properly very skeptical about claims that catifipon has been harmed by a dominant firm’s
product design changes.” Namenda, 787 F.3bat(quoting Microsoft253 F.3d at 65). But
“[w]ell-established case law rkas clear that product redesign is anticompetitive when it coerces
consumers and impedes competition.” Id. at 68@ditionally, “[a]ntitrust analysis must always
be attuned to the particular stture and circumstances of the inolyst issue.”_Trinko, 540 U.S.
at 411. Here, “generic substitution by pharmacistss authorized by laws the explicit goal of
state substitution laws; and furthers the gazlghe Hatch-Waxman Act by promoting drug
competition, and by preventing the ‘practieatension of [brand dg manufacturers’] monopoly
... beyond the expiration of the[ir] patent{[sNamenda, 787 F.3d at 657-58 (citations omitted).
Plaintiffs’ allegations thus survive the motion to dismiss because “it iscdmbination of
Defendants’ withdrawal of [Asafloand introduction of [Delziclh in the context of generic
substitution laws” thatubjects Defendants’ conduct to antitrastutiny. _Id. at 660 (emphasis in
original). Other district courtthat have considered produmbpping allegations at this stage
concur, concluding that well-pleallegations about consumer coercion in light of the distinct

nature of the pharmaceutical drug market may establish plausible antitrust [fFability.

8 Compare In re Suboxone (Buprenorphingdibchloride & Naloxone) Antitrust Litig., 64 F.
Supp. 3d 665, 682 (E.D. Pa. 2014) (denying motiondmigdis after noting thdhe “key question

is whether the defendant combined the introdacdf a new product with some other wrongful
conduct, such that the comprehensive effedikedy to stymie competition, prevent consumer
choice and reduce the market's ambit,” witlhé't somewhat unique characteristics of the
pharmaceutical market in mind”); Abbott LabsTeva Pharm. USA, Inc., 432 F. Supp. 2d 408,
422 (D. Del. 2006) (denying motion to dismisschuse the “nature @ie pharmaceutical drug
market” supports antitrust scrutiny of thaefendants’ “product-switching conduct”) with
Walgreen Co. v. AstraZeneca Pharm. L.P4 53 Supp. 2d 146, 151 (D.D.C. 2008) (granting
motion to dismiss because “there is no allegation that AstraZeneca eliminated any consumer
choices”).

20



Finally, Warner Chilcott faults Plaintiffs fdailing to plead that they possessed monopoly
power in a relevant antitrust mk&t. D. 52 at 74-79. Monopppower can be shown directly—
by showing “actual supracompetitive pricesdarestricted output”™—or circumstantially—by
showing “that the defendant has a dominant shameniall-defined relevant market and that there
are significant barriers to entry in that market that existing competitors lack the capacity to

increase their output in the shaun.” Coastal Fuels of PuerRico, Inc. v. Caribbean Petroleum

Corp., 79 F.3d 182, 196-97 (1st Cir. 1996)ere, Plaintiffs have alleged that Warner Chilcott had
the power to charge supracompetitive prices feirtirugs and that at competitive prices, these
drugs do not exhibit significant, ptse, cross-elasticity of demamdth respect to price with any

other mesalamine formulation other than thearequivalent generic versions. See D. 26 |1 215-

30. These allegations sufficienthjithstand a motion to dismisgn re Nexium (Esomeprazole)

Antitrust Litig., 968 F. Supp. 2d 367, 389 (D. Mass. 2013) (denying motion to dismiss after

concluding that similar allegations weiraore than enough” at this stage).

3. Noerr-Pennington Doctrine and Implied Preclusion

Warner Chilcott also asserts that theeNePennington doctrine and the FDCA require

dismissal. Under the Noerr-Pennington doctra@arty is “immune from antitrust liability for

engaging in conduct (including litigation) na@d at influencing decisionmaking by the

government.”_Octane Fitness, LLC v. ICON Hedilritness, Inc., U.S. , 134 S. Ct. 1749,

1757 (2014); see Davric Maine Corp. v. Rancaztf F.3d 143, 147 (1st Cir. 2000) (stating that

the doctrine “shields from antitrust liability emt$ who join together to influence government
action—even if they seek to restrain competition or to damage competitors”). The doctrine
“applies to ‘petitions’ before legislatures, admsinative agencies, and courts.” Rancourt, 216

F.3d at 147.
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Warner Chilcott argues that their citizen petis—allegedly filed to drive up the cost of

generic entry—constitute proted conduct under the Noerr-Pennington doctrine. D. 52 at 51-53.

