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UNITED STATES DISTRICT COURT
SOUTHERN DISTRICT OF NEW YORK

__________________________________________________________________ X
In re: OXYCONTIN ANTITRUST LITIGATION :
: 04-MD-1603 (SHS)
__________________________________________________________________ X
PURDUE PHARMA L.P., P.F. LABORATORIES,
INC., PURDUE PHARMACEUTICALS, L.P. : This document relates to:
and RHODES TECHNOLOGIES, :
: 10 Civ. 6038 (SHS)
Plaintiffs, :
: OPINION& ORDER
-against- :
VARAM, INC., and KVK-TECH, INC. .:
Defendants. :
__________________________________________________________________ X

SIDNEY H. STEIN, U.S. District Judge.

This action for patent infringement pursuan8®U.S.C. § 271(grises from defendant
Varam, Inc.’s submission of Abbreviatdidw Drug Application (“ANDA”) number 20-1523 to
the Food and Drug Administration through defartd@vK-Tech, Inc. (“KVK”) and its staff.
Pursuant to 21 U.S.C. § 355(j), defendants Bb&@A approval to manufacture and market a
generic version of plairfts’ OxyContin-branded oxycodone hymihloride extended release
tablets before certain patsninderlying OxyContin expiredin conjunction with the ANDA,
defendants certified that plaifi§’ OxyContin patents are “invalidr will not be infringed” by
defendants’ proposed generic, within the megquof 21 U.S.C. 8§ 355(j)(2)(A)(vii)(IV)—termed
the “paragraph IV certification.” Plaintiffs claithat their patents are valid, that the proposed
generic will infringe the patents, and tithat submitting the ANDA constitutes infringement.

See35 U.S.C. § 271(e)(2)(A) (“It shall be an actimfringement to submit [an ANDA] . . . for a

! The contents of the patents at issue are not relevant to the motions the Court decides here.
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drug claimed in a patent . . . if the purpose @hssubmission is to obtain approval . . . to engage
in the commercial manufacture, use, or sale olig dr . before the expirat of such patent.”).

Three motions by defendants are now betbeeCourt. First, KVK has moved pursuant
to Federal Rules of Civil Procedure 12(b)(1) and}®) to dismiss the claims against it for lack
of subject matter jurisdion and failure to state a claimrfevhich relief can be granted. Second,
Varam has moved pursuant to Rule 12(b)(2) to disithe claims against it for lack of personal
jurisdiction over it. Third, defendashave jointly moved to traresfthis action to the Eastern
District of Pennsylvania, or in the alternative stay proceedings pending the resolution of a
parallel action filed in the Eamtn District of Penngvania. For the reasons set forth below,
KVK’s motion to dismiss the claims against itognsidered as a motion for summary judgment
and denied, and the Court grants defendantslttrmative relief sought in their transfer motion,
staying this action, which defecensideration of, and a hearing on, Varam’s motion to dismiss
for lack of personal jurisdiction.

I. BACKGROUND

As discussed in more detail below, KVK'’s titm to dismiss for lack of subject matter
jurisdiction is more properly considered as alhggihat plaintiffs fail to state a claim. Because
that Rule 12(b)(6) motion relies on matters outsidepleadings, the Court must consider it as a
motion for summary judgmenieeFed. R. Civ. P. 12(d). Accartjly, the following facts are
drawn from the testimony and documentary evigetfhat accompanies the parties’ submissions.

A. The Parties
1. Plaintiffs

Plaintiffs are three partnerships and gpooation, each of which jointly owns some of
the patents that are allegedly essential to @xyi@ and to the generic product at issue in the

ANDA.



2. KVK-Tech, Inc.

KVK researches, develops, manufactures, thstes, and sells generic pharmaceuticals.
(Compl. 11 8, 11-14; Dep. of Frank Ripp, JriedaOct. 27, 2010 (“Ripp Dep.”) at 91:14-92:5,
Ex. 2 to Decl. of Thomas Wang dated Jan.20Q,1 (“Wang Decl.”), Dkt. No. 36.) The company
has developed at its Pennsylvania facilitipgraximately ten different generic pharmaceuticals
(Ripp Dep. 92:6-21), including a gerenmmediate-release oxycodone pidl.(at 94:17-24).

KVK itself manufactures some of the productsas developed, and has distributed and sold all
of them throughout the United Statdsl. @t 95:10-20, 101:3-16.) &nk Ripp, Jr. is KVK’s
President and Treasurer, oversegiagtaff of approximately sevenfive people, largely out of
facilities in Newtown, Pennsylvanidd( at 18:22-19-6, 54:17-22.)

