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RONNIE ABRAMS, UnitedStatedDistrict Judge:

This case concerns whether Defendants Takeda Pharmaceutical Company LeRkied, T
America Holdings, Inc., Takeda Pharmaceuticals U.S.A., Inc., and Takedaopmeeeit Center
Americas, Inc(collectively “Takeda”) are liable to the indirect purchasers of Taketlalsetes
medication called ACTOS (“EnBayor Plaintiffs” or “EPPs”), for unlawfullinflating that drug’s
prices in violation of state antitrukws. In September 2015, this Cogranted Defendants’
motion to dismiss.SeeOp. & Order re: Mot. to Dismiss (“2015 Op.”) at 51 (Dkt. 22jailable
at 2015 WL 5610752 Actos T). On appeal from that decision, the Second Circuit largely
affirmed the dismissakxcept withrespect to Taéda’s two monopolization claims, which were
remanded to proceed on a narrower the@geln re Actos EnePayor Antitrust Litig, 848 F.3d
89, 102 (2d Cir. 2017) Actos IT"). Following remandEPPsmoved for leave to amend, seeking
to add new allegationsoncerning causation, which the Court granted in part and denied in part.
EPPsthen filed the operativEourth Consolidated Amended ComplaiiComplaint”). Now

before the Court is Takeda’s motion to dismiss. For the following reasons, tloa isalmied
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BACKGROUND

Both this Court and the Second Circuit have recounted this case’s factual background and
explained the relevant regulatory scheme at len§teln re Actos 848 F.3d at 93-97; 2015 Op.
at 1-16. For the purposes of this Opinion, the Court assumes tiher'setamiliarity with the case
and will restate only those facts relevemtesolving Takeda’s motion.
l. Regulatory Background

The issues in this case largely revolve aroti@proper interpretation of a provision of
the HatchWaxman Act (the “Act”), whictcontrols how and when manufacturers of brand name
drugs, and their generic counterparts, can lawfully enter the makehally, inventors obtain
patents for their brandame drugs. Patents that protect a drug may include claims directed to: (1)
a single active ingredient of the drug, that is, a chemical compound, referred to ictthe A
supporting regulations as a “drug substance” claim; (2) multiple active iegtedif the drug, that
is, a chemical composition, referred to as a “drug product” claim; ax (8gthod of using the
drug, referred to as a “method-ade” claim.

Inventors must get FDA approval to lawfully sell their drugs. To do so, thsyfite New
Drug Applications (NDAs) with the FDA. When filing an NDA that seeks appravaharket a
particular brand drug, inventors are required to submit information conceetatgedpatents. The
scope of one of the Act’s provisions governing wkeamd what) information abowsuchpatens
must be submitted withn NDAIs at the heart of this case.

For each patent that is submitted as part of an NDA, the applicant must describerthe pat
as a drug substance, drug product, or method-of-use patent, dependingatarinef the claims

included in each patenBedn re Actos 848 F.3d a88-99.When an NDA is approved, the patent



description and other information submitted with the applicasdisted in conjunction with the
NDA number and the drug name, among other thimge FDA'’s secalled “Orange Book.”

If genericdrug manufacturers wish to sell a generic version of a bmante drug they
must first filewith the FDAan Abbreviated New Drug Application (ANDA)Any ANDA must
contain “an approprte certification” for each patent listed in connection with the NDA in the
Orange Book. If the generdrug manufacturentends to market a drug before a listed patent has
expired, then it mugell the FDAthat the generic wilkithernot infringe the brand’s patents, or
that the brand’s patents are invalid. Under the Aetrg aréwo primary ways by which generics
cando so.

First, generics can certithat the brand’s patents are “invalid or will not be infringed by”
their generic, which is referredo as a Paragraph IV certification.” See 21 U.S.C.

8§ 355())(2)(A)(vii)(IV). Because the Act provides that the filing dPa@aragraph I\tertification
constitutes an act of infringement, the brand may then sue the generic acgor@imgicentivize
geneic manufacturers to challenge invalid patents (and therefore run the risingfdoed by
patent holders), the first generic to fil®aragraph [\tertificationmay receive a 18@ay period
during which it has the exclusive right to market a generic version of the d8eg id.
8§ 355(j)(5)(B)(iv). This exclusivity period can be very lucrative for the gesevho successfully
challenge patents.

Second, if the generic is seeking to market only amewhodof usinga drug it can “carve
out” anypatented methods of useits proposed label for the drug and proceed with a lower risk
of a pateninfringement lawsuitby submitting a saalled Section viii statement. Id.

8 355(j)(2)(A)(viii) (“Section viii statement”). Successful applicatiommsttcarve outpatented

methods of use und&ection viiiallow generics to enter the market even during thede80



exclusivity period held by the first succesdfaragraph IMiler. Seeln re Actos848 F.3d at 95
If a patent submitted with an NDA includesthdrug substance or drug product claims, in addition
to method-ofuse claims, thgenericcaneither filean ANDA with Paragraph IV certifications as
to all claims, or they can filene witha secalled“split certification.” In a splicertification, the
genericsubmit aParagraph I\€ertification as to the drug substance and/or drug product claims,
andSection viiistatements as to tléaims covering the patenteaethods of use that it intends to
carve out from its label.
Il. Factual Background

Starting in the 1980s, Takeda obtained several patents related to its diabeigaas.
The first of those patents, U.S. Patent. No. 4,687,777 (the *777 Patelaimedthe compound
“pioglitazone,” the active ingredient in Takeda’s brarame drug ACOS. Takeda lateobtained
two other patents-U.S. Patent Nos. 5,965,584 (the “'584 patent”) and 6,329,404 (#t=
patent)—which claimed compositions of pioglitazone combined with other drugs and methods of
using those compositionsTo obtain FDA approval to sell ACTOS, Takeda filed a New Drug
Application (NDA) inJanuaryl999 in which it submitted information regarding the "7@atent
and described it as a drug substance patent. The FDA approved the NDA in Julnd ¢S&d
the '777 patent in the Orange Book. Later in 1999, and then in 2002, Takeda submitted information
with respect to thé584 and '404 patenisespectively,n connection with the ACTOS NDA,
describing those two patents (hereinafter “the Patents”) as both drugtppatkris and method-
of-use patentsafidimproperly so, in EPPs’ view). Those patents were also subsequently listed in
the Orange Book for the AGOS NDA. At the time,however, the Orange Book was only capable

of displayingonedescription per patent listed'hus, although th@atentsvere described to the



FDA as both drug product patents and methods&-patenighe Orange Book listings displayed
only that they were described as metloddise patents until starting in 2003.

At the start of 2003everal generi@sobegan applying to enter the ACTOS market upon
the expiration of the 777 patent, which would occur on January 17, 20he first four
companies-Mylan Pharmaceuticals, Inc. Alphapharm (together, “Mylan”),! Watson
Laboratories, Inc., now known as Actavis PLQAdtavis”), and Ranbaxy Laboratories, Inc.
(“Ranbaxy”}—who sought to compete with ACTOS filed their applications on the same day.
These generics, the-salled first filers, challenged the validigynd potential for infringemerutf
the Patents with respect to theiproposed ACTOS generics by submittilf@ragraph IV
certificationsas to the Patents’ drug product claims. They also subnd#etion viiistatements
with respect to the Patentsiethod-ofuse claimsseeking to market ACTOS for uses not covered
by thosepatents Over the following years, six other generics, the {alers, submitted similar
applications with split certificationsJustone manufacturerTeva Pharmaceutical Industries,
Ltd., and Teva Pharmaceuticals USA, Inc. (collectively “Tewvasybmitted an application
including onlySection viiistatements with respect to the Patents’ method cl@nawhich made
no certifications aso the Patents’ drug product claims). AccordindeRPs Teva did not file a
Paragraph I\tertificationas to the drug product clairbgcause it believed that the Patem¢se
not properly listed as drug product patefis the ACTOS NDA and that aParagaph IV
certification wagherefore unecessary.

In 2003, Takeda sued the generics who had filed applications Rathgraph IV
certifications challenging the validity ¢fie Ratents. Six years later, Takeda initiated a separate

infringement lawsuit agast Teva. Soon thereafténe FDA received a citizen petitidrom non

I Mylan subsequently acquired Alphapharm in 2007. Coff@8.



party Sandoanc., essentially askingt to deny Teva’sANDA on the ground thait lacked a
Paragraph I\certificationas to the drug product claim<ritically, as a result othat petition,
Takeda informed the FDA& January 201@hat thePatents had been properly described as both
drugproduct and methoedf-use patents fahe ACTOSNDA. As a matter of practice, the FDA
relies on such representationghout independent evaluatiorgee In re Actqs848 F.3d at 96

97. Based on Takeda’s representations, the FDA granted the citizen petifiterch 15,2010.

The FDA thus required thatthe ACTOSANDAS, including Teva’s, containan appropriate
Paragraph I\¢ertification for thePatents explaining why the generic did not infringe those patents’
drugproduct claim®r that those claims were inval@ee id(citing FDA Resp. to Sandoz Citizen
Pet, No. FDA-2009-P-0411-0010 (Mar. 15, 2010) (Weiner Decl., Ex. A (Dkt. 250-1)

Takeda ultimately settled its infringement lawsuits on terms that allowed thélifigpt
generics (and Teva, to a lesser extent) to begin selling generic versiof3 6Sn August 17,
2012. Thatvas over a year at the '777patentexpired and approximately four years before the
Patents expired. The other companies could begin selling g&t&Fi0OS 180 days later.