Plaintiffs clarify that the citizen petitions “do norm an independent basis” for antitrust liability,
but instead “provide context amdveal Defendants’ intent.” [h7 at 16; see D. 54 at 18 n.13
(explaining that the allegatiorabout citizen petitionsiere “provide background of the scheme
and show recognition of imminemggeneric competition”). Because a plaintiff “may properly
include evidence of immune lobbyirgtivity in its antitrust allegens insofar as that evidence

serves to illustrate the context and motive ulytleg the alleged anticompetitive conduct,” the

Court declines to dismiss Counbih the basis of these allegatidn$Steward Health Care Sys.,

LLC v. Blue Cross & Blue Shield of Rhodigland, 997 F. Supp. 2d 142, 163 (D.R.1. 2014) (citing

United Mine Workers of Am. v. Pemygton, 381 U.S. 657, 670 n. 3 (1965)).

Warner Chilcott also arguesatthe FDCA implicitly precldes antitrust liability because

the two are “clearly incompatil here. D. 52 at 55 (quoting €tit Suisse Sec. (USA) LLC v.

Billing, 551 U.S. 264, 275 (2007) (internal gattbn marks omitted). As Warner Chilcott
explains, “while antitrust law might prohibda ‘hard switch,” the FDA might require it for

consumer safety.” D. 69 at 13. As noted earRéaintiffs contest the fundamental premise behind

® Warner Chilcott also argues that the NdRennington doctrine immures the hard switch
scheme because the company removed Asacol from the market because of the FDA's safety
concerns over DBP. D. 52 at 53-55. Becausth sides dispute the link between Defendants’
actions and the FDA'’s stance on DBP, Plaintiffil¢égations sufficiently preclude the conclusion

that the Noerr-Pennington doctrine applies as tiemaf law because “[tlhe scope of [the Noerr-
Pennington doctrine] depends . . .tba source, context, and nature of the anticompetitive restraint
at issue” and “[t]he dividing e between restraints resultimgm governmental action and those
resulting from private action may not alwaysdtious.” Allied Tube& Conduit Corp. v. Indian

Head, Inc., 486 U.S. 492, 499, 501-02 (1988); see Abarca Health, LLC v. PharmPix Corp., 915 F.
Supp. 2d 210, 216 (D.P.R. 2012) (notthgt the applicability of # doctrine “is a highly factual
determination[] inappropriate for a dismissal motion”).
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that argument: whether the FDA required Defend@antarry out its hargwitch scheme. Because
of this factual dispute and theature of the allegations madwy Plaintiffs in the amended
complaint, the Court cannot condki at this stage that a “alerepugnancy” exists between
Plaintiffs’ complaint and the FDCA asnaatter of law._Billing, 551 U.S. at 275.

C. State-Specific Arguments against Count | and Count ||

Plaintiffs bring two types of claims—omopolization (Count I) and combination and
conspiracy in restraint of trad Count Il)—under the laws offterent states. D. 26 |1 231-43.
Defendants have thus made state-sjgeaiguments against specific claifis.

As an initial matter, Defendants argue that Plaintiffs lack Article Ill standing to bring
claims where they do not reside or have not pwethdhe products at issue. D. 51 at 21, D. 52 at
84. Nevertheless, consistent with the decisions by some courts, the Court “will consider the issue
of the end payors’ standing toig claims arising under the lave$ states where they are not
residents and have not alleged to have sedfénarm at the clasertification stage? Solodyn,

2015 WL 5458570, at *14 (summarizing the split amoagrts but deferring this issue until the

class certification stage).