3. Varam, Inc.

Varam’s sole shareholder, director, offiegrd employee, Frank Nekoranik, incorporated
the company in Pennsylvania in early Februz0¢0. (Compl. § 6; Dep. of Frank Nekoranik
dated Oct. 25, 2010 (“Nekoranik Dep.”) at13:24-15:6, Ex. 1 to Wang Decl.) Nekoranik
created Varam in order to own the extahdelease oxycodone ANDA (Nekoranik Dep. 87:25-
88:5), which he had received from KVK about ameek earlier (Wang Decl. Ex. 8). Varam has
no other business activityide from pursuing, through KVK, FDA approval of the ANDA.
(Nekoranik Dep. 167:12-16.)

Varam does business at three differatdrasses: KVK’s Newtown offices as its
registered address with the Peylmania Department of State @g Decl. Ex. 3); shared space
in the Lahaska, Pennsylvania, offices of Bizsdfis, Inc., a company Ripp owns (Decl. of Frank
Nekoranik dated Sept. 2, 2010 at T 5, Did. 13; Ripp Dep. 28:24-29:3); and Nekoranik’s
home in Pennsylvania (Nekoranik Depléfl:11-164:20). Varam does not pay KVK for the use

of its address, and pays only $25 p®nth for the Biz-Visors spacedd(at 45:23-46:24.)
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B. Defendants’ Submission of the Abbreviated New Druqg Application

The parties essentially agree that KVK aiscemployees performed all of the work
necessary to submit the ANDA except for Nekoranikview, approval,rad signature. In fact,
KVK began researching and deveilog its generic version @xtended release oxycodone in
2006, years before Varam existed. (Ripp Def):24-171:4.) By late 2009, KVK had developed
the product, tested it, and drafted the ANDA, th&n decided not to move forward with the
ANDA. (Id. at 175:2-22.) However, KVK subsequersigreed on February 2, 2010, to assign its
rights to the draft “ANDA dossiéto Nekoranik in exchange for Nekoranik’s promise to pay
KVK $1 million “upon marketing approval [by tHeDA], sales and distribution by Nekoranik.”
(Wang Decl. Ex. 8.) In that agreement, KVK apgomised to perform all the work necessary to
complete the ANDA procesdd() In other words, KVK gave N@ranik the draft ANDA free of
charge, except that Nekoranik would pay K$8K million if, by KVK'’s efforts, the ANDA were
approved. One week later, Nekoranik incogted Varam, and on February 17, 2010, Nekoranik
assigned the same ANDA dossier to Vararaxohange for 100% of Varam’s common stock.
(Wang Decl. Ex. 9.) Nekoranik has no scientifidechnical expertise, drso relied entirely on
KVK to conduct the research and assemble the data into the form required for an ANDA.
(Nekoranik Dep. 224-25.) AftéddVK prepared the ANDA, Nekoranikerely “glanced at” the
scientific documentdsd. at 223:6-12) and “reviewedhe overall ANDA applicationid. at
224:4). He relied on KVK'’s assurance, throl®jpp, that everything was “in order.Id( at
224:17-22).

As originally filed with the FDA irRockville, Maryland, on March 8, 2010, the ANDA
identified Varam as the applicant in soplaces and KVK as the applicant in otheBedWang
Decl. Exs. 14, 16, & 21.) The summary form, FDAIRA56h, lists Varam as the applicant, and

KVK as the “authorized U.S. agent,” and liBi8K’'s Newtown facilities as the address for both
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Varam and KVK. (Wang Decl. Ex. 21 at 1.)KA/K employee, Ashvin Panchal, signed Form

356h as Varam’s agentd( at 2.) Nekoranik’s cover lettalso identifies KVK as the

manufacturer and prospective distributor @ titug product, as do the sample labels submitted

as part of the ANDA. (Wang Decl. Ex. 19 at#ang Decl. Ex. 23.) Nekoranik further requested
that the FDA direct all comamications to KVK'’s office. (Wag Decl. Exs. 19, 21.) After the

FDA wrote to Panchal expresgi confusion over Varam’s role in the ANDA (Wang Decl. Ex.

15), a new Form 356h was submitted on May 19, 2010. That form listed Varam’s address as the
Biz-Visors office, and Nekoranik himself, rathtban Panchal, signed as the responsible official.
(Wang Decl. Ex. 22.) KVK personnel have contintethandle all interactions with the FDA
regarding the ANDA, pursuant to KVK’s agreement with Nekoranik.

