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UNITED STATESDISTRICT COURT
DISTRICT OF NEW JERSEY

In re PLAVIX MARKETING, MDL DOCKET NO. 2418

SALES PRACTICE AND PRODUCTS
LIABILITY LITIGATION (NO. II) : Civil Action No. 13-1039FLW)(LHG)
' OPINION

UNITED STATES OF AMERICAegt al,
ex rel. ELISA DICKSON,

Plaintiffs,
V.
BRISTOL-MYERS SQUIBB CO.gt al,

Defendants.

WOL EFSON, United States District Judge:

Before the Court ithe motion of Defendan®ristol-Myers Squibb Company (“BMS”),
Sanofi-Aventis U.S. LLC, Sanofi U.S. Service Inc., and Sa8gfithelabo Inc. (collectively
“Sanofi”) (together with BMS, “Defendantstd dismisste Fourth Amended Complaint
(“4AC”) of relator Elisa Dickson (“Realtd). In the 4AC, Relator brings gui tamaction, a
member case of the MulDistrict Litigation, In re: Plavix Marketing, Sales Practices and
Producs Liability Litigation, involvingthe alleged wrongful marketing and sales of Plavix
(clopidogrel bisulfate), a prescription blood thinner manufactured by DefeBd¥#and
marketed in the United States by BMS &ahofi Relatorbrings this case on behalf of the
United States and seventestates, asserting claims for violationtloé federal False Claims Act
(“FCA”), 31 U.S.C. 88 3729-373&ount I); onspiracy under the FCA, 31 U.S.C. § 3729(a)

(Count Il); and the False Claims Acts of twetigur (24) stateqCounts 11EXXVI) . Defendants
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move to dismiss théAC in its entirety, and in the alternative to lirtihe temporal scope of
Relator’s state FCA claims under the laws of five states, the FCAs df wacame effective
after March 30, 2005.

For the reasons stated herein, the Defendants’ Motion to Dismiss the 4AC T&RA
andDefendants’ motion to restrict the retroactive applicatiotheffive state FCAs, which
became effective after March 30, 2085denied as moot.
|. FACTUAL BACKGROUND

Therelevantfacts of this actiopas set forth in the 4AC and taken as true by this Court,
are as followsPlavix® (clopidogrel bisulfate) (“Plavix”) is a prescription blood thinner
manufactured biBMS and comarketed in the United States by Sanofi. 4AACPfaltix has been
approved by the United States Food and Drug Administration (“FDA”) and is tadit@the
treatment of Acute Coronary Syndrome &oduse following a recent myocardial infarction or
stroke or established peripheral artery diseléie. Plavix costs approximately $4.00 per pill.
Aspirin, an overthe-counter blood thinnegoss approximately $0.04 per pild. at § 3.

Relator claims thaDefendants promoted Plavix as a superior druagprinfor certain
indicated usages, when Plavix wasmore effective thaaspirinfor thoseindicated usageand
cost one hundred times motd. at § 22. More than half of state Medicaid programs contain
costbased restrictions that limit coverage under Medicaid toeftsttive treatmentsbid. In
these states, Medicaid only pays for ceféective drugslbid. Where an equally effective but
cheaper treatment is available for a particular course of treatment, the moravexgargsis not
cost effective and cannot be reimburdédl. In these stategpst effectiveness is not just a
requirement for participation in Medicaid, it is a condition precedent to reimbardalesigned

to ensure that a state’s Medicaid program is a good steward of taxpayes. tota



Relator alleges that Defendants targeted theirketingefforts, misrepresenting the
effectiveness of Plavix relative to aspjrat physicians and prescribers whose patients relied
upon public assistance programs such as Medilzhidt § 3.Relator claims thaDefendants’
marketing effortsaused physicians to submit many prescriptions for Plavix in the mistaken
belief that it was a cosffective treatmentbid.

