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IN THE UNITED STATES DISTRICT COURT
FOR THE EASTERN DISTRICT OF PENNSYLVANIA

AETNA INC. AND AETNA HEALTH
MANAGEMENT, LLC ,

Plaintiff s, :
V. : CIVIL ACTION NO. 17 -4812
INSYS THERAPEUTICS, INC., et al.,
Defendants
Rufe, J. August 23, 2018

MEMORANDUM OPINION

Plaintiffs Aetna Inc. and Aetna Health Management, LLC (collectjvélgtna” or
“Plaintiffs”), filed suit aainst InsysTherapeutics, Inc., severmal its current and former
executives, anchultiple named and unnamed physiciakgging aconspiracy to fraudulently
induce Aetna into providingeimbursementor off-labelprescriptions of Insys’s opioid product,
Subsys.Insys moves to dismigsetnas common law claims ofederalpreemption andtate
law groundsand moves to strike certain allegations from the Compl&otmersales
executivesloseph RowaandSunrise Leanove to dismisgetna’sclaims against therfor lack
of personal jurisdiction and failure to state a clairee also moves to dismiss fosisfficient
service of processDr. Steve Fanto moves to dismiss for lack of personal jurisdiction. For the
reasons discussed below, Insys’s motion will be denied in part and granted ingh&anéo,
Rowan, and Lee’motiors will be granted.

. BACKGROUND*

Defendantnsysis the Arizona-based manufacturer of Subsys, a formulation of the
highly potent opioid, fentanyl, that is administered to patients sublingually (Urelertgueps

a spray. Since its launeh 2012, Subsys has only been approved by the United States Food and

! The following facts, alleged in the Complaint, are assumed to be truarfinges of this Motion unless
otherwise stated.
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Drug Administration(*FDA”) for a single narrow indication: breakthrough cancer pain in
patients who have failed one or more other opioid therapies. Swubsgkassifiedby the FDA
asatransmucosal immediatelease fentanyl (“TIRF”) producandhas beersubject tospecial
restrictionsdue to its high potential for addiction and abuse.

Plaintiff Aetna Inc, a Pennsylvania corporation with its principal place of business in
Hartford, Connecticuis ahealth management organizatitatprovides health payment
benefits to members throughout the United Sta#aintiff Aetna Health Management, LL&@
Delaware limited liability companys a subsidiary of Aetna Inc. that develops and operates
group health insurance products and pays claims and benefits incurred by Aetna members
including pharmacy claims for prescription drugs.

Subsyswvasnot listed among the drugs approvedrimmbursemenin Aetna’s
formularies. To obtaincoverage foprescriptions of Subsygetnarequiredits member patients
to obtain prior authorization from its Pharmacy Management Precertificatiioithumn
“PMPU"), which applieadhe following criteria with limited exceptions,for precertification (1)
documented diagnosis of caneedconcomitant use of a long acting opioid therapy; afd (2
documented contraindication or intolerance or allergy or failure of an adeqabté bne week
of a preferred generic fentanyl transmucosal lozefigeating physicias couldcontact Aetna to
obtaina medical exceptiofrom these requirements basedneadical necessity.

Despite Subsys’Bmited FDA-approvedndication the restrictions placed on its
distribution and coverage by the FDA and insurers thedvailability of less expeng\generic

TIRF alternativesthe druggaireda substantiashare of the TIRF marketithin a few years of

2 California patients could obtain coverage for Subsys with a diggaba terminal illness other than
cancer.



its launch While saleof Subsys in 2012 were only $14.3 million, sales increased more than
700% in 2013 and exceeded more than $300 million by 2014.

Aetnaallegeghatthe rapid increase iimsys’ssaleswasdue toa two-pronged scheme in
which Insys encouraged physicians to overpibe@ubsys for non-FDA approvédr “off-
label”) uses and defraedinsurers into providing coverader the offlabel prescriptions.
Specifically, Plaintiffs allege that Insys targeted its promotional efforts toward physieran
did not treat cancer patients but frequently prescribed TIRFs, and recruisadgntg/willing to
write large numbers of Subsys prescriptiorie Insys’s speaker program, under which speakers
received substantial payments as honorariain@rease the rate oéimbursement foSubsys
prescriptions]nsys established a peaithorization departmentfAD”) based in Chandler,
Arizona tha communicated directly witimsurers, includind\etna Insys distibuted “optin”
forms to medical offices thatuthorizd prescribers to send patiehtsedical information tehe
PAD, allowingthe PAD staff to discuss patients’ medical conditions and histories with the
insurers Aetna alleges that tH®AD used this information tismpersonate personnel working at
physicars’ officesand disguisethe area code of tHeAD facility during phone callo avoid
detection To meet precertification requirementshe PAD staffallegedlymisrepresented to
Aetna that thepatients receiving Subsys prescriptions were suffering franceiand had failed
other therapiesinsys also hired Area Business kiams (“ABLs”) to work directly in the offices
of certain physician offices to assist the PAD in obtaining prior authorizdboisibsys.