C. Procedural History

Based on the ANDA and the accompanying assettianplaintiffs’ patats are invalid or
would not be infringed by the proposed genepiaintiffs filed suit here and simultaneously in
the Eastern District of PennsylvangeeComplaint,Purdue Pharma L.P. v. Varam, In&o. 10
Civ. 4028 (E.D. Pa. Aug. 10, 2010). After defendari¢sifthe motions now before the Court, the
Joint Panel on Multidistrict Litigation transferred the Pennsylvania action to this Court for
consolidated pretrial proceedings withre OxyContin Antitrust LitigationNo. 04 MDL 1603.
SeeMDL Transfer OrderPurdue Pharma L.P. v. Varam, In&No. 11 Civ. 766 (S.D.N.Y. Feb.
3, 2011). In that action, KVK filed motion to dismiss the claims against it that is materially
indistinguishable from the motion to dismiscided here. While these motions were pending,
defendants submitted another ANDA seeking Fapproval of other dosage strengths for
essentially the same drug. Purdue responde@if By again filing suit batin this district §ee
Complaint,Purdue Pharma L.P. v. Varam, In&No. 12 Civ. 2814) and tHeastern District of

Pennsylvania, with the Joint Panel again tramsfg the latter to this Court over defendant’s
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objections ¢eeTransfer Orderin re OxyContin Antitrust Litig.No. 04 MDL 1603 (S.D.N.Y.

Aug. 3, 2012). The latter cass now docketed d&urdue Pharma L.P. v. Varam, In&No. 12

Civ. 6047. The parties have filed substantiallyghme motions, raising the same arguments, in
those 2012 cases, and the Court’s reasoningdpgiees with equal force to those motions.

II. DISCUSSION

A. KVK’s Liability Pursuant to section 271(e)

KVK moves the Court to disres the claims against itpitending that subject matter
jurisdiction is lacking and no valid claioan be stated because only Varam—not KVK—
actually “submit[ted]” the ANDA within the meamg of 35 U.S.C. § 271(e)(2). As an initial
matter, “[s]ection 271(e)(d¥ not a jurisdictional state in the strict sense&llergan, Inc. v.
Alcon Labs., InG.324 F.3d 1322, 1330 (Fed. Cir. 2003). Thavsion creates a cause of action,
and hence a case or controversy, fohitghly artificial act of infringement.Eli Lilly & Co. v.
Medtronic, Inc, 496 U.S. 661, 676 (1990). Because fedewnalts generally have jurisdiction
over patent infringement claims pursuan2®U.S.C. § 1338(a), “section 271(e)(2) makes it
possible for the district court &xercise its section 1338(a) juristibn in the situation in which
an ANDA has been filed Allergan 324 F.3d at 1330. As the Federal Circuit has recently
reiterated, “nothing more” than an allegatiorsettion 271(e)(2) infringement by submitting an
ANDA “was required to establigie district court’s subject matter jurisdiction pursuant to
§ 1338(a)."See AstraZeneca Pharm. LP v. Apotex C@&®9 F.3d 1370, 1377 (Fed. Cir. 2012).
KVK'’s motion concerns the propepnstruction of the infringenmé cause of action, not the
predicate of federal jurisdictn, and so is properly consigeras a Rule 12(b)(6) motion.
However, plaintiffs and KVK both rely extengily on materials outsidbe pleadings. Because
the Court does not exclude those matters, Rule) 1@@lires that “the motion must be treated as

one for summary judgment under Rule 56.”
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1. Legal Standard

“Summary judgment is appropt&’if the movant shows that there is no genuine dispute
as to any material fact and the movargnsitied to judgment as a matter of lawL.Bxion
Medical, LLC v. Northgate Technologies, I841 F.3d 1352, 1358 (Fed. Cir. 2011) (quoting
Fed. R. Civ. P. 56(a)). The Federal Circaoitks to the regional circuit for the summary
judgment standardMicroStrategy, Inc. v. Bus. Objects, S429 F.3d 1344, 1349 (Fed. Cir.
2005). Thus, this Court must “reselall ambiguities, and credit d#ictual inferences that could
rationally be drawn, in favor of the party opposing summary judgmiéessler v. Westchester
Cnty. Dep’t of Soc. Sery=161 F.3d 199, 206 (2d Cir. 2006). Nonetheless, the party opposing
summary judgment “must do more than simply shioat there is some metaphysical doubt as to
the material facts, and may not rely on cosohy allegations or unsubstantiated speculation.”
Brown v. Eli Lilly & Co, 654 F.3d 347 (2d Cir. 2011) (citations and quotation marks omitted).