[1I. Procedural Background

On December 31, 201&PPs commenced this action against Takeda and seveegioge
manufacturers, no longer part of this case, for allegedly delaying geménjcinto the ACTOS
drug market, among other things. On September 22, 2015, the Court dismissed EPPs’ prior
complaint in its entirety with prejudic&ee Actos, 12015 WL 560752, at *29. EPPs then
appealed the dismissal of its two monopolization claims against Takeda.

A. Actosll

On appeal, EPPs argued that they had plausibly alleged that Takeda’s purpmoiteaiber

Orange Book listingsegarding the Patentsaused a delay of trgenerics’entry into the generic



ACTOS marketunder two theories. The first theavgs that Takeda’s allegedblse descriptions
of the Patents “forced the generics to flaragraph I\&ertifications, which triggered a 1&ay
exclusivity period for firsfilers and a corresponding 18y delay (the ‘bottleneck’) for all
subsequent filers.”In re Actos 848 F.3d at 98. The second theory was basgdomnTeva’s
delayed entry into the generic ACTOS markieénder this theory, the FDA’s ruling on Sand®z’
citizen petition, whichrequired Teva tdile Paragraph I\ktertificationsas to the Patents’ drug
product chims, forcedTeva to become subject to the 1@y bottleneck because it was not a first
filer.

The Second Circuit affirmed this Court’s rejection of EPPs’ first caurs#hieory albeit
on different groundslt heldthat, to succeed on this theory, ERRse required to plausibly allege
that the genericknewthat Takeda had listed thatentsas drug product patenfisr the ACTOS
NDA when thegenericsfiled their Paragraph I\tertifications as to those patents. Because the
EPPs’ Complaint lacked such allegations, EPPs could not plausibly allege kbdaBaOrange
Book listingscausedMlylan, Ranbaxy, and Actavis to filRRaragraph I\tertifications As such,
EPPscould alsonot plausibly allege that the description of fatentsas drug product patents
caused the 18@ay exclusivity period of Mylan, Ranbaxy, and Actavis, and the corresponding
bottleneck for all subsequent filers.

The Circuit vacated this Court’s decisionpart, however, as to EPPs’ second theory,
holding that EPPs had in fact plausibly alleged that Takeda had delayed Teva'mtentng
ACTOS market The Court held that, unlike the otlgenericdefendants, Teva filed iBaragraph
IV certification diretly in response to the FDA's ruling on the citizen petitiwhich itself was
directly in response to Takeda’s allegedly false representation concémimgruracy of its patent

descriptions:



As noted, the FDA first preliminarily approved Teva’s apgion, then entertained

a citizen petition seeking to force all applicants to nR&eagraph I\tertifications

as to the ‘584 and ‘40patents, and then publicly announced that certifications

would indeed be required. In so doing, the FDA expressly stad¢dertifications

would be required preciselyecauselakeda had described these patents as drug

product patents. In other words, the FDA made no attempt to evaluate whether the

descriptions were true, but simply accepted them at face-v#hues frustréing

Teva’s Section viii application. While Teva thereafter sought to challenge the

truthfulness of these descriptions in its litigation with Takeda (but settlecelibtor

issue was resolved), the damage had been done. A plaintiff could hardly ask for a

clearer causal connection
In re Actos 848 F.3cdat 100(emphasis in original)

In short under the second theory, Takeda’s allegedly false descriptamsnade to the
FDA in response to the Sandoz citizen petitaraused th&DA to cause Teva to filParagraph
IV certifications as to the drug product claims of Bagents This allegedly led Teva to setits
pendinglawsuit with Takeda by a accepting a license to market an authgérestic version of
ACTOS on the earlier of August 17, 2012 or the date angtagric version of ACTOS entered
the market. Thus, absent Takeda'’s representations to the FDA tRatehésvere correctly listed
as drug patents for tleRCTOSNDA, Teva would have stuck with i&ection viiistatements, and
would have remained eligidfor final FDA approval following the ruling on the citizen petition
As the theory goes, this would have eliminated the need for Takeda to provide Teadieahse
to market an authorized generandTevacould instead have entered the madesoa as the
"777 patent expired.

In remanding to this Court to consider the Teva theory, the Cinatiter indicatedthat
this Courtshouldconsider “in the first instancelakeda’s arguments that it had not previously
addressed, includingl) that Takedahad “correctly described the [Patents] as drug product patents
under 21 U.S.C. 355(b)2) that even if it incorrectly described the Patents, EPPs failed to

plausibly allege that Takeda did so fraudulently and in bad faith; and (3) that, in anytlegent



generics would still have been required to suliPaitagraph I\tertifications as to the Patents’
drug product claimsActos I} 848 F.3d at 101 & n. 11

B. EPPs’ PostActos |l Amendment

Following remand EPPs sought to amend their Complaint to expand tiva Treeory
endorsedy the Second Circuit by applying it to the other generics. Under gandgd theory,
Takeda’s allegedly false representations to the KDr&sponse to the Sandoz citizen petitioat
Takeda’s patent descriptions were accyraseisedthe FDA to permit Mylan, Ranbaxy, and
Actavis to maintain theiParagraph IVcertifications as to th€atents’drug productclaims
According to EPPs, had Takeda been herestd only described theafents as “methadf-use
patents”— Mylan, Ranbaxy, and Actavis (and all other generics with ANDAS then penaaud)l
havebeen abldo withdraw theirParagraph I\tertifications as to the drug product clajrasd
address only the methad-use claims, either with 8ection viii statement or #aragraph IV
certification. And the generics, EPPs pd&s rational profit maximizing entities,” would have
chosenSection viiistatements for the method of use clailbsavoidParagraph IMitigation and
the resilting 30month stay.As such there would haveeen no 18@ay exclusivity period and
the generics could have potentially come to market as early as the expiry/afaipatent.

In responseTakeda argued that the Second Circuit's mandate was eypliested to
Plaintiffs’ theory about Teva, such that permitting EPPs to extend the thebeydther generics
violated the mandate rule. The Court rejected that argument, holding that the Secarit Circ
mandate was broad enough to encompass amerglthahinclude more than one way in which
the FDA’s 2010 ruling harmed Plaintiffs. EPPs’ motion was thus gratdethe extent the
proposed amendments alleged that the FDA'’s ruling on the Sandoz citizen petition cielagd a

in the generics’ market agt Shortly thereafterEPPs filed theComplaint whichhas been



narrowed to assert just two monopolization claims (monopolization and attempted
monopolization) against Takeda undete law
LEGAL STANDARD

To survive a motion to dismiss undezd. R. Civ. P. 12(b)(6), a complaint must plead
“enough facts to state a claim to relief that is plausible on its fBedl.’Atl. Corp. v. Twombly
550 U.S. 544, 570 (200.7A claim has facial plausibility when the plaintiff pleads factual content
thatallows the court to draw the reasonable inference that the defendant iflidbémisconduct
alleged.”Ashcroft v. Igbal 556 U.S. 662, 678 (2009)Where a complaint pleads facts that are
‘merely consistent with’ a defendant’s liability, it ‘stopsosthof the line between possibility and
plausibility of entitlement to relief.”Id. (quotingTwombly,550 U.S. at 557 OnaRule 12(b)(6)
motion, the question is “not whether [the plaintiff] will ultimately prevail,” bwhether [her]
complaint [is] suficient to cross the federal court’s threshol8Kinner v. Switzeb62 U.S. 521,
52930 (2011)internal quotation marks omitted). In answering this question, the Court
must“accept[ ] all factual allegations as true, but ‘giv[e] no effect to legal osiais couched as
factual allegations.’ Stadnick861 F.3d at 3%quotingStarr v. Sony BMG Music Entn&92 F.3d
314, 321 (2d Cir. 201})

DISCUSSION

Pursuant to Section 2 of the Sherman Act, it is unlawful to “monopolize, or attempt to
monopolize . .. any part of the trade or commerce among the several States, or with foreign
nations.” 15 U.S.C. § 2. Plaintiffs asserting a monopolization claim must allege that

purported monopolizer: (1) possesses monopoly power in the relevant nfaykengaes in

2 Plaintiffs do not set forth the requirements for a monopolization clatlernthe numerous state laws cited
in the Complaint nor do they plead any stegpecific factual allegations. The Court assumes, as the partfaadio
as the Second Circuit did Actos 1) that those statutes accord with the federal standard for purposesrbtion.

10



anticompetitive conduct, that is, “conduct without a legitimate business purposeaitest sense
only beause it eliminates competition,” and (3) causes antitrust injury to the plaintiffeaslia r

In re Adderall XR Antitrust Litig.754 F.3d 128, 133 (2d Cir. 2014h re Tamoxifen Citrate
Antitrust Litig, 466 F.3d at 219 (quotirBrunswick Corp. v. Pueblo Bowl-O-Mat, 1n429 U.S.

477, 489 (1977))."In order to shovattemptednonopolizationthe plaintiff must prove: (1) that
thedefendanhas engaged in predatory or anticompetitive conduct with (2) a specific intent
to monopolizeand (3) a dangerous probability of achievingnopolypower” New York ex rel.
Schneiderman v. Actavis PLZ87 F.3d 638, 651 (2d Cir. 2015).