10The Court’s conclusion that Pldiifis lack standing for Count kxtends to all Count Il claims,
particularly because, as stated above, the dides agree that the salaw claims should be
interpreted harmoniously with federal antitrlatv. See supra Section V.B; In re Androgel
Antitrust Litig. (No. 1), 687 F. Supp. 2d 1371, 1382.0N Ga. 2010) (stating that “[bJecause the
Plaintiffs’ allegations do not state a plausilaletitrust claim under federal law, the Indirect
Purchasers also do not state auglble antitrust claa under state law”). Dismissal of Count I
claims on state-specific grounds are thus an additional reason for dismissal.

11 Plaintiffs urge the Court to strike Attachnis 1-4 (D. 52 at 99-109), which were appended to
Warner Chilcott’'s memorandum in support of thaiotion to dismiss, because they exceed the
page limits. D. 57 at 18-19. Although Defendants should have sought leave to exceed the page
limits set in this case, these charts are relfiraccepted in these types of cases. See, e.g.,
Suboxone, 64 F. Supp. 3d at 696 n.21. Plaintiffs’ regieestrike these charts is DENIED. The
Court, however, did not rely on Attachment 5 ansidering the motions to dismiss. Plaintiffs’
request to strike Attachmestis DENIED as moot.
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1. Illinois Brick

In lllinois Brick Co. v. lllinois, 431 U.S. 720 @IF7), the Supreme Court held that “indirect

purchasers of goods produced by firms engagedticompetitive conduct were too remote from

that conduct to be regarded as injured.” rédnlNexium (Esomeprazole) Antitrust Litig., 968 F.

Supp. 2d 367, 409 (D. Mass. 2013) (citing IllinoiscRrCo., 431 U.S. at 7488). Some states

have passed laws that repeal lllinois Bramkd expressly grant end-payors the right to sue for
antitrust violations. _Solodyn, 2015 WL 5458570 at *15. Defendants, however, argue that
Plaintiffs may not bring eitheZount | or Count Il under Missouri, Montana and Utah law. D. 52
at 87-89.

The Missouri combination and conspiracgiol (Count Il) should be dismissed because
“Missouri’s antitrust laws follow Illinois Brick iad prohibit recovery by indirect purchasers.” In

re Pool Prods. Distribution Mkt. Antitrtkitig., 946 F. Supp. 2d 554, 570 (E.D. La. 2013) (citing

Duvall v. Silvers, Asher, Sher & McLarenl.D.’s, 998 S.W.2d 821, 825 (Mo. Ct. App. 1999)).

The Missouri monopolization claim (Count 1), whits brought under the Missouri Merchandising
Practices Act (“MMPA”), survives because “tMissouri Supreme Court has expressly allowed
suit by indirect purchasers undeethMPA.” Id. at 571. Neverthess, the MMPA limits claims

to those “who purchase[] or lease[] merchandgisenarily for personal, family or household
purposes.” Mo. Rev. Stat. § 407.025(1). The Hefalthd Plaintiffs thusnay not assert a claim

under the MMPA. Los Gatos Mamtile, Inc. v. E.l. DuPonbDe Nemours & Co., No. 13-cv-

01180-BLF, 2015 WL 4755335, at *23 (N.D. Cal. Add., 2015) (noting that “[c]ases in this
district have interpreted the statute to esrdtanding only upon persomwho purchase property

for theirown personal, family or household purposes”) (bagis in original)In re Cast Iron Soil

Pipe & Fittings Antitrust Litig., No. 1:4-md-2508, 2015 WL 5166014, at *31 (E.D. Tenn. June

24



24, 2015) (rejecting view that the statute’'sgaage include businesses); cf. Solodyn, 2015 WL

5458570, at *17 (dismissing end payors’ claim undeithnsas Consumer Protection Act because

they were institutional purchasers who did not meet the definition of “consumer” under the statute).
The only decision from Montana statourts that either side has identified to address this

issue is Olson v. Microsoft Corp., 2001-Mi52, 2001 Mont. Dist. LEXIS 2710, *14 (Mont. Dist.

Ct. Feb. 15, 2001), which held that the rule limdiis Brick does not apply to Montana’s Unfair
Trade Practices Act (“MUPTA”"). The Courtu declines to dismiss the Montana claifs.