2. KVK’s section 271(e) Submitter Liability

It is generally hot. . . an act of infringement to makese, offer to sell, or sell” patented
products if donesolelyfor uses reasonably related to the development and submission” of
regulatory filings. 35 U.S.C. § 271(e)(1) (empisaadded). That prettion notwithstanding,

[i]t shall be an act of infringement submit . . . an [ANDA] . . . for a drug

claimed in a patent or the use of whiclelsimed in a patent . . . if the purpose of

such submission is to obtain approval unslech Act to engagie the commercial

manufacture, use, or sale of a drug . aingéd in a patent or the use of which is

claimed in a patent beforegtexpiration of such patent.
35 U.S.C. § 271(e)(2)(A). In sum, generic manuwfeaxts are shielded frotiability when they
deal in would-be infringing products solely file purposes of regulatory filings, but they cross
the line into unprotected condutthey submit an ANDA witha paragraph IV certificatiorsee
21 U.S.C. 8 355(j)(2)(A)(vii)(IV)claiming the right to sell the geric before a valid patent

expires.See generallpllergan 324 F.3d at 1325-27.
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The facts of KVK’s involvement in the ANDA amot even in material dispute. KVK’s
staff has taken every relevattion save for the final reviewigning and mailing of the ANDA,
KVK has researched and developed the progwotuced the samples, prepared the ANDA on
Varam’s behalf, and subsequently communicateaut the ANDA with the FDA as Varam’s
official agent. Moreover, although KVK is negthVaram'’s parent nor the owner of the ANDA,
it holds a direct stake in the ANDA'’s success. KVK has given the draft ANDA and subsequent
labor to Nekoranik for free, subject onlyttee requirement that Keranik pay KVK $1 million
if KVK’s staff succeeds in getting the ANDA agwed and Nekoranik distributes the product.
Nekoranik admits he cannot understand theardrdf the ANDA, and his only role in its
submission has been to periodically reviemd sign papers based on KVK’s recommendation.

KVK contends that only one entity carutemit” the ANDA to the FDA and thus incur
section 271(e)(2) liabilitand that said entity must be themed applicant. The statute’s text
does not define the term, “submit,” and neittiner Federal Circuit ndhe Supreme Court has
construed the term in this conteXhe parties point the Court to two lines of cases in the federal
district courts considering velther a party who is not themad applicant on an ANDA can be
liable pursuant to section 27&)(2) for “submit[ting]” the ANDA.KVK relies on two cases
where courts found that the maadaturer of the activingredient for a patented product could
not be held liable as a submitt&eeSmithKline Beecham Corp. v. Geneva Pharm., R&7 F.
Supp. 2d 576, 583-85 (E.D. Pa. 20@nithKline Beecham Corp. v. Pentech Pharm., Mo.

00 C 2855, 2001 U.S. Dist. LEXIS 1935, at *8-*10 (N.D. lll. Feb. 16, 2001). Plaintiffs
distinguish those cases and retycases where courts have fourat the corporate relative and
U.S. agent of the named, foreign applicanild be held liable for submitting the ANDA on the

applicant’'s behalfSeeln re Rosuvastatin Calcium Patent Lit{Rosuvastatif), 719 F. Supp.



2d 388, 396-98 (D. Del. 2010) (collecting caseajthough the facts herare unique, the Court
finds theRosuvastatirtourt’s reasoning the moapplicable and persuasive.

The active-ingredient manufacturersGenevaandPentechconfined their work for the
ANDA applicants to a support rotistinct from KVK’s management of, and financial stake in,
the ANDA. In each case, the thirdrpas provided ingredients andanmation that were used in
the ANDA, as specifically protectdry section 271(e)(1), but theyddnot take the extra step of
handling the ANDA process for the named applicaKVK did. Nor did they have the direct
financial stake in the ANDA that KVK ha€f. Geneva287 F. Supp. 2d at 583-88entech
2001 U.S. Dist. LEXIS 1935, at *8-*10.

This case is much closer to the circumstances th&dbavastatirwourt confronted.
There, the U.S. agent and the foreign naaqgalicant had largely overlapping ownership, and
the agent both signed the forms and listeddidress and contact information in the filinigis.at
397. The agent also “intend[ed] to directlynbét from the approval of the ANDA [as] the
marketing arm of” the applicant. More importantihe agent “actively participated in activities
related to the ANDA submissionld. The court noted that “[p]&es ‘actively involved’ in
preparing the ANDA are deemed to have ‘subrditthe ANDA, regardless of whether they are
the named applicantld. at 396 (quotingCephalon, Inc. v. Watson Pharm., 829 F.Supp.2d
338, 349 (D. Del. 2009)).

While “active involvement” would suffice underetistrict of Delaware’s test, this
Court need not adopt that low a threshold tochade that KVK can be liable as a submitter.