Takeda’s nmnopoly power in the ACTOS drug marketusdisputed.‘Given that[its]
monopoly power has been established, this case turns on wfikakeda]willfully sought to
maintain or attempted to maintain that monopoly in violatio® ®f' Id. at 651 More speifically,
the parties contestvhether EPPs have adequately alleged tHakeda engaged in any
anticompetitive conduct to begin with, and if so, whether that conduct caused an unlawful
extension of Takeda’'s monopoly pow&he Court believes it has
l. Anti -Competitive Conduct

EPPs allege that Takeda acted -aotnpetitively by falsely representing to the FDA on
January 22, 2010, in response to the Sandoz citizen petitianthePatentswere accurately
described in the Orange Book as dpugduct @tentfor theACTOSNDA. UnderEPPs’reading
of thelisting statute21 U.S.C 8 355(b)(1), thg assert that theatents shouldave been described
only as methoef-use patents. Takeda responds thatsRiBconstrue the listing statute. Under
its reading,Takeda argues that the statute required it to describe the Patents exactly-athiaidi

is, as both drug product patents and methiedse patents for the ACTOS NDAhus, Takeda

11



maintains thatts statements to the FDA that those descrigiwere accurate were not false or
improper because they were consistent with what the statute required.

The parties’ competing interpretations of 21 U.S§C355(b) raise an issue of first
impression: no court hagt considered whether the provision requires an NDA applicant for a
drug made up of a singkective compoundliike ACTOS, to describe patents containing claims
directedto compositions of thactivecompoundgin combination with other activampoundsas
“drug product” patentsin cases where plaintiffs have asserted antitrust claims based on
defendants’ allegedly improper Orange Book listings, courts have often rdffeane deciding
whether defendants’ interpretations of the listing statute were correct akeaohw, and have
instead focused on whether those interpretations were “reasoraééeOrganon Inc. v. Mylan
Pharms., Inc. 293 F. Supp. 2d 453, 460 (D.N.J. 2003) (finding that “given the statutory and
regulatory language at the time,” thegragee, who had submitted a patent “for listing in the Orange
Book . . . had a reasonable basis for the submission” and therefore the listimgtwagproper”)

In re Lantus Direct Purchaser Antitrust Litjg284 F. Supp. 3d 91 (D. Mass. 2018ismissing
antitrust claims based on allegedly improper Orange Book listings becauskefémeant’s
interpretation otherelevant FDA regulations was “not unreasonabl@ipeal filed No. 180286
(1st Cir. Nov. 2, 2018)n this casehoweverthe Second Circuirectedthis Court to‘consider
such issues in the first instariceaamely,whether Takeda correctly described the Patents as drug
product patents under 21 U.S&355(). The Court will, accordingly, firshscertairthe proper
interpretation othis piovision. Although both parties make strong arguments in support of their

respective readingsgither reading is entirely accurate

12



1. The Parties’ Competing Interpretationsof “Claims”

The pertinent provision of the listing statute, section 21 U.S.C. § 355(b)(1) prévides:

The [NDA] applicant shall file with the application the patent number and the

expiration date of any patent whiataims the drugfor which the applicant

submitted tle application or whiclkelaimsa method of using such dragdwith

respect to which a claim of patent infringement could reasonably be asgeated

person not licensed by the owner engaged in the manufacture, use, or sale of the

drug.

(emphasis added).As previously noted, “such patents consist of drug substance (active
ingredient) patents, drug product (formulation and composition) patents, and roétsmel
patents.” 21 C.F.R. § 314.53(b){1).

The parties’ dispute over how the Court should interpret § 355(b)(1) centers around the
meaning of the word “claims.” EPPs argue that Takeda could not truthésdtyide the Patents
as “drug product” patents covering ACT®fecificallybecause, they maintain, the drug product
claims of those Patents do not “cljitine drug for which the applicant submitted the application,”
§355(b)(1). Under EPPs’ reading, properly describe a patent as a “drug product” patent, at

least one of the patent’s drug product claims must contaidehécalset of elements as tiNDA

drug.Thus, according to EPPs, becauseNB drug here, ACTOS, is indisputably made up of

3 Unless otherwise noted, this opinion cites the ‘agalicable 2000 edition of Title 21 of the U.S. Code and
the 2003 edition of Title 21 of the Code of Fedé&agulations.

4Pursuant to 21 U.S.®.355(c)(2) when a patent issues after an NDA has already been approved, the patent
must also be listed in connection with the NDA drug if the identical reqaimtsting 355(b)(1) are presentSee
§ 355(c)(2) (prouding that an NDA applicant shall file with the applicatitthe patent number and the expiration
date of any patent whiatlaimsthe drugfor which the applicant submitted the application or wihiigimsa method
of using such drugndwith respect tavhich a claim of patent infringement could reasonably be assiériegerson
not licensed by the owner engaged in the manufacture, use, or sale of the einpiiagis added). EPPs state that
the ACTOS NDA was approved on January 15, 1999. Cdn§d. The '584 patent issued on October 12, 1999, and
the '404 patent issued on December 11, 2001. As the Patents issued #&TF@® NDA was approved, it appears
that they were actually listed by Takeda pursuar@ 385(c)(2}—not § 355(b)(1). In any event, as the substantive
requirements with respect to listing are identical in these provisiodsha parties citg§ 355(b)(1) as the relevant
provision, the Court does so as well.

5 The FDA regulations further define a drug product as “a finished dosaged.g, tablet, capsule, or
solution, that contains a drug substance, generally, but not necessamdgsociation with one or more other
ingredients.” 21 C.F.R§ 314.3.

13



the compound pioglitazorealone—while the drug product claims of the Patents are directed to
a composition comprised of pioglitazerén combination withother compounds+hkose drug
product claims do not “claim” ACTOS.

Takeda, by contrast, reads the word “claims8 B855(b)(1) more broadly, in light of the
neighboring phrase “with respect to which a claim for infringement cealsbnably be asserted.”
Under its reading, in order for a patent to be properly described as a “drugtpriodan NDA
drug one of the patent’s drug product claims nhestlirected to at least a component of the drug,
such that the unauthorized sale of the NDA drug would infringecldien (either directly or
indirectly). That isaccording to Takeda, the statute’s reference to a patestahmasa drug Wwith
respect to which a claim for infringement could reasonably be as$ertmmhtextualizes thevo
preceding phrase“claims a method of using such drug” @othims the drug.” Since the label
for ACTOS encourages its use in conjunction with the other compounds claimed aktpart
Patents’ drugproduct claims (i.e., metformin and insulin secretmmancersseeDkt. 1023 at
13), Takeda argues that an unauthorized seller of ACTOS would induce infringement of the
patents’ drug product claims. According to Takeda, then, because the drug praicwstratiude
a least acomponent of ACTOSandbecausenfringement of these claimsould reasonably be
asserted against the unauthorized sale of ACTOS, those drug pradow @tlaim” ACTOS
within the context of 855(b)(1).

There is aother reading, however, that neithg@arty has urged. This readingas
articulated by the Federal Circuit Apotex, Inc. v. Thompspa case which neither party cites.
347 F.3d 1335, 1343 (Fed Cir. 2003). Under this readingijrgtause of the term “claims” in
§ 355(b)(1)—that the listed patent “claims the drugfequires, as EPPs argue, that at least one of

the patent’s claim&eads on"the NDA drug that is includes the same set of elemenBut the
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second use of the term “claimsthat the listedpatentclaimsa method of using such drug”
requires as Takeda arguesnly that the patent include a method claim “with respect to which a
claim of patent infringement could reasonably be asserted if a person not licgribedolvner
engaged in the manufacture, use, or sale of the drug.” Put another way, under theshng)
the phrase “with respect to which a claimpaitentinfringement could reasonably be asserted”
modifies only the directly preceding phrase “claims a method of using sugli dnd not the
earlier phrase “claims a drugAs explained in further detail below, it is this reading thatCourt
has concluded must govern.

2. The Plain Meaning of “Claims”

Interpreting the listing statute begins with tiéxt. See United States v. Lucje347F.3d
45, 51 (2d Cir. 2003)Themeaning of the term “claims” is, unfortunately, not defined in the Hatch
Waxman Act (“the Act”). In the absence of such a definition, EPPs are ctraeentexamination
of the plain meaning of the term “claims” is the appropriate starting pSi@é& United States v.
Balde 927 F.3d 71, 75 (2d Cir. 2019).

The plain meaning of “claims” in patent law is helpfully illuminated by the FederaliCir
in HoeschsRoussel Pharaceuticals Inc. v. Lehmanupon which EPPs principaglirely. 1®
F.3d 756 (Fed. Cir. 1997)Kibeschs). As explained irHoeschstthe plain meaningf “claims”
represents the portion of a patent that delineates the patent owner’s pligh&sty the invention:
“[a] claim in a patent provides the metsd bounds of the right which the patent confers on the
patentee to exclude others from making, using, or selling the protected invetdioat”758.
(quotingCorning Glass Works v. Sumitomo Elec. U.$A, 868 F.2d 1251, 125%8 (Fed. Cir.
1989)). The court went on to consider the relationship between the concepts of what a patent

claims, andvhatinfringes a patent. While “the claims define the patent owner’s propertg,fight
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“infringement is the act of trespassiagon those rights . . . and, agesult, the plain meaning of
‘claims’ is not the same as the plain meaning of infringemeétdadscht 109 F.3d at 759.

In light of the Federal Circuit's explicit distinction between the plain meaninglaifis”
and “infringement,” EPPs logically argtieat: (1) the term “claims” ir§ 355(b)(1) must have a
meaningdistinct from the term infringement; and (2) because Takeda defines a patent that
“claims a drug” with respect to that which woutdasonablyinfringe the claim, Takeda’s
interpretation of “claims” is synonymous with “infringeme#rttontrary to the plain meaning of
“claims” as expounded iHoeschstSimply put, EPPmaintainthat, in§ 355(b), the plain meaning
of “claims” governs—both as to whether a patent “claims the drug” at issue or “claims a method
of using such drug.”