In order for the cost of a drug to be reimbursed under Medicaid, the drug mararfactur
must have entered intand have in effect, a rebate agreement wherein the manufagtees
to give the applicable governmerayor back a percentage aktcost of the reimbursed drud.
at 1 92Drugs that are covered by a rebate agreement are then statutorily divideginto t
distinct categories: those that require prior authorization from Medicadtprreimbursement
and those that are reimbursed automatically when the drug is prestsideBach state
maintains a preferred drug listr formulary, that explicitly exempts certain Medicagdigible
drugs from a prior authorization requirement. Medicaid is obligated to provideueeament
for the cost of a drug on a state’s formulary when the drug is prescribed psiaatfor an
“on-label” indication.lbid. In other words, if a drug is on a state’s formulary, once aridbel
prescription for that drug is written and the prescription is filled, the cost fopitbscribed drug

is automatically reimbursed bthe governmentNo other authorizations are requirédi.at 26.

! The 4AC Complaint defines the term “preferred drug list” as equivalentibtbeochangeable
with the term “formulary.d. at § 92. Defendants correctly object in their motion papers that
these terms have distinct legal meanifiermularies” are described under 42 U.S.C. § 1396r-
8(d)(4), while “preferred drug lists” (“PDL"exemping drugs from “prior authorization
programs) are described undé&r1396r8(d)(5). However, as it is clear from the 4AC that
Relator is concerned with the placement of Plavi®PBisonly, and merely also refers to these
lists as formularies, the legal distinction between these terms as usedMedltaid statute does
not affect the Court’s decisioBee4AC 11 25, 100.
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In addition to marketing to prescribing physicians, Relator also allegeBefendants
falsely marketed Plavix tthephysicians and pharmacisia statdormulary committeess a
cost effective treatment eligible for listing on the states’ formularies, wheix®as not in fact
so eligible, due to its lack of superior effectivenesasfairinand significantly greater codd. at
1 151. Relator claimihat these marketing effotsaudulently induced the formulary committees
to include Plavix on each staté®®L/formulary, which triggered an automatic government
obligation to reimburse Plavix prescriptions—even when Plavix did not meebvshe
effectivenessequirements for inclusion on the formulallyid. Relator alleges that
reimbursements for Plavix in this context constitute falsendainder the FCA and under the
state FCAsIbid.

. PROCEDURAL HISTORY

On March 30, 2011, Relator filed this casehe United States District Court for the
Southern District of Illinois (“the transferor court”). The United Stated its ceplaintiff States
declined to intervene in Relator’s claims. On November 29, 2012, Relator filed a Second
Amended Complaint. Defendants moved to dismiss that pleading, and the transferor court
granted that motion in part and denied it in patti¢ksonl”). See 289 F.R.D. 271 (S.D. lll.
2013) (Dkt. No. 54.).

The Judicial Panel on Multidistrict Litigation then transferred the twa#g®&s Court to be
part of the Plavix® MultiBistrict Litigation. This Court then vacat@&icksonl, in part upon
reconsideration, granted further dismissal in part, and granted Relator leaveni lzer
pleading (Dicksonll”). See2013 WL 7196328 (D.N.J. Aug. 21, 2013) (Dkt. No. 88). On
September 20, 2013, Relator filed a 149-page Third Amended Compla@”}:3rhe 3AC’s

Prescriber Allegations and Formulary Allegations asserted that Detendalatel the federal



FCA and numeroudae FCAs by causg the submission of false claims for Medicare and
Medicaid payment. Defendants moved to dismiss the 3AC in its entirety. On August 20, 2015,
the Court granted Defendants’ motion in part and denied it in part. The Court dis(tijsakd

FCA claims based on Medicare Part D; (2) federal FCA claims based on the Mediosiofpl
thirty-three(33) states, including the District of Columbia; (3) all FClaims based on Plavix’s
inclusion onstate formularies; (4) state FCA claims raised under the law of ningi@¥states;
and(5) all federal and state FCA claims for claims made prior to March 30, 2005, pursusat to t
applicable statutes of limitationSeeDicksonlll, 123 F. Supp. 3d at 619.

The active claims remaining in the cadter the Court’s decisionere(1) federal FCA
claims based on Defendants’ conduct mStates— Connecticut, Delaware, Idaho, Kansas,
Maryland, Massachusetts, Mississippi, Montana, Nebraska, North Carolina, Rlabo@a,

Rhode Island, South Dakota, Utah, Washington and Wyomimgehk of whichmposesa cost
effectivenss requirement as a condition for the reimbursement of drugs undstatiéat
Medicaid progran{‘the Costimposed States”); and (2) state FCA clsiomder the law of the
seven Costmposed States that have enacted their own FSASonnecticutDelaware,
Massachusettdjontana, North Carolina, Oklahoma, and Rhode Island.