Defendants argue that the Utah claims shbeldismissed becausePitiffs do not plead
that members of the putative class are citizensesidents of Wh. D. 52 at 88. Plaintiffs,
however, allege in their complaint that membafr¢he putative classes made purchases in Utah,
D. 26 11 238y, 243z, so members of the putatiesscpresumably include Utah citizens and
residents. The Court declines temiss the Utah claims on this ground.

2. Massachusetts Consumer Protection Law

Section 11 of Mass. Gen. L. c. 93A provides a right of action téosumfair practices to
“[a]ny person who engages in the conduct of magte or commerce,” while § 9 provides the right
to “[a]ny person, other than a persentitled to bring awn under section elen.” Mass. Gen. L.
c. 93A 88 9, 11. Mass. Gen. L. c. 93A thusstitnguishes between ‘ceamer’ claims” (brought

under 8 9) and “business’ claims” (brought under 8 11). Frullo v. Landenberger, 61 Mass. App.

Ct. 814, 821 (2004); Cont'l Ins. Co. v. Bahnan, 21&RA50, 156 (1st Cir. 200Q)oting that “[b]y

12 Both parties agree that tiséatute of limitations for a clai under the Montana Unfair Trade
Practices Act is two years. D. 52 at 97,38 at 25. Defendantargue that the Montana
monopolization claim (Count 1) igntimely because the first compiawas filed more than two

years after the withdrawal of Asacol. D. 52 @ 9Nevertheless, courtave held that “a new

cause of action accrues to purchasers upon eacprimest sale of the drug.”_Solodyn, 2015 WL
5458570, at *8 (quoting In re Niagpdntitrust Litig., 42 F. 8pp. 3d 735, 747 (E.D. Pa. 2014)).
The Court declines to dismiss this claim on statute of limitations grounds.
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their terms, however, [8 9 and §] are mutually exclusive”). lthough the “dividing line between
a consumer claim and a business claim . . . ialedys clear,” it “appears to turn on whether a
given party has undertaken the saction in question for businessasons, or has engaged in it
for purely personal reasons (such as the purchase ibém for personal use).” Frullo, 61 Mass.
App. Ct. at 821. “[A]ny tansaction in which the @intiff is motivated bybusiness considerations
gives rise to claims only under thattte’'s business section,” § 11. Id.

Additionally, § 11 statethat “[ijn any action bought under this section, . the court shall
also be guided in its interpretation of unfair methods of competition by . . . the Massachusetts

Antitrust Act.” As a result, in Ciardi v. Hoffmann-La Roche, Ltd., 436 Mass. 53, 62-63 (2002),

the Supreme Judicial Court held that indirpatchasers could bring antitrust claims under § 9
because unlike § 11, 8 9 did not contain an “exkppoovision” that its gplication had to be

“guided by the provisions of the Antitruatt, and by association, lllinois Brick.”

Here, all Plaintiffs but one are orgartibms. Those Plaintiffs—the Health Fund
Plaintiffs—cannot bring a clairander 8§ 9 as they cannot shtvat they undertook the relevant
transactions “for purely personetasons (such as the purchasewfitem for personal use).”

Frullo, 61 Mass. App. Ct. at 821Plaintiffs point to_In re Pérmaceutical Industrial Average

Wholesale Price Litigation, 582 F.3d 156, 192 (1st 2009), where the Ft Circuit concluded

that indirect purchasers coutding claims under 8 11. The imédct purchasers there, however,
were not bringing antitrust claims, but misreprgagon claims, which &rnot guided by lllinois
Brick. Id. at 193. Because Ciarsliggests that 8 11 must be mpteted consistent with Illinois
Brick and claims under the two sections are mliyteeclusive, any claim under Mass. Gen. L. c.