3. The Infringement Meaning of “Claims”

In Hoeschsthoweverthe Federal Circuihotedthat Congress may, at times, depart from
using the word “claims” in accordance with its plain meaning and insteath@svord “claims”
in accordance with infringement. As Judge Newrahlightedin herconcurrencethe words

“claim” and “infringe” “are indeed different” but “the distinctions are reletvin appropriate
contexts’ Id. at 764 (Newman, J., cawurring) Indeed “[u]ltimately, context determines
meaning.” See Johnson v. United Stgt8S9 U.S. 133, 139 (2010).

A comparison of thestatute at issue iRloeschstand in this casés instructive onhow
“claims” may be defined with respect &éitherits plain meaningor with respecto what may
infringe the claim at issueHoeschsttoncerned the meaning of the word “claims” in the patent

restoration statute, 35 U.S.&156. That statute provides that “[t]he term of a patdnch claims

a product . . . shall be extended . . . from the original expirationofldtee patent” in cedin
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circumstances, such as when “the product has been subject to a regulatory review foea o be
commercial marketing or use35 U.S.C. § 156 (emphasis added).

At issuein Hoeschstvas whether the life of a patent directed to the chemical compound
1-hydroxy-tacrine, could be extended under 35 U.S.C. § 156, based on the regulatory review period
for the drug, tacrine hydrochloride. The paterdsserted that the patent claimindpyidroxy-
tacrine necessarily claimed tacrine hydrochloride, bedhadermer is metabolized into the latter
when ingestedSee Hoeschsi09 F.3d at 759 (recognizing that infringement may occur when the
administered product is convertgdvivo into the claimed product). In other words, similar to
Takeda here, the patestthere argued that the patent “which claims a product” in 35 U.S.C.
§156(a), was “any patent that has claims that are infringed by the making, usedinorof an
FDA-approved product.”Id. But the Federal Circuit rejected that view, concluding that the
patentee had not made a “sufficiently strong showing to warrant a deviationtiie plain
meaning” of “claims.” Id. at 760.“[H] ad Congress intended the usage urged by [the patentee],”
the Court reasoned, “it could have drafted section 156(a)dkenthat intention more clear,” by
stating: “[t]he term of a patent which claims a product, a method of using a prodachethod
of manufacturing a produwthich claim is infringed by an FDApproved product, use of an FBA
approved product, or manufacture of an Fapproved product shall be extended.”Id. at 761
(emphasis in original)Such a statute would clearly indicate that the patenheed only claim a
product or method of using that product, so long as that claim is infringed by fepfidoved
product or its use.’ld. at 760-61.

By comparison, the listing statute, 21 U.S.C. 8§ 355(b)(1), is, to some ertewpt]ike the
hypothetical statute contemplated Hoeschst-in which Congress would have intended the

meaning of “claims” to be defined with respect to infringemeiian the patent restoration
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statute. Section 355(b)(1) describes a patent which “claims the drug for whicpphcant
submitted the applicatioor which claims a method of using such darglwith respect to which
a claim of patent infringement could reasonably be assértethphasis addedgtvidently, unlike
the patent restoration statute, 35 U.S@56(a), the listing statute explicitly refaosthe concept
of what a patent “claims” in the contextinfringement. Pursuant to the reasoninddoeschst
then,Takeda argues that Congress’ deliberate choice to usethéclaims” in conjunctiorwith
the word“infringement,” in the listing state, demonstrates its intent to define therd “claims”
with reference to what infringessclaim, rather tharits plain meaning. Simply put, Takedages
that, in§ 355(bj1), the infringement definition of “claims” goverashoth as to whether a patent
“claims the drug” at issue or “claims a method of using such drug.”

4. Apotex Suggeststhat the Infringement Clause Refers Only to Methodof-Use
Claims

The parties do not address th@ssibility that theplain meaningf “claims” appliesin the
phrase “claims the drugyhile the infringementneaningappliesin the phrase “method of using
such drug.’But Apotex Inc. v. Thompsononetheless suggeshat this is the proper construction
of “claims’ in the listing statute347 F.3d 1335 (Fed. Cir. 2003)There, theFederal Circuit
interpretedthe identical languagein 8§ 355(c)(2)which, as noted, appears to be the provision
pursuant to which Takeda originally submitted the Patents’ descriptions to theaRBvhich in
any events indistingushable from 8§ 355(b)(1#s relevant here

In Apotex the genericsought an injunction requiring that the FDA g certain patents
from the Orange Book for nagtisfyingthe requirements d 355(c)(2).In disputewas whether
the interpretation of this provision was an issue of patent law under 28 U.S.C. § 1338, over which
the Federal Circuit has exclusive jurisdiction to hear appeals from distuids.do deciding this

issue the court elaborated on what the language of 8 }@jfequires. The court stated:

18



Under [35%c)(2)], a patent must be listed if it contains a product claim that reads

on the drug that is the subject of the NDA or, with respect to a method of use claim,

if it is reasonable to conclude that a person who makes, uses, or sells the drug would

infringe the claim
Apotex, Inc.347 F.3d at 1344. The court again stated that to demonstrate the NDA holder’s listing
was inaccurate:

Apotex would have to establish that one or more of the patentubmitted for

listing in the Orange Book claims neither the drug that is the cubje[the

relevant]NDA nor a method of using that drug with respect to which a claim of

patent infringement could reasonably be asserted against a party who redde, us

or sold the drug.
Id. Thesepassagegindicate that, in the Federal Circuit’s viethie phrase “with respect to which
a claim of patent infringement could reasonably be asserted” modifies the temms"@ai used
only in the immediately preceding phrase “claims a method of using such dilith"respect to
the earlier phrase referring twvhen a patent “claims the drug,” such a patent will do so when it
“reads on the drug that is the subject of the NBAhat is,every element in one of the patent’s
claims is present in the NDA drugeeAllen Eng’g Corp. v. Bartell Indus., Ing299 F.3d1336,
1345 (Fed. Cir. 2002noting that a claim limitation “reads orgt in other words is found jrthe
accused device” in describing literafringement)(emphasis addepgile Graffenried v. dited
States 20 CI. Ct. 458, 476 (Fed. Cl. 1990) (explaining that a claim “reads on” an accused product
when it “contains each and every element and limitation called for in the’tlaim

The above passages fr&potexare dicta. The Federal Circaisodid not urther explain
why it appeared taeat the reference to infringement81855(c)(2) as distinctly applyinigp the
phrase “methods of claiming such drugut consideringthis interpretationn the context of the

parties’ respectiveeadingsof § 355(bJ1), as analyzed further belowpompels the conclusion that

it is correct
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5. EPPs’Reading of “Claims” Cannot Apply to Method-of-Use Claims

EPPsapply aplainmeaningeading of “claims’as to both uses of the term§ 355(bj1).
But doing so is inconsistent with EPPs’ own position that the Patents are properlpatess
method of use patentfor the reasongxplainedin this section As such, the plaimeaning of
“claims” cannot applyn the phrase “which claims a methodusfing such drugn § 355(b)(1).

If the term “claims” in8 355(bj1) is interpreted in accordance with its plain meaning,
EPPs are correct that, to claim ACTOS, a drug product claim must be direptedlimzone by
itsel—not pioglitazone in combination with other compounds. The Supreme Court established
that proposition irAro Manufacturing Co. v. Convertible Top Replacement Céro”), stating
that a “combination patent covers only the totality of the elements in the claim &ind thement,
sepaately viewed, is within the grant.” 365 U.S. 336, 344 (19€&kucially, however, this
principle also applies with equal force to method claims. That is arguably appanmeAtro itself
which does not distinguish between prodokdims and method clais In any event,it is
indisputably apparent from the Supreme Court’s more recent decidionetightNetworks, Inc.
v. AkamaiTechnologies Inc, which specifically addressed method claims. 572 U.S. 915 (2014).
There, in explaining what “[ahethodpaent claims,” theCourt relied upon the very quote above
from Aro, reiterating that a “patentee’s rights extend only to the claimed combinatitencdras
and no further.”Id. at 921.Thus pursuant to the plain meaning of “claims,” a combination drug
product claim does not “claim” the individual elements of the dregymt—and a combination
method-ofuse claim does not “claim” the individual methods of the combina8en.id(citing
Aro, 365 U.S. at 344)

Under EPPs’ plain meaning interpretation of “clainisfdllows thatthe Patents’ methed

of-use claimslo notclaim methods of using ACTQ®ather they claim methods of using ACTOS

20



in combinationwith metformin or an insulin secretion enhancer. This, in turn, necessitates the
conclusion that it would be improper or false for the Patents to be listed as reftusdpatents

for the ACTOSNDA. But EPPs unequivocally do not take that posit@nthe contrary, they
contend that the Paterage correctly listed as method of use patents that “claim” methods of using
ACTOS—even though not one of the Patents’ methadhts are directed to a method of using
ACTOS by itself. EPPsprovide no explanatiorior this discrepancyand the Court does not
independently discern onghe plain meaning of claims, therefore, cannot apply bothregibect

to drug product claims and methodtafe claims.

6. Takeda’s Readingof “Claims” Cannot A pply to Drug Product Claims

While Takeda’s infringement interpretation of claims makes sense with téspeethod
of-use claimsapplying it to the drug product claims does R#quiring the Btensto be described
as drug producPatens, when aclaim for induced infringement of thgroduct claims could
reasonably be assertadainst the unauthorized sale of ACTOS, is contratlyetanguage in the
Federal Circuit’'sApotexdecision,well-estdlished cannons of statutory interpretatiandFDA
regulations.