On December 15, 2015, the Court stayed this case pending the Supreme Court’s decision
in Universal Health Servs., Inc. v. United Stadesl Massachusetts, ex rel. Escobar— U.S. —

—, 136 S. Ct. 1989, 2001, 195Hd. 2d 348 (2016)) (hereinafteEScobat). On June 16, 2016,
the Supreme Court decidégcobar These proceedings were reopened on June 29, 2016.

On August 16, 2016, without seeking leave to amend, Relator filed her fifth pleading: the

175-page Fourth Amended Complaint (“4ACThe 4AC asserts clainfer violation of the

federal FCA, 31 U.S.C. 88 3729-3733 (Count 1), and for conspiracy to viotatedaral FCA,



31 U.S.C. § 3729(a) (Count IBased on allegedly false Medicaid claims submitted in tgiry
(36) states. In addition to federal FCA claims based on conduct in the 1ihposed States
that this Court previously allowed to go forwaRklator alsancludes claims in 19 states
Alabama, Alaska, Arizona, Arkansas, Colorado, Florida, Georgia, Hawaii, lowasidoal)
Maine, Michigan, Minnesota, Nevada, New Jersey, New Mexico, Oregon, Tenne ssem)3iv
— which this Court previously digesed. Relator claims that these states too impose cost
effectiveness requirements in their Medicaid reimbursement s¢hdnch were simply not
pleaded in the 3ACThe 4AC also asserts claims un@drstate FCAS.This figure includes 17
state FCA claims, which this Court previously dismissealifornia, Colorado, Florida,
Georgia, lllinois, Indiana, Michigan, Minnesota, Nevada, New Jersey, Neucd/jdyew York,

Tennessee, Texas, Virginia, Wisconsin, District of Columfggin, Relator’s rationale for

2 SeeCalifornia FCA(Cal. Gov. Code 8§ 12650-1265®&ount I11); Colorado Medical FCA
(C.R.S. § 25.5-4-304t seq). (Count IV); Connecticut False Claims Act (CONN. GEN. STAT.
ANN. 8 17b-301a et seq.) (Count V); Delaware False Claims and Reporting Act (6 DEE COD
ANN. 8 1201(a)(1) and (2)) (Count VI); Florida False Claims Act (FL. STAT. 88 68.081-
68.090) (Count VII); Georgia False Medicaid Claims Act (GA. CODE 49-4-168 et Szin{
VIII); lllinois Whistleblower Reward and Protection Act (740 ILCS 175, et sgpunt 1X);
Indiana State False Claims and Whistleblowers Protection Act (IND. CODE 8NN 1-5.5-1
—5-11-5.5-18) (Count X); Massachusetts False Claims Act (MASS. GEN. LAWS c¢.22)8 5(
(Count XI); Michigan Medicaid False Claims Act (Mich. Comp. Laws 8§ 400.601-400.613)
(Count XlI); Minnesota False Claims Act (MINN. STAT. 8§ 15.C01 et. seq) (Couny; XIlI
Montana False Claims Act (MONT. CODE ANN. 8887401 — 17- 8-412) (Count XIV);
Nevada False Claims Act (NEV. REV. STAT. ANN. 88 357.01-.250) (Count XV); NewyJerse
False Claims Act (N.J. STAT. § 2A:32C11A) (Count XVI); New Mexico Medicaid False
Claims Act (N.M. STAT. ANN. 8§ 2714-1- - 2714-15) (Count XVII); New York Fese Claims

Act (N.Y. St. Finance Law § 187 et seq.) (Count XVIII); North Carolina FalaenS Act (N.C.
GEN. STAT. § 1605 — 618, 8§ 108A-63) (Count XIX); Oklahoma False Claims Act (63 OKLA.
STAT. 88 5053-5053.7) (Count XX); Rhode Island’s State FalsenSlaict (R.l. GEN. LAWS