KVK has been more than activalywolved in the submission; it kdaken every relevant action

2 Seealsoln re Cyclobenzaprine Hydrochloride Extended—Release Capsule Patentd98g-. Supp. 2d

409, 417-18 (D. Del. 2010 ephalon, Inc. v. Watson Pharm., |n829 F. Supp. 2d 338, 349 (D. Del. 2008)yeth
v. Lupin Ltd, 505 F. Supp. 2d 303, 306-307 (D. Md. 20@Wentis Pharma Deutschland GMBH v. Lupin %03
F. Supp. 2d 484, 492-494 (E.D. Va. 2005).



except the final formalities. In these eimstances, to find Varam but not KVK has

“submit[ted]” the ANDA pursuant to section 271(e){@uld be to elevate form over substance.
Accordingly, the Court finds that the redaeasonably supports a conclusion that KVK

has submitted the ANDA within the meaning of section 271(e)(®) pdaintiffs are not entitled

to summary judgment that only Varanard not KVK—"submitted” the ANDA.

B. Staying this Action

Because the Court has accepted the pagadt@n filed in the Eastern District of
Pennsylvania into this multidistrict litigation fooordinated pretrial proceedings, pursuant to 28
U.S.C. § 1407, transferring thistem to that District would beounterproductive at this time.
Defendants also request that @eurt stay this action, pendimgsolution of tie parallel action.
That action is materially indistyuishable from this action, except that Varam concedes personal
jurisdiction in Pennsylvania and vigorously contests it here in New York. That difference is
decisive as to which action will proceed to the merits of the dispute more efficiently.

“[T]he power to stay proceedings is incidainib the power inherent in every court to
control the disposition of the causes on its dowktt economy of time and effort for itself, for
counsel, and for litigantsl’andis v. N. Am. Cp299 U.S. 248, 254 (193&¢cordTradeWinds
Airlines, Inc. v. SorgsNos. 08 Civ. 5901 & 10 Civ. 8175, 2011 U.S. Dist. LEXIS 9432, at *7-8
(S.D.N.Y. Feb. 1, 2011). The factors cowtssider on a motion to stay include

“(1) the private interests of the plaintifis proceeding expeditiously with the civil

litigation as balanced against the prejudéhe plaintiffs if delayed; (2) the

private interests of and burden on the ddémnts; (3) the interests of the courts;

(4) the interests of persons not partieghicivil litigation; and (5) the public

interest.” In balancing thedactors, “the basic goa to avoid prejudice.”

Soros 2011 U.S. Dist. LEXIS 9432, at *8 (quotation marks omitted) (qud<eygpel v.

Comfort 914 F. Supp. 1056, 1058 (S.D.N.Y. 1996))this rare circumstance where two

identical actions are proceeding before one judgtay of one action for the duration of pretrial
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proceedings will not prejudice any party. UnlikeLisndis there is no risk here that “a litigant in
one cause [will] be compelled to stand aside whliegant in another settles the rule of law that
will define the rights of both.” 299 U.S. at 255.€Tparties, claims, and applicable substantive
law are identical in the two actions. Given ttte Pennsylvania action walstill proceed to the
merits in this Court, granting defendants’ requestay this action would occasion no delay and
so would not prejudice plaintiffs.

Therefore, the interests tife Court, the public, and non+fias determines whether the
New York action should be stayesbeSoros 2011 U.S. Dist. LEXIS 9432, at *8, and those
interests weigh in favor of a stay. Proceedinthwhis action, in whiclvaram contests personal
jurisdiction, would require a heag on the facts relevant toetpersonal jurisdiction inquiry.
Proceeding with the Pennsylvania action woult and the hearing would prove unnecessary if
the matter is resolved on other grounds or sktikfore trial. Potentily avoiding that hearing
conserves the Court’s resources and savetinieeof any witnesses who might be called to
testify—as well as the expensesnith a hearing for the parties. Thus, the Court finds that it is
within its discretion to stay itk action in favor of the essentially identical action already

transferred to this Court from the East&istrict of Pennsylania, No. 11 Civ. 766.
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IIL.CONCLUSION

For the reasons set forth above, KVK’s motion to dismiss is construed as a motion for
summary judgment and denied. Defendants’ motion to transfer this action to the Eastern District
of Pennsylvania or in the alternative stay this action is denied to the extent it seeks transfer, but
granted to the extent this action is stayed in favor of No. 11 Civ. 766, the essentially identical
action already transferred into this multidistrict litigation from the Eastern District of
Pennsylvania.

Dated: New York, New York
October 19, 2012

SO ORDER

. (
Sf?ﬁey A. Stein, U.S.D.J.
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