93A by the Health Fund Plaintiffs must besmlissed. _See, e.g., United Food & Commercial

Workers Local 1776 & Participating Employersddth & Welfare Fund v. Teikoku Pharma USA,
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Inc., 74 F. Supp. 3d 1052, 1086 (N.D. Cal. 2014) (cahictputhat an employee health and welfare

plan plaintiff had no standing under Chapter 93A)e Auto. Parts Antitrust Litig., No. 12-md-

02311, 2013 WL 2456612, at *29 (E.D. Mich. June 6, 2013) (concluding tivadieect purchaser
business plaintiff had no standing under Chapter 93A).
3. Intrastate Conduct

Defendants argue that claims untlee laws of eleven statasd the District of Columbia
should be dismissed because Plaintiffs allélget Defendants’ actions affected interstate
commerce, while those claims require that thélehged conduct be purely or primarily intrastate
conduct!® D. 52 at 91-94. But Plaintiffs allegihat Defendants’ anticompetitive conduct
“occurred in part in trade and commerce withia #gtates set forth herein” and “had substantial
interstate and intrastate effects because retanélsn each state have been foreclosed from
offering cheaper generic versioraf’Asacol and Asacol HD. D. 26 § 214. This allegedly “directly
impacted and disrupted commerce for end-payatkin each state who have been forced to
continue to payupra-competitive prices.”_ld. With reasonable inferences drawn in Plaintiffs’
favor, these allegations sufficiently allegé&astate conduct. Solodyn, 2015 WL 5458570, at *16

(D. Mass. Sept. 16, 2015) (citing In re Digikalisic Antitrust Litig., 812 F. Supp. 2d 390, 407-08

(S.D.N.Y. 2011)).
4, Notice Requirements
Defendants argue that Plaintiffhould have filed a notice with the California Attorney

General under Cal. Bus. & Prof. Code 8§ 17209. D. 52 at 90-91 & n.45. That statute, however,

13 The eleven states are the following: Califasrfflorida, Hawaii, Massachusetts, Mississippi,
Nevada, New York, Oregon, Tennessee, WesdiKia and Wisconsin. D. 52 at 91-94.
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does not apply here because it applies to proegedin the Supreme Court of California, a state
court of appeal, or thappellate division of a superior codr Cal. Bus. & Prof. Code § 17209.
Defendants also argue thatalkiffs failed to comply with four other similar notice
provisions under Arizona, Hawaii, Nevada and Utatn D. 52 at 90-91 & n.45. Plaintiffs argue
that because these provisions are procedratiler than substantive, under Shady Grove

Orthopedic Associates, P.A. v. Allstate Insue@o., 559 U.S. 393 (2010), they are inapplicable

here. D. 58 at 24. In Shady Grove, 559 WAS402-03, a plurality coheded that a state law
which precludes a lawsuit tecover a penalty from proceediag a class action was preempted
by Fed. R. Civ. P. 23. Justice Stevens concurigdthe judgment because the state law at issue
was procedural; he separately verdhowever, that a state proceduaal would control if it were
“so intertwined with a state right or remedy thdtirictions to define the scope of the state-created
right.” 1d. at 423. Neither party has cited a case where a court dismissed a similar claim because
of the notice provisions under Arizona, Nevada &Jtah law. Courts are divided on whether
Hawaii’'s statute necessitates dismig4al.

Under First Circuit law, “[ijn getting at thpotential rub in the relationship between a
Federal Rule of Procedure and thegestaw, courts now ask if thedieral rule is ‘sufficiently broad

to control the issue before theurt.” Godin v. Schencks, 6293d 79, 86 (1st Cir. 2010) (quoting

14 Compare In re Aggrenox Antitrust Litigd4 F. Supp. 3d 224, 254 (D. Conn. 2015) (declining
to dismiss because the notice requirements weedural), motion to céfy interlocutory appeal