88 9-1.1-1 — 9-1.B) (Count XXI); Tennessee Medicaid False Claims Act (TENN. CODE.
ANN. 88 71-5-181 to -185) (Count XXIl); Texas Medicaid Fraud Prevention Act (TEX. HUM.
RES. CODE ANN 36.001-.132) (Count XXIlI); Virginia Fraud AgstimTaxpayers Act (VA
CODE ANN. 8.012.16. 1216.19) (Count XXIV); Wisconsin State Law Claims for Violations
of the Wisconsin False Claims Act (WIS. STAT. § 20.931) (Count XXV); Distri@atimbia
Procurement Reform Amendment Act (D.C. CODE ANN. 88 2-308.13-.15) (Count XXVI).
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resurrecting these claims is that these states also impossffectiveness requirements, which
were previously not pleadeRelator’s federal and state FCA claimghe 4AC incorporate this
Court’s previous ruling on the statutes of limitations, and do not seek recoverigéocltams
arising prior to March 30, 2005, except for revived previously dismissed claims und8tdtar
FCAs with longer or gbrter limitations perioddNew Mexico (four years), New YorfdO years),
Texas (four years), and Wisconsin (10 years). 4AC { 51 n. 54.

On January 30, 2017, Defendants moved to dismiss the 4AC in its entirety. On May 1,
2017, the Third Circuit issued its first reported opinion interpreting the Supremestideoision
in Escobar Defendants submitted a notice of supplementary authority on May 8, 2017,
contending thathe Third Circuit’s precedential decisionlmited States ex rel. Petratos v.
Genentech In¢855 F.3d 481 (3d Cir. 2017), compelled the dismissal of the 4AC for failure to
allege that Defendants’ fraud was material to any government Medicaidgdgoision to pay
for Plavix. Relator opposed &endantsarguments concerningetratoson May 11, 2017.
lll. LEGAL STANDARD

This Court has federal-question jurisdiction over the federal FCA claims unde528.U
§ 1331 and 31 U.S.C. § 3732(a). Supplemental jurisdiction extendsstatbleCA claims
under 28 U.S.C. 8§ 136%ee also United States ex rel. Wilkins v. United Health Grp.,d58.,
F.3d 295, 302 (3d Cir. 2011). “The law of the transferee forum applies . . . to federal questions,
though the Court may give the law of the transferor forum ‘close consideratione’Nazi Era
Cases Against German Defendants Ljt820 F. Supp. 2d 204, 214 (D.N.J. 20G4)d, 153 F.
App'x 819 (3d Cir. 2005) (citintn re Korean Air Lines DisasteB29 F.2d 1171 (D.C.Cir.
1987)). Accordingly, in considering the present motion to dismiss, the precedents ofrthe Thi

Circuit controlthe merits of Relator'tederalFCA claims.In re Nazi Era Cases Against German



Defendants Litig.198 F.R.D. 429, 439 n.16 (D.N.J. 2000) (“When dealing with cases that have
been consolidated for pretrial proceedings pursuant to an order of the MDL Panel under 28
U.S.C. § 1407, the law of the transferor forum merits close attention, but should not be read to
have stare decisis effect in a transferee forum situated in another 8emiith re Korean Air

Lines Disaster829 F.2d 1171, 1176 (D.Cir. 1987). For this reason the Court will apply the

law of the Third Circuit, with due consideration given to the rulings of other @riuitBecause

the Court exercises supplemental jurisdiction over the state FCA claims uatrshof
twenty-four states,hte Court must applyhe state substantive lawof each respective stat@that
state’s FCA claimSilverstein v. Percudajé22 F. Supp. 2d 468, 471 (M.D. Paiffd, 207 F.

App’x 238 (3d Cir. 2006) (“A federal district court exercising supplemental jutisdiover

state law causes of action must apply the substantive law of thg¢@Btateling the cause of

action]as interpreted by the Staddiighest court.”).