In several state and federal investigai conducted between 2015 and 2017, a number of
physicians who had prescribed Subsys to patients admitted thétaiterescrbed the drug

inappropriately and that thdyad received payments from Insys as part of its speaker program



Accordingto an internaleview conducted by Aetria the fall of 2015, the majority of Aetna
members who had received prior authorization for Subsys did not have a cancer diagnosis.
A. Lee and Rowan
Defendants Lee and Rowan were sales executivasya responsilel for the promotion
of Subsys to potential prescribers. Rowan, who resided in Flsadad as Regional Sales
Manager for the Southeast Region and Regional Director for the Easteom.Rege, who
resided and continues to reside in Michigserved afkegional Sales Manager for the Mid
Atlantic Region, Regional Director for the Central Region, and RegionattDirtor the West
Region. Plaintiffs allege that LeeRowan, and others provided payments and “dtirens of
kickbacks” throughnsys’s sgaker program to health care providers who agreed to prescribe
Subsys offlabel Plaintiffs alsoallegethat someoractitionersvho received speaking fees and
prescribed Subsys for offbel use weréocated in Pennsylvania, including one prescriber
specifically identified in the Complaint as “Prescribe’2in addition,Plaintiffs allege that ee,
Rowan and others “directed PAD staff to obtain and assist practitioners in obtaining the
information required to fill out opia forms to tke program.”
B. Fanto
Fantois a physician Wo operate@ medical practice in ArizormaAetnaallegesthat
Fanto conspired with Insys to defraud Aetna into paying for approximately $96,0003y6Su
for off-label use$. Specifically, Aetna alleges thBanto prescribed Subsys to patients who did

not have cancer, anvdas paid approximately $234,000 for participating in Insys’s Speaker

3 Compl.at 11 21923.

“1d. atf 117

®1d. at24; Fanto Aff. 1 2@6.
® Compl. atf 205.



Program’ Aetnafurtheralleges thaFanto sent patient medical records to Ins#®, which
he knew would equip the PAD to defraud Aetna into paying for excessive dosagekabébff-
Subsys prescriptiorts.

Plaintiffs asserthe following claimsagainst all Defendants: insurarfcaud in violation
of 18 Pa. C.S.A § 4117(a)(Rrount I); aiding, abetting, soliciting, and conspiring to commit
insurancdraud in violation of 18 PA. C.S.A. § 4117(a)(8dunt I1); avil conspiracy (Count
[11); common law fraud (Count I\/)unjust earichment (Count V); negligent misrepresentation
(Count VI); and egligence (Count VII).

. LEGAL STANDARDS

A. Federal Rule of Civil Procedurel2(b)(2)

Pursuant to Federal Rule of Civil Procedure 12(b)(2), a court must grant a deendant
motion to disnss if the court lacks personal jurisdictioner the defendantWhen a defendant
files a motion to dismiss fdack of persongurisdiction the plaintiff bearsthe burden of
establishing that personjakisdiction exists. Once a jurisdictional defense has been raised, “the
plaintiff must sustain its burden of proof in establishing jurisdictional factaigh sworn
affidavits or other compent evidenceof sufficient contacts with the forum stdfe Such
contacts must be established with “reasonable particularity,” but need only amaymima

facie case ifiavor of personal jurisdictioft: If the plaintiff meets this burden, the defendant

"1d. at{ 199, 201.
81d. at{ 206.

° O’Connor v. Sandy Lane Hotel Gé96 F.3d 312, 316 (3d Cir. 2007) (citiGgn. Elec. Co. v. Deutz AG
270 F.3d 144, 150 (3d Cir. 2001)).

1 Time Share Vacation Club v. Atlantic Resorts, L85 F.2d 61, 67 n. 9 (3d Cir. 1984)pited
Healthcare Servs., Inc. v. Cephalon, Irido. 17555, 2018 WL 878766, at *1 (E.D. Pa. Feb. 13, 2018).

" Mellon Bank (East) PSFS, Nat'l Ass'n v. Farjie60 F.21 1217, 1223 (3d Cir. 1992)nited Healthcare
Servs., InG.2018 WL 878766, at *1.



must then establish the presence of other considerations that would renderipmisdict
unreasonablé&’

A district court typically exercises personal jurisdiction according to the laweostdite
where it §#s.®* Under Pennsylvania’s long arm statute, jurisdiction “may be based on the most
minimum contact with th[e] Commonwealth allowed under the Constitution of the United
States.™ As such, “a court may exercise personal jurisdiction over a nonresidentdsf if
the defendant has ‘certain minimum contacts with [Pennsylvania] such thatithermaace of
the suit does not offend traditional notions of fair play and substantial justic&\inimum
contacts must have a basis in ‘'some act by which thedief¢ purposefully avails itself of the
privilege of conducting activities within the forum State, thus invoking the beraefd
protections of its laws.*

Jurisdiction may be general or specific in nattirédere, Aetna relies on specific
jurisdictionover DefendantRowan, Lee, and Fantdro support a finding of specific
jurisdiction, due process requires the plaintiff show: (1) the defendant “purpgpsifalited its
activities at the forum,” (2) the litigation arises out of or relates to at laastiahose activities,

and (3) the exercise of jurisdiction “otherwise comports with fair play abstantial justice *®

2pe Lage Landen Fin. Sery2008 WL 4822033, at *3 (citinGarteret Sav. Bank v. Shush&4 F.2d
141, 150 (3d Cir. 1992)).

13 0'Connor 496 F.3d at 316 (citing Fed. Riv. P. 4(k)(1)(A)).
41d. (alteration in original) (citing 42 Pa. Cons. Stat. § 5322(b)).

5 AAMCO Transmissions, Inc. v. Roman@ F. Supp. 3d 700, 706 (E.D. Pa. 2014) (alteration in original)
(quotingO'Connot, 496 F.3dat 316).

16 Remick v. Manfredy238 F.3d 248, 255 (3d Cir. 2001) (quotiksahi Metal Indus. Co., Ltd. v. Superior
Court of Californig 480 U.S. 102, 109 (1987)).

" Goodyear Dunlop Tires Operations, S.A. v. Bro@é¢ U.S. 915, 919 (2011).

18 0’Connor v. Sandy Lane Hotel Cd496 F.3d 312, 317 (3d Cir. 200@jterations, internal quotation
marks, and citations omitted).