First, defining the phrase “claims the drug8iB55(b)(1) with respect to that which would
directly or indirectly infringe the corresponding patent claim is contraryetd-dderal Circuis
reading of the relevant language Apotex.As previously explained, in that case, the court
interpretedhe identical language #355(c)(2)to mean that “gatent must be listed if it contains
a product claim that reads on the drug that is the subjehe NDAor, with respect to a method
of use claim, if it is reasonable to conclude that a person who makes, uses,tbes#ilig would
infringe the claini. 347 F.3d at 1344 (emphasis added). This statement reflects that, in the Federal

Circuit’'s view, patents with drug product claims are treated differently than patehtsneihod
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of-use claims in the context of the listing requirements. The former must be listedehdrug
product claims read on the drug; the latter must be listed when thedwé-use claims could
reasonably be infringed by the unauthorized manufacture, sale, or usedaigheApplying the
infringement meaning of “claims” to both uses of the worg 355(b)(1), as Takedarges is thus
contraryto the Apotexcourt’s reathg of it.

Second Takeda’sinterpretatiorruns counter to the canon against surplusage. Under this
canon,“courts must give effect to all of a statiggrovisions ‘so that no part will be inoperative
or superfluous, void ansignificant.” United States v. Harrjs8338 F.3d 98, 106 (2d Cir. 2016)
(quotingCorley v. United State$56 U.S. 303, 314 (2009}ere, however, by defining the phrase
“claims the drug” with respect to that which would reasonably infringe the relpagent claim,
Takeda’s reading renders the phrase “claims the drug” redundant. If Congrestedntbe
infringement meaning of “claims” to appbothto drug product and methaaf-use claims, then
§355(b)(1) could simply state that a patent must be listed if it contains a claim it ah
reasonable claim of patent infringement could be asserted against the unautharnétiuare,
sale, or use of the NDA drug. Instead, the provision distinguishes between a patetdithata
drug” on the one hand, and a patent that claims a “method of using such drug” on the other. This
supports the view that the reference to infringement applies only to meftusé claims, as
opposed to drug substance or product clatotherwise, the distinction between the tiypes of
patents is superfluous.

Third, Takeda’s readingrguablyruns counter to the last antecedent rule. Under that rule,
“a limiting clause or phrase . . . should ordinarily be read as modifying only the noun or phrase
that it immediately follows.”Lockhart v. United States136 S. Ct. 958, 96363 (2016)

(“[Q]ualifying words or phrases modify the words or phrases immediatedggirey them and not
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words or phrases more remote, unless the extension is necessary from theocdh&ezpirit of
the ertire writing[.]” (quoting Black’s Law Dictionary 1532533 (10th ed. 201%) Applying this
principle to8 355(b)(1), the phrase “and with respect to which a claim of patent infringement could
reasonably be asserted best interpreted as modifying onlyet immediately preceding phrase
“claims a method of using such druaghotthe further precedinghrase “claims a drug.” Although
the last antecedent rule is typically applied when a modifier appears at the enlisipfsae
Lockhard 136 S. Ct. at 963, itgpplication here is nonetheless consistent witlréaeral Circuis
reading inApotex See Apotex347 F.3d at 134&estating the language of the listing statute to
apply the phrase concerning infringement with respect to method-of-use caliy).

At oral argument, Takeda asserted that its interpretation still gives indepamsharing to
the phrase “claims the drugseeOct. 23, 2018 Hr'g Tr. &5:11-56:8 (Dkt. 270).As an example,
it said to consider a patent claim directed to a drpgtkaging, a drug’s metabolite, adrug’s
manufacturing proces#ccording to Takeda, those claims could reasonably be asserted against
the unauthorized use of the drug, but they db“olaim the drug” because thelp nothave
“anything to do with the drug itselfltl. at 55:24-56:2.Takeda’s theoryhus appears to be that the
phrase “claims the drug” is intended to ensure that the patent claim is one tleit lbast
something “to d with the drug.” But this distinction is arbitra§ontrary to Takeda’s contention,
a metabolite patent, for instanceuld easily be understood as having something “to do with the
drug’ since, by definition, the drug literally becomes the metabollterwingested by the user.
See Hoechsfl09 F.3d at 75%A process patent can also be easily understood as something hav
“to do with the drug” because its claims are directed to a process that produdesititselfThe
Court is thus persuaded tregiplying the infringement meaningf claims to both drug product

claims and methodf-use claimgenderghe provision’s distinction between the tagperfluous.
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Additionally, the fact that the regulations prohibit the listing of patents directed to
packagng or metabolitefurthersupports the conclusidhat the infringement meaning of claims
does not extend to the phrase “claims the drug.” As Takeda acknowledges, a dateddo a
drug’spackaging, manufacturing processa metabolite could reasonably be asserted against the
unauthorizedsaleof the drug undedirect or indirect infringement theorieBut at least in the
FDA'’s view, such patents are not to be listed in the Orange Bdokler21 C.F.R8 314.53(b)(1),
“[p]rocesspatents, patents claiming pacjng, patents claiming metabolites, and patents claiming
intermediates are not covefdaly the listing requirements and “information on these patents must
not be submitted to [the] FDAThat determination is consistent witie notion that those patents
do not “claim” the NDA drug at issue; otherwise they wouldbegtrohibited from beingdjsted.

Lastly, while the two othercircuit court cases that have touched on the issgeably
support Takeda’s reading, theye ultimately unpersuasive In the first, aaPharma Inc. v.
Thompsonthe Fourth Circuit stated in a footnote that while it would “not explain the statutory
criteria [of 21 U.S.C. 8§ 355(b)(1)] in any detail . . . the general idea is that a dater# a drug
under 21 U.S.C. § 355(b)(1) if the patent might be infringed by a generic version ol tige’

296 F.3d 227, 231 n.1 (4th Cir. 200)though that statement does not limit the concept of
infringement to method claims onlits significance is underminedyhkthe fact that(1) it is
explicitly intended toprovide only a “general idea” rather than a prectkgterminationof the
meaning of claims; and (&)sofar asnfringementis relevant to method claims in the context of
§ 355(b), the statute’s text makdsar that the question vBhetherunauthorized sale of ti¢DA
drug—not a proposed genertibereof—would infringe the claim, contrary to what the statement
suggests.See§ 355(b)(1);Apotex 347 F.3d at 1344n the secondTevaPharmaceuticals, USA,

Inc. v. Leavittthe D.C. Circuit noted that 21 U.S.C. 8§ 355(b) “requires NDA holders to ascertain
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if, under substantive patent law, any patents claim the drug for which the NDA bolieitted
an application and then provide FDA with patent informatiorafgr drugwhichfalls within the
scope of a patent’s protectign548 F.3d 103, 106 (D.C. Cir. 200@mphasis added)lhe Court
agrees with Takeda that the phrase “within the scope of a patent’s protectiost’ istherstood
“as a reference to the range of reasonable claims of infringemBef's Mem. at11-12. But
similar to theaaiPharmacase the D.C. Circuit’'s use of that phrase in interpreti§55(b)
occurred informally in one passing sentenite focus of that court was oiine meaning of a
different provision under the Hatch Waxman Awtf 8 355(h)1). Accordingly, Takeda’s reliance
on these cases not persuasive.

7. The Two Uses of “Claims” in § 355(b)(1) Have Discrete Meanings

In summary, several fag®point to the conclusion th#tte plain meaning of “claims” in
§ 355(b)(1)appliesin the phrase “claims the drug,” but the infringement meaning of “claims”
appliesin thephrase “claims a method of using such druBifst, only that reading is consistent
with the Federal Circuit’s articulation of th@eviouslanguage used in the related provision,
§355(c)(2).See Apotex347 F.3d at 1344. Second, although there igsupnption that the plain
meaning of “claims” appliessee Hoeschstl09 F.3d at 759if the plain meaning of “claims”
appliedin both phrases, as EPPs suggest, then it woeidhproperto describe the Patents as
method-ofuse patents, even though the propriety of those descriptionslisputed. Third, the
phrase “claims a method of using such drug” is immediately followed by the phriflsecspect
to which a claim of patent infringement could reasonably be asserted[.]” Tdng)lstsupports
the viewthat Congress intended the word “claims” to be defined by infringeimecdusé placel
the two concepts directly next to one another, similar to the hypothetical stat@mplatéed in

Hoeschst The infringement meaning of “claims” must, therefore,lapp the phrase “claims a
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method of using such drug.” But contrary to Takeda’s suggestion, the “infringementhgeéni
claims cannot also appiy the earlier phrase “claims a drug.” If it did, it would renderdinguage
distinguishing thewo types of patents superfluous. Furthermorgatld be inconsistent with
FDA regulations prohibiting the listing of processing, manufacturing, and me&apatintsin
the Court’s view, the reading suggested\potexis thus the mossensible reading to apply here
Pursuant to 855(b)(1), an NDA applicant is required to describe a patent as a drug product patent
if it claimsthe NDA drug, that isit literally reads on the drug pursuant to the plain meaning of
“claims.” And the apptantis required to describe a patent as a metifagse patent if it claims
a method in the sense tlaateasonablelaim of patent infringement could be asserted, with respect
to that claim, against the unauthorized manufacture, sale, or use of tHerdnigch the NDA
was submitted.