on other grounds granted, No. 3:14-26lt6 SRU, 2015 WL 4459607 (D. Conn. July 21, 2015),
and In re Aftermarket Filter&ntitrust Litig., No. 08-cv-48832009 WL 3754041, at *6 (N.D. Il
Nov. 5, 2009) (denying dismissal besau‘[p]laintiffs are correct @t nothing in the statutory
scheme suggests that defendanty oee the statute as a shiéddavoid answering for alleged
anti-competitive behavior”), with In re Choed¢ Confectionary Antitrst Litig., 749 F. Supp. 2d
224, 232 (M.D. Pa. 2010) (dismissing indirect pusgra’ claim for failing to comply with notice
requirements with leave to amend), and IRlessh Memory Antitrust Litig., 643 F. Supp. 2d 1133,
1158 (N.D. Cal. 2009) (same).
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Shady Grove, 130 S. Ct. at 1451) (Stevens, J., conglixri “If so, then the federal rule must be
given effect despite the existence of compestaje law so long as thiale complies with the
Rules Enabling Act.”_Id. “If a federal rule is not so broad as to control the issues raised,” state
law controls. _Id. Yet “a federal court might noredéss decline to apply state law if so declining
would better advance the dual aims of Eridiscouragement of forum-shopping and avoidance

of inequitable administration of the lawsd. (citing Hanna v. Plumer, 380 U.S. 460, 468 (1965)).

The Court concludes that Ru8 is not sufficiently broad to cover the issues within the
scope of these state statutoryio®tprovisions. First, “[tjo usthe language of Shady Grove,”
Rule 23 does not “attempt[] to answer the saunestion,” id. at 89 (qumg Shady Grove, 130 S.
Ct. at 1437) (internal quotation marks omitted), chaes it “address the sarsebject,” id. (quoting
Shady Grove, 130 S. Ct. at 1440 (internal quotatianks omitted), as the state laws. On their
face, the state laws address notice provisionambitrust-related lawsuits, while Rule 23 is a
general federal procedural rule @ther class actions may be maingain “In contrast to the state
statute in Shady Grove, [these stiws] do[] not seek to displatiee Federal Rules or have [Rule
23] cease to function.”_Id. at 88. Second, tolidedo apply these lawis federal court would
encourage forum shopping and the inequitable adtnation of laws._ld. at 92. Accordingly, the
Court concludes that these state laws applythe claims brought under Arizona, Hawaii, Nevada
and Utah law are dismissedthout prejudice.

5. Consumer Conduct

Defendants argue that both California claimsudtl be dismissed because Plaintiffs fail to
plead consumer-directed deception or r@@mnder the California Unfair Competition Law
(“UCL"). D. 52 at 95. Yet as Plaintiffs poimtut, they are asserting “well-recognized antitrust

claims,” and antitrust violation&can constitute ‘unfair competition’ under the UCL.” In re
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Processed Egg Products Antitrust Litig., 851SEpp. 2d 867, 894 (E.D. Pa. 2012) (collecting

cases); see In re Ditropan XL Antittuisitig., 529 F. Supp. 2d 1098, 1106 (N.D. Cal. 2007)

(concluding that the indirect purchaser plaintiffisl not need to allegesliance because their
allegations regarding anticompetitive and monopolistic conduct by pharmaceutical company
sufficiently stated a claim of unfair competitiod)he Court thus declines to dismiss the California
claims on this basis.

Defendants argue that the lack of conewtargeted and deception allegations dooms

Count | under New York and Missouri law. D. 528t see In re New Motor Vehicles Canadian

Exp. Antitrust Litig., 350 F. Supp. 2d 160, 197 (D. M604) (noting that “[a]n antitrust violation

may violate [New York’'s consumearotection statute], bugnly if it is deceptive”). Plaintiffs’
allegations, which assert that Defendants destraydidig market out of prett, sufficiently pass
muster under these laws.

The Hawaii Antitrust Act provides that “[n]o person other than a consumer, the attorney
general or the director of tldfice of consumer protection mdring an action based upon unfair
or deceptive acts or practices declared unlawfuhts/section.” Haw. Re Stat. § 480-2(d). The
Act defines “consumer” to be ‘faatural person who, primarily fersonal, family, or household
purposes, purchases, attempts to purchase,smligted to purchase goods services or who
commits money, property, or serggin a personal investmentfd. § 480-1. The Court thus
dismisses the Hawaii claims broudpytthe Health Fund Plaintiffs.