B. Federal Rule of Civil Procedure 12(b)(6)

Pursuant to Federal Rule of Civil Procedure 12(b)(6), dismissal of a complaintuo fa
to state a claim upon which relief can be granted is appropriate where affgdjiain
statement” lacks enough substance to show that he is entitled td%dtiedetermining whether
a motion to dismiss should be granted, the court must consigethosk facts alleged in the
complaint, accepting the allegations as true and drawing all logical inésrentavor of the
non-moving party’ Courts are not, however, bound to accept as true legal conclusions couched
as factual allegation’s. Somethingnore than a mengossibilityof a claimmust be alleged; the
plaintiff must allege “enough facts to state a claim to relief that is plausible ondt&fathe
complaint must set forth “direct or inferential allegations respecting all the materadres
necessary to sustain recovery urstEmeviable legal theory?® In deciding a motion to dismiss,
courts may consider “only allegations in the complaint, exhibits attached to tipdaoam
matters of public record, and documents that form the baaislafm.?*
Il DISCUSSION

A. Personal Jurisdiction

1. Fanto’s Motion

Fanto moves to dismiss all claims against him for lack of personal jurisdiatiserting

that he has never practiced medicine in Pennsylvania, has not visited Pennsylvani2i over

9 Bell Atl. Corp. v. Twomb|y550 U.S. 544, 557 (2007).

D ALA, Inc. v. CCAIR, In¢29 F.3d 855, 859 (3d Cir. 1994y v. Muhlenberg Call No. 074516, 2008
WL 205227, at *2 (E.D. Pa. Jan. 24, 2008).

2 Twombly 550 U.S. at 555, 564.
?2|d. at 570.
3d. at 562 (internal quotation marks and citation omit{et)phasis in original)

%4 pension Ben. Guar. Corp. v. White Consol. Indus., 888 F.2d 1192, 1196 (3drC1993);Brown v.
Daniels,128 F. App’x. 910, 913 (3d Cir. 2005) (quotihgm v. Bank of Americ&61 F.3d 217, 222 13 (3d Cir.
2004)).



yearshas never directed marketing efforts towards Pennsylvdidiaot have an in-network
provider contract with Aetna, and did not submit outiefwork claims to Aetna at any
Pennsylvania addre$3.In response, Plaintiffs do not assert that Fanto himself purposefully
directed activities intéennsylvania, but contend that personal jurisdiction is proper based on the
activities of Fanto’s alleged emnspirators, includintnsysand its employees.

Co-conspirator jurisdiction is not a separate basis ofdwi®n apart from general or
specific jurisdiction?® The doctrinenerelyallows courts to look at the forunelated contacts of
a nonresident defendant’s emonspirators to determine if sufficient contacts eXisT.o impute
the contacts of a econspirator to a defendamlaintiffs must plead with particularitirat1) the
defendant was a participant in an actionable conspiBgeybstantial acts in furtherance of the
conspiracy occurred in Pennsylvania, anth&)nonforum caeconspirator was aare or should
have been aware of those atts.

Here, Plaintiffs have alleged that Fanto conspired with Insys and abhdefraud Aetna
into paying for off-label prescriptions of Subsys. In suppodoetonspirator jurisdiction,
Plaintiffs rely on thdollowing overt acts allegedly undertaken by Insys and others in
Pennsylvania: 1) “paying kickbacks” to physicians, 2) holding “sham ‘speaking 8y8hts
prescribing Subsys off-label, and 4) “sending patient medical information toandrfsys’
PAD.”® These allegations do not provide a basis for asserting jurisdiction over Fanto. The

Complaint does not allege that Insys paid kickbacks to Fanto or held events at which Fanto spoke

2 Fanto Decl. at 11-8, 20-26.

% Mass Sch.of Law at Andover, Inc. \Am. Bar Ass'n 846 F. Supp. 374, 379 (E.D. Pa. 19@4§d, 107
F.3d 1026, 1042 (3d Cit997) United States v. Arrow Med. Equip. CN0.90-5701,1990 WL 210601, at *8
(E.D. Pa. Dec. 18, 1990)

2" Mass Sch.of Law at Andover, In¢846 F. Suppat379
21d. at379-80; Arrow Med. Equip. C91990 WL 210601, at *8
2p|.’s Br. in Opposibn to Fanto and Rowan’s Mdb Dismissat 14 (citing Compl. 7 2123).

8



in Pennsylvania, and there are no facts in the Complaint suggdsatFanto knew or should
have known of kickbacks or speaker events involving other physicians that took place in
Pennsylvania. Similarly, the Complaint does not allege any facts suggéstif@nto
conspired with or was otherwise was aware of health cakedars located in Pennsylvania who
prescribed Subsys offbel and sent patient medical information to Insys’s PAD. Finally,
Insys’s PAD facilities were located in Arizona, and therenarallegedfacts that suggest Fanto
should have knowthat any medical information was being sent fiitbPAD to Pennsylvania,
especially sincéetna has not alleged that any offdasilities oremployeeghat handtdclaims
or authorization requests were located in Pennsylvania. Thus, none of thactsaditéged to
have occurreth Pennsylvania arattributable to Fanto for jurisdictional purposes.

For these reasons, Dr. Fanto’s motion is granted, and all claims against hisnasset
for lack of personal jurisdictioff.

2. Rowan and Lee’'s Motions

Defendants Rowan and Lee also move to dismiss for lagkrebnajurisdiction. In
assertingurisdiction, Plaintiffs relybothon the effect of Rowan and Lee’s own allegedvéts
in Pennsylvania and on tlee-conspirator theory of jurisdiction.