Because it is not disputed that tRatentsdrug product claims do not literally read on
ACTOS, EPPs have plausibly alleged that Takeda’s 2010 statements to the FDiAageurate.
Il. EPPs Need Not Allege Bad Faith

Takeda nextargues that even if the Court were to disagree with its interpretation of
§ 355(b)(1),it must still find that EPPs have plausibly alleged that Takeda’s interpretagi®sn w
made in bad faith, in order for EPPs to adequately pleaecamipetitiveconduct.The Court
disagrees

A. Bad Faith is Not an Element of @rima Facie Case for MonopolizationPursuant
to the Rule of Reason

As previously noted, to prevail on a monopolization claim pursuagftof the Sherman
Act, a plaintiff must establisfthe possession of monopoly power in the relevant market,” and
“the willful acquisition or maintenance of that power as distinguished from growévetopment

as a consequence of a superior product, business acumen, or historical actidenAtderall
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XR Antitrust Litig, 754 F.3cat 133. In evaluating such claims, the Second Circuit appliesothe
called “rule of reason” framewkliin the manner set forth by the D.C. CircuitUnited States v.
Microsoft Corp, 253 F.3d 34, 5&0 (D.C. Cir. 2001) SeeSchneiderman787 F.3d at652.
Pursuant to the rule of reason, the plaintiff must first establish “that a monspotisduct is
anticompetitive or exclusionaryld. The burden then shifts to “the monopolist [who] may proffer
‘nonpretextual’ procompetitive justifications for its condudtl” If a defendant meets its burden,
the burden shifts back to the plaintiff who may then eithebut those justifications or
demonstrate that thenticompetitive harm outweighise procompetitive benefitld.

Nothingin therule of reasorsuggests that a plaintiff must plead defendant’s bad faith to
meet its initial burden of establishing aotimpetitive conduct. Indeed, in other contexts,
plaintiffs have adequately alleged aotimpetitive conduct without pleading such bad fafee,

e.g, id. at 652654 (finding that defendants’ introduction of one drug product into the market
while simultaneously withdrawing another product constituted -cmipetitive conduct
warranting a preliminary injunctiobecause it effectively coerced purchasers into purchésing
newer product)Savory Pie Guy, LLC v. Comtec Indus., L Mb. 14CV-7527 (VB), 2016 WL
7471340, at *10 (S.D.N.Y. Dec. 28, 2016) (finding, on motion for summary judgment, that
plaintiff raised triable issues of fact as to whether defendant’'s alleged rédusigal with
customers that purchased certain equipment fdmfendant’scompetitors constituted anti
competitive conduct).

It is true, as Takeda argues, that ERB®e not identified any case irhigh a courtheld
thatbad faith wasot an elemenof a monopolization claim predicated on a wrongful Orange
Book listing. But in a related context, at least oneurt h& denieda motion to dismiss

monopolization claims, without making any assessment as to whether the defdradhatgood
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faith basis ér their conduct. Irin re Neurontin Antitrustitigation, the plaintiffs successfully
stated monopolization claims against the defendant based on allegations of an “ovenad t
monopolize.” MDL No. 1479, 2009 WL 2751029, at #1146 (D.N.J. Aug. 282009). The alleged
conduct comprising the scheme included the defendant’s decisitissgatents in the Orange
Book improperly, tonanipulatehe prosecution of one of those patents,iatidte sham lawsuits,
among other thingsBut the court madeao determination as to whether the defendant had a good
faith basidor the allegety improper Orange Book listingoncluding that the condyetsa whole,
adequatelyalleged claims for monopolization and attempted monopolization. Although the
conduct at issue iBPPs’case is focused exclusively dakeda’sOrange Book listings, nothing
in In re Neurontinsuggests that thidistinctionwould require a plaintiff to plead that the conduct
was made in bad faith.

In short, then, there is no reason to presume tinaler the rule of reason, a defendant’s
purported good faith belief that its conduct was necessary is part of a pkprtifia faciecase.

B. Takeda Fails toEstablish that EPPs Must Plead Bad Faithn this Case

Takeda’s efforts to persuade the Court otherwise are not persuasive. As noted, Takeda
contends that a plaintiff cannatlege that a defendant’s conduct was anticompetitiven the
conduct ipremisedon a good faith effort to complyith a mandatorgtatute In support of this
theory, it relies upon two owdf-circuit casesPhonetele, Inc. v. AenicanTelephoneX Telegraph
Co,, 664 F.2d 716, 737 (9th Cir. 198yodified Nos. 77-3877, 72936, 1982WL 11277 (9th
Cir. Mar. 15, 1982), an&outhernPac. Commc’ns Co. v. Am. €phone& Telegraph Cao, 740
F.2d 980, 1009 (D.C. Cir. 1988ut neither cassuggests, afakedaargues, that alaintiff is
required tgorove as part of itprima faciecasealleging monopolizatiorthat a defendantfilure

to comply with a complicated regulatory scheme was made in bad R#ther, these decisions
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are clear thato the extent a defendant accused of anticompetitive conduct asserts that tisé condu
was based on a good faith interpretation of binding regulations, thatefeasdo an antitrust
claim.

The claimsin Phoneteleand Southern Pacificwhich, like here included monopolization
claims arose in part from tariffs filed with tHeederal Communications Commissigime “FCC”")
by the defendants whwere telecommunication carrier$he tariffs at issue irPhonetele
“prohibited the direct electrical connection of custopeavided equipment to the telephone
without the use of a plaié&ke connecting device . . . supplied by the telephone compatg4’
F.2d at 720. They welienposed in response to an FCC decision finding that tariffs concerning
such connection devices should not bla@ devicesaltogether but “should be designed only to
prohibit deviceglangerous to the systénid. at 726. In rejectingthedefendant’s assiéon that it
was entitled to antitrust immunity with respect to the tariff at issue, thetwaldrt[i]f a defendant
can establish that, at the time the various anticompetitive acts alleged herakegerdtthad a
reasonable basis to conclude thataitsions were necessitated by concrete factual imperatives
recognized as legitimate by the regulatory authGritfor example, that the defendant “reasonably
concludéd] . . . that uncontrolled . . . interconnection would endanger their own equiprent”
“thenits actions did not violate the antitrust lawkl” at 73738.The court further reasoned that
“[t] he logic of complying with a regulatory mandate is relevant as an antiéfestsdout the same
logic has internal limits which do not justify any andaats ostensibly taken in response to the”
relevant statute or regulationgd. at 743. And inSouthern Pacificwhich relied orPhoneele,
the court observed that “this regulatory justification defense is only apgiddtiie defendant’s]
asserted ‘phlic interest’ basis for its interconnection decision [was] reasonable afibeif

defendant] actually made its decision at the time in good faith on that basisthatn solely on
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the basis of competitive considerations.” 740 F.2d at 1@08view of these casesuggest that
ahighly regulated defendanéan seek to avoidntitrust liability by asserting a defense that it acted
in good faithto comply witha regulatory mandate batich adefenses factual in nature-not
something to baddressed at thmotion to dismiss stage.

At oral argument, Takeda conceded tBatuthern Pacificand Phoneteledescribe an
entity’s good faith effort to comply with regulations as an affirmativenks to antitrust claims.
Oct. 23, 2019 Hr'g Tr. at 1922 It nonethelestried to distinguishthosecasesn the ground that
thoseplaintiffs were challenging the defendants’ conduct towards them direttibt is, the
imposition of tariffs on the plaintifisswhereas here, EPPs are challenging Takeda’s “adtions
front of the FDA itself, not somethirjgakeda]did to them][.]”Id. at 18:14-17 Takeda contends
that in the former scenario, if a defendant asserts that the conduct wasoomgtst mandatory
regulations, that is an affirmative defens.at 197-13. But in the latter scenaribakeda asserts
thatthe plaintiffs must show that the conduct was not reasonable as part pfithaifaciecase.

This distinction, however, is not, as Takeda put it, “suibdither, it is artificial. Firstat
leag under EPPs’ theory of this casegakeda’s conduct can just as easily be characterized as
conduct directed to the generics, and EPPs by extension, to the extent it causedlttiheckDire
the generics to submiParagraph IVcertifications and delayed eneric entry as a result
Conversely, in the telecommunication cases, the common carriers’ conduct in imaoi$iag
could just as easily be characterized as actions in front of the FCC, since idrs bauat to first
file their tariffs with the agency in order to implement theBee Phonetel&64 F.2d at 72425.

In other words, Takeda'suggestiorthat Phoneteleand Southern Pacifidid not involve “some
regulatorily required a¢t (Oct. 23, 2019 Hr’g Tr. at 19:2)nlike this cases unpersuasive. The

common carriers were required to make a regulatory submission toreay dige. file tariffs with
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the FCC) if they wanted to impose them. By the same token, if Takeda wantedkéd arfarand
drug it too wasequiredto make a regutary submission to aagency(i.e.,file an NDAwith the
FDA). In the telecommunication cases, the regulatory scheme governeavihmdas of the
submission. If plaintiffs alleged thabrtions of the submission (i.e, tharameters of theriff)

were anti-competitive, then the carriers-as adefense—could assert in good faith that they
reasonably believed th#teir submissiorcomplied with the law. Invoking those cases here, as
Takeda has, I[EPPsbelieve thapart of Takeda’sNDA wasanticompetitive then Takeda-as a
defense—can also assert that it made a good faith effort to comply with the lahort) $akeda’s
reliance orPhoneteleandSoutherrPadfic does not establish that EPPs are required to plead bad
faith to state their monopolization clasmagainst Takeda.