3 See alsdn re Donald J. Trump Casino Sec. Litig.-Taj Mahal Litig.F.3d 357, 368 n. 8 (3d
Cir. 1993) (assuming without deciding that the district court was correct thattidistrict
transfers, the precedent of the Thulcuit as the transferee court controtsissues of federal
law, while the circuit precedent of the transferor court merits close conswgratire
Managerial, Prof'l & Tech. EmployegNo. 02CV-2924, 2006 WL 38937, at *2 (D.N.J. Jan. 5,
2006)(quotng Korean Air Lines829 F.2d at 1174 (quoting Marc@&pnflict Among Circulits
and Transfers Within the Federal Judicial SystéYale L.J. 677, 721 (1984))) (“Where the
claim arises under federal law, as is the case here, the appropriate courpelistteedaw of
the transferee court. In considering the issue, the D.C. Circuit Court of Appeabnized that
the pretrial nature of multidistrict transfers suggests that the law of the arigirt should
apply, while the presumed uniformity of federal law across circuits sugbasidaing so would
be unnecessary. After considering these competing views, the court dibaitietthe transferee
court [should] be free to decide a federal claim in the manner it views as cathexttw
deferring to the interpretation of the transferor circuit.’lf);re National Century Financial
Enterprises, Inc., Inv. Litigatior823 F. Supp. 2d 861, 876 (S.D. Ohio 2004) (“the rule in
multidistrict litigation is that the transferee court, in interpreting federaldaauld apply the
law of its own circuit rather than the law of the transferor court's cirguit.fe StarLink Corn
Prod. Liab. Litig, 211 F. Supp. 2d 1060, 1063 (N.D. Ill. 2002) (applyagean Air Linesand
McMasters v. United State260 F.3d 814, 819 {7Cir. 2001) to find that, on questions of
federal law, circuit precedent from the transferee court applies unless tred fedes
specifically intended to be geographically namform).
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When considering a motion to dismiss a complaint for failure to state a claim updn whic
relief can be granted, pursuant to ARdCiv. P. 12(b)(6), a court must accept all wakaded
allegations in the complaint as true and view them in the light most favorable to thefplaintif
Evancho vFisher,423 F.3d 347, 351 (3d Cir. 2005). It islirsettled that a pleading is sufficient
if it contains “a short and plain statement of the claim showing that the pleader isl ¢atitle
relief.” Fed.R. Civ. P. 8(a)(2). However, “[a]lthough the Federal Rules of Civil Procedure do not
require a claimartb set forth an intricately detailed description of the asserted basis for relief
they do require that the pleadings give defendant fair notice of what theffgactaim is and
the grounds upon which it rest8aldwin Cnty. Welcome Ctr. v. Browd66 U.S. 147, 149-50
n. 3 (1984) (quotation and citation omitted). A district court, in wiagl motion to dismiss,
asks “not whether a plaintiff will ultimately prevail but whether the claimant is entitled &r off
evidence to support the clairhBell Atantic v. Twombly550 U.S. 544, 583 (2007) (quoting
Scheuer v. Rhode416 U.S. 232, 236 (1974pee also Ashcroft v. Igbd56 U.S. 662, 684
(2009) (“Our decision iTwomblyexpounded the pleading standard for all civil actions.”)
(internal citations omittedFowler v. UPMC Shadysidé,/8 F.3d 203, 210 (3d Cir. 2009)

(“Igbal ... provides the final nailr-the-coffin for the ‘no set of factsstandard that applied to
federal complaints beforBwombly”).

Following theTwombly/lgbalstandard, the Third Circuit applies a twart analysis in
reviewing a complaint under Rule 12(b)(6). First, a district court must acteptia
complaints wellpleaded facts as true, but may disregard any legal concluBmnker, 578
F.3d at 210Second, a district court must determine whether the facts alleged in the complaint
are sufficient to show that the plaintiff has a “plausible claim for relidf.A complaint must do

more than allege the plaintiff's entitlement to relidf. However, this standard “does not



impose a probability requirement at the pleading stage,” but instead ‘sintipljoca&nough

facts to raise a reasonable expectation that discovery will reveal evidenoe médessary

element.” Phillips v. Cnty. of Allegheny15 F.3d 224, 234 (3d Cir. 2008) (quotihngombly,

127 S. Ct. at 1965%ee also Covington v. Int'l Ass'n of Approved Basketball Offigia F.3d

114, 118 (3d Cir. 2013) (“[A] claimant does not have to set out in detail the facts upon which he
bases hislaim. . . . The pleading standard is not akin to a probability requirement, . . . to survive
a motion to dismiss, a complaint merely has to state a plausible claim for relief.” fsitatio
omitted)). Nonetheless, a court need not credit either “bald assertions” drcthegéusions” in a
complaint when deciding a motion to dismissre Burlington Coat Factory Sec. Litigl]14

F.3d 1410, 1429-30 (3d Cir. 1997). The defendant bears the burden of showing that no claim has
been presentetiedges v. U.S404 F.3d 744, 750 (3d Cir. 2005) (citikghr Packages, Inc. v.
Fidelcor, Inc.,926 F.2d 1406, 1409 (3d Cir. 1991)).