Courts apply the “effects test” fro@alder v. Jones" in analyzing jurisdiction over a
non-resident who commits a tort outside of the forum state. The Third Circuit adoptedtthis

in IMO Industries, Inc. v. Kiekert A& and stated that to establish jurisdiction, the plaintiff must

%0 personal jurisdiction is assessed on a claim specific lsesifRemick. Manfredy 238 F.3d 248, 255 (3d
Cir. 2001) As mentioned, Plaintiffs have asserted no basis finding purp@sefiiment based on Fanto’s own
contacts in connection with any of the asserted counts, and Plaat#sprovided no authority under whiot:
conspirator jurisdiction, even if sufficiently pled, would extendrip ef the substantive nezonspiracy counts
asserted against Fanto.

31465 U.S. 783 (1984)
32155 F.3d 254 (3d Cir. 1998)



show: (1) the defendant committed an intentional tort; (2) the plaintiff felt the brtimé bfrm
in the forum such that the forum can be said to be the focal point of the harm suffered by th
plaintiff as a result of that tort; (3) the defendant expressly aimed haudonduct at the
forum such that the forum can be said to be the focal point of the tortious attifioyestablish
that the defendant expressly aimed tortious condubedbrum state, the plaintiff must identify
specific activity indicating such express aim and demonstrate the defekantedge that the
plaintiff would suffer the brunt of the harm in the fordn.
In asserting that Rowan and Lee purposefully direatddtities towardPennsylvania,
Aetna relies on its allegations that Rowan was the “Director of Sales foasth&Egion” and
Lee was the “Regional Sales Manager for the-Kilntic Region.®® Plaintiffs assert that these
management titles create thesemable inference that Rowan and Lee were responsible for
recruiting sham speakers in Pennsylvania. As further support, Plaintiffs pthet $ingle
Pennsylvanidased prescriber specifically identified in the complaint, “Prescriber 23" wh
allegedly spke at Insys events in this judicial district, and prescribed Subsys to a pataat
in Pennsylvanig‘Patient C”) whomthe PAD fraudulently represented to Aetna had cariter.
These connections between Defendants and Pennsylvania are too attenistsdadisb e
purposeful availment undé€alder. First, Plaintiffs have not alleged fadtsestablish thahey
suffered the brunt of the harm from Defendants’ conduct in PennsylMafhide Plaintiffs assert
thattheypaid reimbursements for patients located in3glvania, the Complaint does not

allege that this is the location where Plaintiffs relied on Defendant’s misrafatse or the

31d. at 256.
341d. at 265-66.

% Pl.’s Br. in Oppto Rowan and Fanto’s Motion at 13 (citing Compl. 1 20, B2’'s Oppto Lee’s
Motion at 7(citing Campl. {1 19, 2P

% Compl. 17 2123.

10



location wherePlaintiffs suffered economic los€. Second, Plaintiffs have not alleged sufficient
facts to show that Rowan or Lee directed tortious conduct toward Pennsylvania. Pldmtiffs
assert that “[t]he entire purpose” of Defendants’ recruitment of physifmaspeaker program
“was to [encourage them to] overprescribe Subsys to patients in Pennsylvdrat/Aeiha

would pay for those prescriptions under fraudulent pretenses in PennsyRiahirg are no
allegations in the Complaint or other evidet@showthat Rowan or Lee specifically directed
their promotional efforts at Pennsylvania physicians. Moreover, texteat Aetna Inc. asserts
that it was targeted the Defendants as a Pennsylvania corporation, Plaintiffs have not alleged
that Rowan or Lee directedeir recruiting efforts to physicians who provided care to Aetna
members.

Moreover, Plaintiffs cannot assert conspiracy jurisdiction over Rowan or Laeadgethe
Complaint does not sufficiently allege facts to supfitat eitheiDefendant enteredto an
actionable conspiracy Under Pennsylvania law, a cause of action for civil conspiracy requires
1) acombination of at least two individuals acting with a common purpose of committing a
criminal act or intentional tort, 2) an overt act in furtherance of this agrecameh8) actual

legal damage to the plaintitf. The plaintiff must also allege that thenspirators acted with

37 Neither Plaintiff alleges that it is headquartered in Pennsylvania, condegted of authorization
requests in Pennsylvania, or received or paid claims through a locatiomsyRania.

% P|.’s Br. in Oppto Rowan and Fanto’s Motion at 1BL’s Br. in Opposition to Lee’s Motion at 7.

39 Arrow Med. Equip. C9.1990 WL 210601, at *& To satisfy the conspiracy theory
of personajurisdiction, Plaintiff must allege that defendants entered in@ctaonableconspiracy. . .”). See also
Miller Yacht @les, Inc. v. Smitt884 F.3d 93, 108. 8(3d Cir. 2004)rejecting the plaintiff's conspiracy theory of
jurisdiction on the grounds that the plaintiff failed to allege an actionabkpaacy). As noted with respect to
Fanto,supran. 3Q any ceconspiator jurisdiction over Lee and Rowan, even if sufficiently pled,ldvappear to be
limited to the civil conspiracy claim against them.

“OKline v. Sec. Guards, Inc386 F.3d 246, 262 (3d Ci2004) Com. ex relPappertv. TAP PharmProds.,
Inc., 885 A.2d 1127, 1140P@. Commw. Ct2005)(citation omitted) Lilly v. Boots & Saddle Riding ClyiNo. 57
C.D. 2009, 2009 WL 9101459, &b tPa. Commw. Ct. July 17, 2009).

11



malice i.e., that they “tookunlawful actions with the specific intent to injure the plaintiff.”
Here, he Complaint does not allege that either Rowan oriteationally directed any actions
against Aetna. The Complaint does not allege facts to show that either Defeasl@tave of
thePAD'’s alleged fraudulent statements made to Aetnidat either Defendant targeted Aetna
members or their physicians. The only employees of Insys specifidalijedlto have directed
tortious activities toward Aetna are staff members of the PAD, and the only speciedalle
involvement by either Rowan or Lee with the PAD is in directing PAD staff menbelstain
medical records from physician offices. This alone does not support asp#eiiitto injure
Aetna.