Nor does Takeda’s reliance on the various district court cases it cites asthati®ad
faith is an element of EPPs’ monopolization claifmgo of thosecaseslealing with Orange Books
did not involvethe legal theories at issue hef@eeAstra Aktiebolag v. Kremers Urban Dev. Co.
Nos. 99CV-8928(BSJ), 99CV-9888(BSJ)2001 WL 1807917, at *{S.D.N.Y. Oct. 26, 2001)
(dismissingdefendant’s counterclaim of patent misuse, based on the patentee having liated cer
patents in the Orange Book and asserted them against defendant, for failinguatelgiallege
bad faith or improper purposé&jroger Co. v. Sanofiventis 701 F. Supp. 2d 938, 964 (S.D. Ohio
2010) (dismissing a monopolization claim, premised on the theory that the defendant ohstitute
sham litigation against its generic competitdospreclude competitiorior failing to allege that
the lawsuits were “subjectivelynd objectively baaless). While it is true that the claims in those
cases could not be sustained failing to allege badfaith, that is because bad faith was
indisputably a required element to statdaam for patent misuse and sham litigation. Thesses

are thus inapposite on the issue of whether bad faith is an element of EPPs’ nzatiopaliaims.
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Takeda’'seliance ortwo additional casesOrganon Inc. v. MylafPharmaceuticalsinc,,
293 F. Supp. 2d 453, 460 (D.N.J. 2pahdIn re Lantus Direct Purchaser Antitrukttigation.,
284 F. Supp. 3d 91 (D. Mass. 20&8)rovide better support for its position on this issue, but they
do not ultimately persuade the Court that EPPs must plead bad failhgdnon the defendant
had listel a patentunder 8§ 35¢)(2) asclaiming methods of using the awkepressant drug,
mirtazaprine 293 F. Supp. 2d at 4556. The patentclaimedonly methods of usingiirtazaprine
in combination with other compoundSee id.The plaintiffs asserted thahe listing was
improper—not because the patent claimed only combination-ubes because, unlike Takeda
here, thedefendant had not obtained FDA approval for those uses. According to the plaintiffs,
§ 355c)(2) and supporting regulations did not permé tisting of method patents claiming uses
that had not been FDA-approved (otherwise known aslabi#l” uses)ld. at 459. The plaintiffs
asserted a monopolization claim against the defendant on that basis. In analyziagrththe
court quoted the language of a regulation addressing the listing of method,paied.F.R.
§ 314.53(b)Id. at 460. It then concluded in summary fashion tha§ @34.53(b) was capable of
“two equally plausibly interpretations” (the two urged by the parties); and €)lamtiff “had a
reasonable basis for the submission, and therefore, [its] listing was not impidpatr 46—61.

Nothing inOrganon howevergexplains the legal basis for that conclusidhe Organon
courtcites no authority, and it does ragipear t@rticulate a rationale as to why the reasonableness
of the defendant’s interpretation precluded the plaintiff from stating a mopaigan claim. In
the absence ahorereasoning to suppotte court’s conclusion, this Court respectfully deekn
to apply it here.

Citing Organon the Lantuscourt similarly held in conclusory fashion thtte plaintiffs

could not state a monopolization claim against an NDA holder, predicated atiegadly
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improper Orange Book listing, where the defendantterpretation of the listing statute was
reasonable 284 F. Supp. 3d at 985. There, the defendant NE#older had listed a patent on a
drug delivery device (a disposable injector pen) with respect to an NDA on a dedyinalilin
glargine. Although tl patent did not reference insulin glargine, the injector device that it recited
was “sold loaded with a dosage of insulin glarginid."at 99. The plaintiffs alleged that the listing
was impropdy made intended to extend the patent life on the insulin glargine drug substance.
The defendant responded that the listing was proper in light of FDA guidance ttnéhe
concerning druglelivery devices. The court held that the defendant’s interpretation of the relevant
FDA regulation was “not unreasonabl@id dismissed the complaint because the plaintiffs had
not “pled sufficient facts to establish that [the defendant’s] decision thdi§titug delivery device
patent] was unreasonalie objectively baselessld. at 105(emphasis added)

The Court is also not persuaded by the reasonirigairtus.As with Organon theLantus
courtdoes not suppoits holding—that the plaintiffs were required to plead that the defendant’s
interpretation of the FDA's regulations was unreasoraiéh pertinent legal authity. Second,
by stating that the defendant’s Orange Book listing was not “objectivegtdsas’ theLantus
court appears to hawappliedthe legal standarthat governghe “sham litigation”exception to
Noerr-Pemingtonimmunity—something indisputably not at issue hete-isting claims.

The Neorr-Pennington doctrine among other things, immunizes private actors from
antitrust liability for conduct that constitutes “petitioning activity” aimed at “persuading the
governmenhof a position or expressing views and wishes concerning government decisans.”
Wholesale Drug Co. v. Sandfventis No. 0#CV-7343HB), 2008 WL 169362, at *1, *3
(S.D.N.Y. Jan. 18, 2008&riting E. RR.Presidents Conference v. Noerr Motor Freight.] 365

U.S. 127 (1961) antnited Mine Workers v. Penningto881 U.S. 657 (1965)). “The doctrine
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wasfirst established in the context of concerted petitions foramtipetitive legislatioyi but the
Supreme Court later extended it to the petitioningpoirts and administrative bodies through good
faith litigation. Primetime 24 Joint Venture v. NaBroad, Co, 219 F.3d 92, 99 (2d Cir. 2000).
A patentee who seeks to enforce its patemtugh litigation, however, can loB®err-Pennington
immunity if: (1) the patent was obtained through fraud, or (2) the litigation is a “mere sham”
meaning it is “objectively baseless and subjectively motivated by a desire asdnapllateral,
anticompetitive injury.” Nobelpharma AB v. Implant Innovations, lric41F.3d 1059, 1071 (Fed.
Cir. 1998). The court im re Buspirone Patent Litagion, 185 F. Supp. 2d 363, 3723(S.D.N.Y.
2002),which iscitedin both OrganonandLantus held that listingpatentsin the OrangeBook
does not constitute petitioning activity that could conkwerr-Pemington immunity (a
proposition that neither party here takes issue with at this time).IiTine Buspironecourt
nevertheless noted that eviérOrange Book listing submissions ctinged petitioning activity,
the plaintiffs in that case sufficiently pled that the “sham litigation” exceptiomyoNaerr-
Penningtonmmunity applied. This was because the plaintiffs had stated facts to sunzhahtet
relevant lawsuit “was objectil)ebaseles$

The Lantuscourt’s holding that the plaintiffs were required to show that the defendant’s
interpretation of the listing statute was “objectivelyseless—supported only byiting In re
Buspirone—suggestshat the court was applying the “objectively bl@s$ standad used in the
Noerr-Peningtoncontext to the listing statufeThe court, however, provided no analysis in
support of that decisioriror that reason, and because, as Withanon theLantuscourt also did

not articulateits basis for requiring plaintiffs to allege that the defendant’s interpretatids of

8 To be sure, the plaintiffs ihantushad also asserted a separate shanaiitig theory, in support of their
monopolization claims, with respect to which the court appropriatgljeapthe “objectively baseless” standard. But
the courtalsoappears to have applied that standard to the alleged false Orange Book listings
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listing obligations was unreasonable, the Court respectfully declines tatlppiglding oLantus
in this case

The Court has not identified any other cases that persuasively reason that a psaintiff
required to prove bad faith as an elemertrabnopolization claim predicated aninterpretation
of astatute or regulationNor has Takeda persuaded the Court to conclude as mucli reteie
that NDA holders may at times be unsure about their obligations under the listing, statu
particularly where there is a dearth of helpful FDA guidaibe.Courtthusappreciate3akeda’s
concern that if a plaintiff need not plead bad faithdsert a monopolization claim against an NDA
applicant predicaté on an allegedly improper Orange Book listing, the NDA applicaay be
forced to expend significant resources in defending itself agaassibletreble damagedased
on a potentially good faith interpretation of a congressional mandate. At tedisaanhowever,
the incentive for a brand company not to comply with its listing obligations, &uffreme Court
has recognized, is very real: doing so can extend the brand’s monopoly power withctut dire
regulatory consequentecausehe FDAdoes nogffirmatively police these listingsSee Caraco
Pharm. Labs., LtdV. Novo Nordisk566 U.S.399, 424 (2012)In this Court’s view,requiring
plaintiffs to demonstrate bad faith as part of aritraust claim based on an improper listintails
to strike the appropriate balance between the Hatch Waxman éat'gpetingpolicies of
incentivizing innovatiorand expediting generic competitidPlacing the burden of demonstrating
a good faith effort taomply with mandatory regulations on the purported monopolizer reduces
its incentive to construe the Act’s listing requirements in a manner contrary tolavwder to
extendts monopoly. Were that burden placed on the plainttffgpuld become easiéor an NDA
applicantto avoid antitrust liabilitybecause of the difficulties plaintiffs face in obtaining the

necessary facts to plausibly allege bad faith. In other words, placing the lbarg&intiffs would
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notadequatelyleterNDA applicants fromsccumbing to their incentive to flout the Act’s listing
requirements.n any event, doing so is not supported by any binding authomtytitnust law, as
previously explained.

Accordingly,the Court is unpersuaded bgkeda’s argument that EPPs must plead that its
interpretation of the listing statute was made in bad f&B®Ps need not allege that Takeda’s
improper Orange Book listings were made in bad faftheyhavesufficiently pled that Takeda’s
2010 statements to the FDA constituted anticompetitive conduct.

lll. EPPs Plausibly Allege that theNon-Teva GenericsWould Have Withdrawn Their
Paragraph IV Certifications as to thePatents’ Drug Product Claims

On remand, Takeda does not contest the theory of causation that the Second Circuit
embraced as to Teva. As previously explained, the Circuit approved the theornkdus'32010
statements to the FDA, in response to the citizen petition, caused the FDA to eaade file
Paragraph I\tertifications as tohe Patents’ drug product claimshich delayed Teva’s generic
entry(the “Teva theory”)Having now concluded that EPPs have adequately alleged that Takeda’s
statements to the FDA constituted asgmpetitive conduct, EPPs’ monopolization claims, to the
extent based on the injury caused by Teva’s delayed entry into the ACTOS drug, matket
proceed.