Similarly, the Vermont Consumer Protecti@ot allows “[a]Jny consumer who contracts
for good or services” to seek damages. Vt..&anh. tit. 9, 8§ 2461. A “consumer” is defined in
part as “any person who purchadeases, contracts for, or otherwise agrees to pay consideration

for goods or services notrfeesale in the ordinargourse of his or her tradr business but for his
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or her use or benefit or the use or benefit ofeanber of his or her household.” 1d. § 2451a(a).
The Health Fund Plaintiffs’ Menont claims are dismissed.
6. Tennessee Monopolization Claim
Defendants argue that Couriirought under the Tennesse@ade Practices Act (“TTPA”)
should be dismissed because the statute addresgeconcerted antitrust conduct, not unilateral
conduct. D. 52 at 97. At least two federal cohdse adopted Defendants’ argument. See In re

Flonase Antitrust Litig., 610 F. Supp. 2d 409, 4158.®. Pa. 2009) (dismissing the TTPA claims

in part after noting that the plaintiff agreed ttia statute did not covenilateral monopolization

claims);_In re Relafen Antitrust Litig., 221FD. 260, 284 (D. Mass. 2004) (concluding that the

TTPA does not include unilaterabnduct). Plaintiffs, howevepoint to_Sherwood v. Microsoft

Corp., No. M2000-01850-COA-REV, 2003 WL 21780975, at *30 €nhn. Ct. App. July 31,
2003), which allowed a claim of monopolizatiorgmforward under the TTPA without addressing

the issue. D. 58 at 20. Similarly, in Duke Browning-Ferris Indus. ofennessee, Inc., No.

W2005-00146-COA-R3-CV, 2006 WL 1491547, at *®(h. Ct. App. May 31, 2006), the Court

of Appeals of Tennessee affirmed a trial ¢sugrant of summary judgment on monopolization
and attempted monopolization claims brought untihee TTPA without raisig this issue.
Accordingly, the Court declines to dismiss thlaim because Tennessee state courts appear to

treat monopolization claimas viable under the TTPA.

15 Defendants criticize Plaintiffs for failing to citee correct statutes for their Utah and Oregon
claims. D. 52 at 99. BecauBtintiffs confess error and Defgants assumed for the purposes of
their motion that Plaintiffs had cited the ceot statutes, D. 52 at 99 nn.68-69, D. 58 at 23 n.32,
the Court declines to dismiss these claims ondhsss. Defendants also argue that claims brought
under Florida Deceptive and Unfair Trade Frag Act (“FDUTPA”) should be dismissed
because they do comport with the pleading requerémof Fed. R. Civ. P. 9. D. 52 at 83-84.
Courts, however, disagree whether such claims bmigtied with particularity._ See, e.g., In re
Auto. Parts Antitrust Litig., No. 12-md-02312014 WL 2999269, at *19 (E.CMich. July 3,
2014) (concluding Rule 9 was inapplicable to FIRATclaims based on price-fixing conspiratorial
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VI. Conclusion

For these reasons, the Court ruleglfmpending motions as follows:

e Zydus’s motion to dismiss Count II, @6, is ALLOWED, and Warner Chilcott’s
motion is ALLOWED IN PART and DENIED IN PART in that:

o

o

o

All Count Il claims are dismissed;

Monopolization claims (Count 1) undérizona, Nevada and Utah law are
dismissed without prejudice in case Pldistcan comply or specifically plead
how they complied with eaddtate’s notice requirements;

Claims under Missouri, Massachusettsl & ermont law asserted by the Health
Fund Plaintiffs are dismissed;

Claims under Hawaii law asserted by Health Fund Plaintiffs are dismissed,
but the Hawaii monopolization claim ¢dnt 1) brought by Mark Adorney is
dismissed without prejudice in casedaa comply or specifically plead how he
complied with the notice requirements; and

The motions to dismiss are DIEED in all other respects.

e As explained in footnote 2, the Court DENIB&intiffs’ motion to strike, D. 56; and

e Plaintiffs’ motions to seal their oppositionZydus’s motion to dismiss, D. 55, and for
leave to file a reply memorandum in suppof their motion to strike, D. 74, are
ALLOWED nunc pro tunc.

So Ordered.

&/ Denise J. Casper
Lhited States District Judge

conduct brought by end payors). The Court findselrAuto. Parts persuasive and declines to
dismiss the Florida claims on this basis.

32