Accordingly, Rowan’s and Lee’s Motions to Dismiss for lack of personal jatiediwill
be granted, and the Court need not reheleDefendants’ other asserted grounds for dismissal.

3. Insys's Motion to Dismiss
1. Preemption

The doctrine of preemption is rooted in the Supremacy Clause of the United States
Constitution, which provides that the “Constitution, and the laws of the United Stastwll be
the supreme Law of the Lan&”Insys asserts that Aetna’s common lagirols (Counts IIVI1)
are preempted by the Federal Drug and Cosmetics Act (“FDR&C¢ause they are attempts to
enforce FDA requirements using state law claims

There are three primary forms of preemptil) “express” preemption, when Congress
explicitly states its intent to preempt state law; (2) “field” preemption, when €ssigntent to
preempt state law in particular area is inferred from either the comprehensive sififederal

regulation in that area or the dominant federal interest in that and (3) “conflict” or

* Montgomery CntyPa v. MERSCORHANC., 904 FSupp.2d 436, 453E.D. Pa. 2012)
(citing Commonwealth VTAP Pharm.36 A.3d1112,1185 (Pa. Commw(Ct. 2011).

42.S.Constart. VI, cl. 2.
12



“implied” preemption, when “state law is nullified to the extent that it actually conflitks w
federal law,” even though Congress has not displaced all state law in th&tlassarelies on a
theory of implied preemption actilated by the Supreme Court’'sBackman Co. v. Plaintiffs’
Legal Committe&* In Buckmanthe Supreme Couhield that “statdaw fraudon-the FDA
claims” based solely on allegation$ harmresuling from misrepresentations made to the FDA,
“conflict with, and therefore are impliedly peenpted by federal law’® The Courreasoned
thatthe statutory and regulatory framework by which the FDA regulates tHestimg and
distribution of medical devices, including the Agency’s responsibility to palaedf aim to
achieve a “delicate balance of statutory objectiwebich can be skewed lattempts to enforce
FDA requirements through state common fdwinsys contendthat the same rationale extends
to Aetnascommon law claims because they “arise solely from Insys’s allegaghpper off-
label promotion of Subsys®,” and are thus attempts to enforce FDA restrictions on the
promotion of prescription drug.

Under afair reading of the Complainhowever, Rintiffs’ common law claims do not
“arise solely from” Insys’s alleged of&bel promotiorof Subsys and are “not based simply on

some regulatory duty owed to the FDA, the breach of which caused injury to the BI&thtif

“3Knipe v. SmithKline Beecha83 F. Supp. 2d 553, 566 (E.D. Pa. 2008) (qudlialgcicco v. Apotex,
Inc.,521 F.3d 253, 261 (3d Cir. 2008Deweese. Nat'l R.R. Passenger Corp90 F.3d 239, 245 (3d Cir. 2009).

44531 U.S. 341, 348 (2001)
1d.
1d.

*"In re Tylenol (Acetaminophen) MktdNo. 2436, 2015 WL 7076012, at28 (E.D. Pa. Nov. 13, 2015)
There is also no binding auwttity in the Third Circuit holding that claims based solely orlalfiel promotion of
prescription drugs would be preempted urBleckman although courts in other circuits have so h&d@ewright v.
Medtronic, Inc, 81 F. Supp. 3d 600, 614 (W.D. Mich. 2013} I¢intiff' s negligence allegations based solely on
illegal off-label promotion are impliedly preempted because any claim that Defendgatged in illegal offabel
marketing of the Infuse device ‘exists solely by virtue’ of federal edguris,and is not rooted in any traditional
state tort law.”) Houston v. Medtronics, Inc957 F. Supp. 2d 1166, 1178 (C.D. Cal. 2013) (“Any negligence claim
based solely on illegal cffibel promotion is impliedly preemptedMarkland v. Insys Therapeutics,cn270 F.
Supp. 3d 1318, 1330 (M.D. Fla. 20X7Because the existence of¢dbel promotion is a critical element in his

13



Rather, each ohetndsnegligence, fraud, conspiracy, and unjust enrichrolamnsrelieson
material misrepresentationsadedirectly to Aetnain circumvention ofAetna’s own
preauthorization requirements. Notwithstanding any overlap between Aptaaighorization
requiremets for Subsys and the FDA'’s limitations tihe promotion and approved use
SubsysAetna’s claimsarebased on Insys’s state law dutiesefrain frommisrepresentation,
which exist independently of FDA regulationsloreover, 6 the extent the Complaiatleges
off-label promotiorefforts by Insysthese allegations aesserte@sovert acts in aalleged
conspiracy to defraud Aetna, not as indeperdeationablebasedor Plaintiffs’ claims. Thus,
Plaintiffs’ common law claims are not preempted uriglgtkman

Insys also moved the Court, in the alternative, to dismiss Plaintiffs’ commoridemsc
on the ground that the FDCA creates no private right of action against off-label jproffiot
However, becaud@laintiffs’ common law claims are basedlmeache®f duties created under
state lawthe absence of a private right of action under the FDCA has no bearing on these
claims

2. Economic loss doctrine

Insys contends that all of Plaintiffs’ common law claims are barred by tnem®eoloss
doctrine because ¢ly rely solely on economic damages in the absence of physical injury or

property damage. Under Pennsylvania lda@doctrine provides thdho cause of action exists

case, [the plaintiff's] claim is preempté&}i(original alterations and citations omittetiowever, as discusséufra
n. 48, cours in this Circuit have held that such claims would fail in the absencéeafatserted state law duties
because of the FDCA does not create a private cause of actionfabeifpromotion.