Takedadoes dispute, however, EPPs’ application of the Teva theory as to the other generic
defendantg. Takedaargues that even if its 2010 statements ¢éoRDA were inaccurate, and even
if EPPs are notrequired to plead bad faithto allege that those statements constituted
anticompetitive conductEPPs still fail to allegéhat the conduct causeahy delay of the other

generics’ entry into the ACTOS marketfhe Court disagrees.

" Thattheory, as noted, was not advanced before the Second Circuiisb@otirt permitted EPPs to include
it in their Complaint following remand.
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Under the Teva theory as expanded to all gendfleBs maintain that had Takeda told the
FDA that the Patents were improperly described as drug product patdnts, as the Court has
now decidedthey werg then the following chain of events would have occurredeitherthe
FDA “would have required all ACTOS generic manufacturers” to address the ResiegtSeither
a Section viii Statement or &aragraph I\tertification, not botli or the generics wodlhave
independently withdrawn thelfaragraph \¢ertifications Compl.{ 78 (2) “each of the ACTOS
generics with ANDAs containing split certifications” would have amended thEDAs to
address the methenf-use claims, using either a Section \giatenent or Paragraph IV
certification id. 79 (3) “[a]s rational profit maximizing entities,” the generics “would have
elected [s]ection viii [ghtementsexclusively,” in light of the litigation triggered byRaragraph
IV certification and the resulting0-month stayid. § 81, and (4) the generics, with their newly
amendedsection viiistatements, would have been able to enter the market earlier than they did
and without regard to any still-existing 180-day exclusivity periods.

Takeda attacks this theory at the first link in the causal chain. Accodifekeda, even
if it had told the FDA in response to the citizen petition that the Patents shoulddestdobed as
drug product patents for the ACTOS NDA, the generics wsiillchave been requideto maintain
theirParagraph I\tertifications as to the Patents’ drug product claims. But Takeda farsvidg
any relevant legal support for this position, which is also contradicted bydiseofathis case.
EPPs’ position to the contraryy cortrast is consistent with the statutory scheme.

In attempting to rebut the notion that the FDA would have required the gereri
withdraw theirParagraph I\tertifications as to the Patents’ drug product claims, Takedaifist
Caracg 566 U.S. a#06, for the proposition that “[o]nce a patent is listed in the Orange Book,

each generic applicant must addresseahtire Patent.” Def.’s Mem. at 18. Takeda bases this
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propositionon the general statement made by@aeacocourt in describing the Hdte/Vaxman
Act, that “[a]fter consulting the Orange Book, a company filing an ANDA raastire the FDA
that its proposed generic drug will not infringe the brapdtents."Caraco 566 U.S. at 40@But
this statement cannot reasonably be read to say anything about whethddAragicant must
certify as to drug product claims if the NDA holder never described the patenlrag product
patent in the first placéTakeda’s argument that an ANDaoplicantis required to do so, to the
extent it is based o@aracq thuslacks merit

Next, Takeda cites the FDAresponse ta commenton a2003 rulemakingn which the
FDA states that it “concluded that submission of a cllayatlaim declaration for ajpatents is not
warranted,” 68 Fed. Reg. 36,6786,685 (June 18, 2003Rut again, this statement does not
address whether an ANDA applicant would have to submit a certification as tarddugiclaims
in a patent that was describedhe Orange Book,rdy as a methoaf-use patent, for a particular
NDA drug This statement simply concerns the obligations on the part dfDReapplicantin
filing an NDA, not the ANDA applicant. It explains that an NDA applicant need notidesbe
individual claimsof a patent and can simply include one descriptosrthe entire patenf.e.,

“drug producf’ “drug substancg or “methodof-use”) provided thathe patent includes at least
one such claimThe guidance goes on to explain ttiat,patents withmethod-ofuse claims, the
NDA applicant must describe the Use eachmethodclaim so that ANDA applicants can “assess
whether they are seeking approval for a use claimed in the listed patenhuandetermine

whether to submit a patent certification cgegtion viii statement.”68 Fed. Reg. at 36,685. The

FDA’'s comment Takeda relies upon is inapposite: it says nothing about whegjlegreac’s

8 The remainder ofCaraco stands for the unrelated proposition that generic companies may assert a
counterclaim, prsuant to 21 U.S.& 355(j)(5)(C), requiring an NDA holder to correct its descriptions of the use
covered by methedf-use claims (“use codes”) if those descriptions are inaccurate.
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ANDA is prohibited from addressing only a patent’s metbbdse claimswhenthe patentalso
includes product claims, but is described solely as a methodeopatent

The FDA'’s response to the Sandoitizen petition by comparisonis more illuminating
In that response, the FDA explained that “where a pa&esubmittechs claiming both the drug
product and a method of using the drug,” an ANDA applicant can file a “split cdrtifida that
patent, which includes bothparagraph I\certification b the drug product claim andsaction
viii statement to the method of use and an accompanying label carveout.” Weiner Décht Ex
7. The FDA reiterated that “[tlhe ANDA applicant must address all cléome/hich the patent
was submittednd may fie aparagraph I\tertification to some claims andection viii statement
to other claims, as appropriateld. Thus, if there were claims in a patent for which the patent
was not submittedthe FDA'’s response suggedtst it would not have requiredn ANDA
applicant to address those claims.

So, too, do thevery facts of this case. Prior to the Sandoz Citizen Petition, Teva had
submittedSection viiistatementsnly as to the method of use claims when it submitted its original
ANDA, and had not inclued any certifications with respect to the drug product claims. The citizen
petition response made clear that Teva needed to sBanaigraph I\¢ertifications as to the drug
product claimsspecifically becaus@akeda hadlescribedhe patent as a drug product patent
not because there was an independent legal obligation to do so. The citizen petition reaponse t
supports the view that had Takeuat listed the Patents as drug product patents, Teva would not
have been required to fileRaragraph I\terification.

Lastly, this conclusion also haomesupport in the FDA’s response to a comment on the
2003 rulemaking that Takeda cites. There, the FDA stated that “[tjhe nufrdd@ints contained

within a particular patent does not affect the ability ef platent to be listed as long as there is at
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least one claim” meeting the listing statute’s requiremesisi-ed. Reg. at 36,68bhis suggests
that if, as in this case, a patent includes drug product and method claims, but only the method
claims meet theequired elements for listinghen the listing should not be affected if the patent
is described only as a methottuse patent. By the same tokémen,a generic’'s ANDA should
not be affected if it includes an appropriate certificatiosection viiistatement only as tine
listed claims—that is, those that meet the required elements for listing, such as the ‘oietrsad
claims in the patents at issue heRee?21 U.S.C.8 355(j)(2)(A) (requiring the ANDA applicant
to include certifications or &ection viii statement “with respect to each patent far.which
information is required to be filed undeé§ 355(b)(1)] or B355(c)(2)]”). Additionally, the FDA
stated in the same comment tivatlecline[d] to adop{a] recommendation. .to require all claims
to be listed” in the patent information submitted with an NDA (except with respewttteodof-
use claims).68 Fed. Reg. at 36,685. Accordingly, the fact that the FDA did not require every drug
product claim in a patent to be listedvhich makes sense when those claims do not meet the
listing statute’s standardsbelies the notion that would have required a certification for non
listeddrug product claimsas Takeda argues.

Thus, at the very least, EPPs have plausibly alleged thia) ifakeda hagbroperly told
the FDA that its original patent declaration describing the Patents as drugtppadents was
inaccurateby amending its patent information in response to the Sanittieen petition to reflect
that the Patestcovered onlymethods of using ACTOSee2l1 C.F.R.8314(f)(1), and (2) the
FDA, accordingly, revised the Orange Book listfiog ACTOS see id, then the generics would
not have been required to maintain tharagraph \¢ertificationsas to the Patents’ drug pradu
claims In other wordsEPPs have plausibly alleged that had Takexdd the FDA the truttthe

FDA'’s ruling on the citizen petitionvould have been the opposite: Sandoz’ request that all
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generics beequiredto submitParagraph I\tertifications as to the drug product claims would
have been denied.

Although the norgenerics were not parties to the citizen petition, the FDA'’s ruling was a
matter of public record which the generics would plausibly have been following witbshggen
its potential impact on their own lawsuits and entries into the mafkieeé FDAhad ruled against
Sandozand revised the ACTOS Orange Book listiogeflect Takeda’s amended (and truthful)
declarationthatoutcome plausibly would have I¢lae otlter generic$o withdraw theiParagraph
IV certificationsas to thdPatentsdrug product claims. As EPRgplain,thegenerics would have
been faced with the choice of maintaining tt&a&ction viiistatements as to the Patents’ method
claims, or revisinghem toParagraph I\MCertifications.EPPsfurther plausibly allegethat the
generics would have elect8ection viiistatements, as they originally had, so that they could enter
the market sooner than they did. Takeda has not contended otherwise. AEB&sh
monopolization claims-to the extent based on the antitrust injury caused by the delayed entry of
the other generics named in the Complaint, into the ACTOS drug market—swilbadceed.

Of course, through discovery and after, Takeda will have its opportunity to prove that it
reasonably thought that its listing decisions were mandated by statute, aridetligiay in
generics market entry would still have occurred absiaimproper Orange Book listingsThe
relevance or significance of Takeda’s reasonableness arguments in thegatoofanalysis need
not be addressed at this stage of the litigation. Insofar as Rule 12(b)(6) isnedn&PPs have

adequately alleged their monopolization claims.
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CONCLUSION
For the foregoing reasons, Takeda’s motion to dismiss is DENIED. The Clerk of Court is
directed to terminate the motion pending at Dkt. 257.
SO ORDERED.
Dated: September 30, 2019

New York, New York
]

Ronile s
United States District Judge
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