“8 Zafarana v. Pfizer, Inc724 F. Supp. 2d 545, 553 (E.Pa. 2010) (holding, with respect to state
common law claims based on tdibel promotion, that “the FDCA does not preempt other causes of actton, b
simply does not provide a private cause of actipsgp also Travelers Indem. Co. v. Cephalon, B2F. Supp. 3d
538, 544 (E.D. Pa. 2014ff'd, 620 F. App’x 82 (3d Cir. 2015)) {Where offlabel promotion violates the FDCA, it
is subject to federal regulatory action by the FDA, or enforcement actiohe Department of Justice, but
violations of the FITA do not create private rights of actin

14



for negligence that results solely in economic damages unaccompanied bglphysigor
property damage®®

Pennsylvania courts have generally applied the economic loss doctrine tormasglige
basel tort claims such as Plaintiffeegligent misrepresentation and negligence clafns.
Plaintiffs contend that the bar should not apply here bedaatendants’ dutiedo not flow from
a contract However, while someourts have at times formulated the economic loss doctrine as
barring plaintiffs from‘recover[ing]in tort economic losses to whichethentitlement flows
only from a contract,®® courts in this district and the Pennsylvania Superior Grawe
repeatedhheld that contractual privity is not a prerequisite for the application of thardettr

In asserting that the doctrine is limited to claims arising from contractual dutiegiff3lain
rely primarily on Bilt-Rite Contractors, Inc. v. The Architectural Stutdfion whichthe
Pennsylvania Supreme Cotsldthatthe plaintiff’'s negligent misrepresentation clgmmrsuant
to 8 522 of the Bstatement (2d) of Torts (entitled “Information Negligently Supplied for the
Guidance of Others'vas not barred by the economic loss doctheeause the defendant, an
architectual firm, owed a common law duty of care as a supplier of professional information for
use by others* Here,Aetnas negligence and negligent misrepresentation claims would not fall

under 8 522 because the Complaint does llejeany basis for findinghatinsys, & a

“9 ExcavationTechs., Inc. v. Columbia Gas Co. of Pennsylvadig Pa. 50, 52 18 (2009). The parties
agree that Pennsylvania law applies to Plaintiffs’ common law claims.

*0 Excavation Technologies, In@36A.2d 11415 (“[FJor common law negligent misrepresentation claims
the economic loss rule still applies.Adams v. Copper Beach Townhome Communities,81B.A.2d 301, 3006
(Pa.Super. Ct. 2003)

*1 Debbsv. Chrysler Corp.810 A.2d 137, 164 n. 32 (Pa. Super. 2082§ alsdVerwinski v. Ford Motor
Co., 286 F.3d 661, 671 (3d Cir. 2002).

2 SeeAm. Stores Properties, Inc. v. Spotts, Stevens & McCoy 8IF& F. Supp. 2d 328, 333! (E.D. Pa.
2009)(citing cases from the Eastern District of Pennsylvania and the Pennsylvaniad®@muit)).

3581 Pa. 454 (2005).
*|d. at 484.
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pharmaeutical manufacturer, owed a professional duty to present accurate information
concerninghe medical records of patients who are prescribed its products. To the contrary,
Aetna asserts that Insys’s employees and agents in the PAD delibergieigamated members
of medical offices while providing patient information to Aetna.

Plaintiffs urgethe Court to interpreBilt-Riteas exemptingll tort claims arising
independently of contractual duties from the economic loss doctrirwever, the Third
Circuit has rejectethis reading oBilt-Rite, holding thaBilt-Rite only createdanarrow
exceptionto the doctrindor claimsarising fromthe advice of professionatsought under
§ 522°° The Pennsylvania Superior Court, in an opinion affirmgthe Pennsylvania Supreme
Court, articulated a similar interpretationRift-Rite in declining to extend the decision’s
holding to a negligent representatidaim alleginglossescaused bynformation provided by
utility company®’ In light of this authority, the Court will apply the economic loss doctrine to
Plaintiffs negligentmisrepresentation and negligence clajileasd Counts VI and VIl of the

Complaint will be dismissed.

% plaintiffs misattribute the statement that the doctrine applies fordgses where the source of the duty
plaintiff seeks to enforce arises from a contract and, even then, only irsstemee the harm suffered is limited to
economic loss arising from the interference with contractual expectati&ilt-f@ite Pl.’s Br. in Opposition to
Insys’s Motion at 8.The quote comes from a partyrgerpretation oBilt-rite as quoted i.ongeneckelVells v.
Benecard Servs. In658 F. App'x 659, 661 (3d Cir026).

% See Longeneckawells v. Benecard Servs. |r&58 F. App'x 659, 662 (3d Cir. 2016) (“we decline to
hold that Pennsylvaris. economic loss doctrine is inapplicable here simply because Plaintiffs amecoatractual
privity with [the defendant] aththus have no contractual remedy&ur v. Chase Bank, USA, Nat. Ass5601 F.3d
212, 224 (3d Cir. 2010) (holding that the plaintiff's “contention thaBtifte-Rite exception encompasses all cases in
which the plaintiff has no contractual remedy is withsupport”);Sovereign Bank v. BJ's Wholesale Club,,|1683
F.3d 162, 177 (3d Cir. 2008)The Pennsylvania Supreme CourtHifi-rite] never suggested that it intended to
severely weaken or undermine the economic loss doctrine in a case such asitimiy icarved out a narrow
exception when losses result from the reliance on the advice of professjonal

>7 SeeExcavation Technologies, In@36A.2d 116 (We view the Supreme Court's adoption of Section
552 as drawing a narrow exception to the application of the economic less tisé particular set of circumstances
that were present iBilt-Rite), aff'd, 604 Pa. 50 (2009).
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The parties further disagree as to whether the ecorlossa@octrine extends beyond
negligencebasedorts to intentional tortsuch as Plaintiffs’ common law fraud and conspiracy
claims®® While there remainambiguity in the case law concerning the genapalicability of
the doctrine to intentional tortsputsin this districthave generally agreed thae doctrine does
not applyto intentional fraud claim&herethe alleged misrepresentations at issue are
“extraneous” to the terms of any contract betwisenparties’® Here, becausBlaintiffs have
notalleged a contractligelationship with any of the &endantsr identified any contractual
obligations from which their tort claims arjgbe economic loss doctrine does not bar Plaintiffs’
claim for common law fraud or civil conspiraag alleged in Causlil and I1V.

Additionally, Defendats have provided no authorfiyr applying the economic loss
doctrine to unjust enrichmealaimsunder Pennsylvania law, and the Court is aware of none.
Thus, the @urt will notdismiss Count \on this ground

3. Civil Conspiracy

Insys contends that Plaintiffs failed to stat@vil conspiracy claim because the
Complaint does not allegbat Insys acted with the requisite malide.particular,Insys
contends that malice exists only when “sodepurpose of the conspiracy was to injure the
Plaintiffs,” °® and any assertion of malice as to Insys is negated by allegations detirantiet

the company was motivated by its business objectives of increasing profit deed siare.

%8 As discussed further below, civil conspiracy is an intentional tort lsedarequires specific intent to
injure the plaintiff.

9 Werwinski v. Ford Motor C0286 F.3d 661671 (3d Cir.2002)

60 zafarang 724 F. Supp. 2dt559 (emphasis in original) (quotingorilus v. Countrywide Home Loans,
Inc.,651 F Supp.2d 292, 313 (E.D. P2008))

17



The partiesand courts in thiBistrict, disagree over whethemotivations of personal or
professional gaimegate malice for purposes of establishing civil conspitadp. particular,
courtshaverelied on differingnterpretatios ofthe following language imhompson Coal Co. v.
Pike Coal Co®?in which the Pennsylvania Supreme Caifirmed the grant of summary
judgment on a civil conspiracy claiom the grounds that thégmtiff failed to establish malice:

Proof of malicej.e., an intent to injure, is essential in proof of a conspiracy. This
unlawful intent must be absent justification. The test was statedsanblum v.
Rosenblum181 A. 583, 585 (1935):

Assume that what is done is intentional, and that it is calculated to

do harm to others. Then comes the question, Was it done with or

without “just cause or excuse™? If it was bona fide done in the use

of a mans own property . .such legal justification would. .

exist not the less because what was done might seem to others to

be selfish or unreasonable. . . . But such legal justification would

not exist when the act was merely done with the intention of

causing temporalarm, without reference to one’s own lawful

gain,or the lawful enjoyment of one’s own rights.
There are no facts of record which indicatéd {ttee defendanthcted solely to
injure [the plaintiffs] To the contrary, there are many facts which indicate that
[the defendanthcted solely to advance the legitimate business interests of his
client and to advance his own intereSts.

While some courts have construed this language as requiring protidladieged conspirators
acted “solely to injure” thelaintiffs, with no objective of personal gaffisuch an interpretation
does not comport with the decision’s reasorfthgn Thompsonthe paintiffs, who had leased

the mining rights in a tract of land, brought a civil conspiracy claim agaswhaetitor who

1 Compare e.g, Zafarang 724 F. Supp. 2dt559andMorilus, 651 F.Supp.2d at313 with PDC
Machines Inc. v. Nel Hydrogen AfSo.17-5399, 2018 WL 3008531, at *5 (E.D. Pa. Jub, 2018)“this Court is
persuaded that the fact that a defendant may benefit economically froopénprctions undertaken as part of a
conspiracy does not necessarily preclude a finding that the defendant #letedhlice) and OzburnHessey
Logistics, LLC v. 721 Logistics, LL@O0 F. Supp. 3d 43754 n.4 E€.D. Pa. 2014{noting that the district court
decisions requiring a sole purpose of injumgly, directly or indirectly, on the Pennsylvania Supreme Court's
decision inThompsor-which actually requires a plaintiff to prove an “intent to injure” thakddgustification.”).

62412 A.2d 466 (1979).

%31d. at472 (citations omitted).

% Seeg.g, Zafarana 724 F. Supp. 2dt559 Morilus, 651 F Supp.2d at313
% SeeOzburnHesseyt ogistics 40 F. Supp. 3d 433t454 n. 4.
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purchased those mining rights along with the competitor’s attorney and theotéllerights.
In granting summary judgmenhé ourt definesnalice as a specific intent to injure without
justification. It reasons that defendant who commits hansjustified if he acted sely to
advance legitimate businesspersonainterests but not if he acted solely to injure the plaintiff.
The court does not hold thatdefendant’s interest in economic gaiould, in itself, justifyor
negatespecificintent to cause injury, particularly if the intendedans for ahieving such gain
wereunlawful and illegitimaté®

Here Plaintiffs assertthat Insys conspired with physicians to defraud Aetna into
authorizing reimbursements for Subsys.this stageif the Courtaccepts as truatInsys
employeesctedwithin the scope of their employmesmdintentionally used false information
to induceAetnato pay claims it otherwise would not have paid, then the Court can reasonably
infer thatinsysharbored specific intent to injufsetnathat satifies themalice element of a civil
conspiracy clain?” Whether Insys, through its agents, in fatbored such intent is a factual
guestion to be developed through discovery. rBalicewould not be negated by an ultimate
business objective aficreasing businegwofits if injury to Aetna is the intended means for
achieving that end.

For these reasonbkisys’s Motion to Dismiss Count Will be denied

4. Unjust Enrichment

To state a claim for unjust enrichmemtder Pennsylvania law pdaintiff must

demonstrate that donferred a benefit on the defendant, that the defendant knew of the benefi

% SeePDC Machines Ing2018 WL 3008531, at **Given theThompsorcourt's definition of malice,
this Court is persuaded that the fact that a defendant may benefit ecaiipfmdbm imprope actions undertaken as
part of a conspiracy does not necessarily preclude a finding that the defectéanith malicg).

%7 See Giordano v. Claudi@14 F. Supp. 2d 508, 534 (E.D. Pa. 2Qb@)ding, in the context of a
defamation claim, that allegations of injurious claims and knowledggsitiyf were sufficient to support malice).
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and accepted or retained it, and that it would be inequitable to allow the defendant to keep the
benefit without paying for i£® Unjust enrichment is not a substitute for failed tort claims
Pennsylvania, but, instead, will generally be usdthfly quasicontract liability®®

Insys argues that Aetna has failed to allege that it conferred a benefiysiolAgtna’s
detriment The Complaint alleges that Aetna paid for prescriptions of Subsys based on
misrepresentations made by Insys concerniagrttlication for which the drug was prescribed
and that Insys gained sales revenue and market share as a result of thesagresCaurts
have found sinar facts to satisfy theenefit element ofn unjust enrichment claim under
Pennsylvania la’ Significantly, Pennsylvania law does not reqtiiva the alleged benefit
an unjust enrichment claitve conferred directlpy the plaintiff upon the defendant, so long as
the benefiis not too attenuated to support equitable réfiefvhile Insys cotends that it only
received payment for services and products that it providedhahdn equitable remedy is not
justified in light of the tort remedies available to Plaintiffs to redress their |dbesg, are
arguments more appropriately addressea full factual record.Thus,Insyss Motion to
Dismissas to Count VIwill be denied.

5. Punitive Damages

Insys moves to dismiss Plaintiffs’ request for punitive damagsentiallyon the same

grounds that it seeks to dismiss Plaintifemmon law fraud claimBecausehe Court will not

% Mitchell v. Moore,729 A.2d 1200, 1203 (P8uper.Ct. 1999).

89 zafarang 724 F. Supp. 2dt560-61 (citing Steamfitters Local UnioNo. 420 Welfare Fund v. Philip
Morris, Inc.,171 F.3d 912, 937 (3d Cir.1999)AP Pharm. Prods., In@85 A.2dat1137).

"0SeeTAP Pharm. Prod., Ing885 A.2dat 113738 (finding that an increase in the market share of the
defendants’ prescription drugs resulting from inflated reimbuesgsrissued by the plaintiff as a result of
defendants’ pricing scheme were sufficient to support an unjust evaigtclaim).

" Glob. Ground Support, LLC v. Glazer Enterprises, |681 F. Supp. 2d 669, 676 (E.D. Pa. 20@&)ng
Baker v. Family Credit Counseling Corg40 F.Supp.2d 392, 420 (E.Pa.2006); TAP Pharm Products/nc., 885
A.2dat113738; D.A. Hill Co.v. CleveTrust Realty Invest&73 A.2d 1005, 1009 (1990)
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dismiss Plaintiffs’ common ladraud claim at this stage of thease Plaintiffs’ request for
punitive damagesiay also proceed
4. Insys’s Motion to Strike

Federal Rule of Civil Procedure 12(f) allows a district court, in its discreoistrike
from apleading an insufficient defense or any redundant, immaterpertinent, or scandalous
matter.”? Although motions to strike may save time and resources by making it unnecessary t
litigate claims that will not affect the outcome of the case, motiossike generally are
disfavored”® To prevail, the moving party must demonstrate that “the allegations have no
possible relation to the controversy and may cause prejudice to one of the partned] thrg
allegaions confuse the issue&’”

Here, Defedants seek to strikbe following paragraphs of the Complaint: 1 42-47
(discussing the national opioid epidemi#tb4 (quoting the FDA commissioner on regarding the
impact of off-label promotion of drugs on public heglth)5 (quoting the Inspector Gerd of
the U.S. Department of Helaland Human Services on his opinion onithpact ofoff-label
promotion on the drug approval process and medical decisakmg); 1196-99, 101
(discussing Insys’s settlements with Oregdeyw Hampshire, and lllinoiattorneys generand
ongoing litigation withthe Arizona attorney genenadgarding offlabel promotion of Subsys).
While neither the national opioid crigi®r the practice of off-label drug promotion forthe
actionable crux of Plaintiffs’ claimshe Court is not persuaded that these facts “have no possible
relation to the controversy® or are so scandalous as to be deliberately derogatory or

inflammatory against Insys. Rather, these background facts provide cortfexttleged events

?Fed. R. Civ. P. 12(f).
3 DeLa Cruz v. Piccari Pres$21 F. Supp. 2d 424, 428 E.D. Pa. 2007).

\d.; see alsdNright & A. Miller, Federal Practice arfdrocedure§ 1382, at 80910, 815 (1969)
> Dela Cruz 521 F. Supp2D at 428
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and practicest issue, and may assist a finder of fact in understandirgidtings and defenseas
this case At the pleadings stage, it is premature to assess whether these ft#gedbuld be
sufficienly prejudicial or confusing tvarrant exclusiomt later stages of thease Thus,
Insys’s motion to strike will be denied without prejudice, Breflendantsnayraise the same
concerndater, if warrantedin amotion in limineor as otherwise appropriate.

IV.  CONCLUSION

Forthe reasons discussed, Defendants Fanto, Rowan, andMa@ss to Dismiss for
lack of personal jurisdiction will be granted, andys’ Motion to Dismiss will be granted with
respect to Plaintiffs’ negligent misrepresentation and negligenicesc{€ounts VI and VII), and
denied n all other respectsinsys’s Motion to Strike will be denied.

An order follows.
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