Finally, a court in reviewing a Rule 12(b)(6) motion must only consider thedtetged
in the pleadings, the documents attached theretehalsits, and matters of judicial notice.

Southern Cross Overseas Agencies, Inc. v. Kwong Shipping Grpl&td=,3d 410, 426 (3d Cir.
1999).

Because FCAlaims allege fraud, they are subject to the heightened pleading
requirements of Federal Rule of Civil Procedure 9fti)kins, 659 F.3dat 301 n. 9;Frederico v.
Home Depqt507 F.3d 188, 202-03 (3d Cir. 2007). In order to satisfy Rule 9(b), a complaint
must provide “all of the essential factual background that would accompanyr&hpdragraph
of any newspaper stor¢that is, the ‘who, what, when, where and how’ of the events at issue.”
In re Rockefeller Ctr. Props., Inc. Sec. Litigl1 F.3d 198, 217 (3d Cir. 2002) (quoting

Burlington Coat Factory114 F.3cat 1422). In order to satisfy the standards of 9(b) in the FCA
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context Relator “must provide particuldetails of a scheme to submit false claims paired with
reliable indicia that lead to a stromgerence that claims were actually subied.Describing a
mere opportunity for fraud will not suffice. Sufficient facts to establish a ibleuground for
relief must be alleged.Foglia v. Renal Ventures Mgmt., LLZ54 F.3d 153, 157-58 (3d Cir.
2014) (quotations omittedpee also idat 156 [n United States ex Rel. Wilkins ., we noted

that we had never “held that a plaintiff must identify a specific claim for palyaténe pleading
stageof the case to state a claim for relief.”).

IV. ANALYSIS

“[T]he FCA makes it unlawful to knowingly submit a fraudulent claim to the
government.* U.S. ex rel. Schumann v. Astrazeneca Pharm, Z6®. F.3d 837, 840 (3d Cir.
2014). “The primary purpose of the FCA is to indemnify the government-through its
restituionary penalty provisionagainst losses caused by a deferidanaud.”Wilkins 659 F.3d
at 304 (quotation omitted). To that end, the Act contaigeidamprovision that permits private
parties (known as “relators”) to bring suit “on behalf of the United Statesstgayone
submitting a false claim to the Governmer@chumann769 F.3d at 840 (internal quotation
marks omitted) (quotinglughes Aircraft Co. v. U.S. ex rel. Schup&0 U.S. 939, 941 (1997)).
If a qui tamsuit is successful, the relator has the opportunity to share in the recovery.

The Third Circuit has recognized that “[tlhere are two categories of fasetIthat

may form the basis oinaFCA qui tamsuit: (1) factually false claims; and (2) legally false

4 The FCA as FERA has amended it, now imposes liability on:

[A]ny person who—

(A) knowingly presents, or causes to be presented, a false or fraudulentozlgayrhent or
approval;

(B) knowingly makes, uses, or causes to be made or used, a false restatdroent material to
a false or fraudulent claim[.]

31 U.S.C. § 3729(a)(1)vilkins 659 F.3dcat 303.
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claims.Wilkins, 659 F.3d at 305. “A claim is factually false when the claimant [knowingly]
misrepresents what goods or services that it provided to the Governij@gdrtlaim is legaly
false when the claimant knowingly falsely certifies that it has complied withterialestatute,
regulation, or contractual provision. Such certification may be express or implieger the
‘express false certification’ theory, [a claimant] is lmbinder the FCA for falsely certifying that
it is in compliance with’ a material statute, regulation, or contractual providibntéd States v.
Eastwick Coll, 657 F. App'x 89, 93-94 (3d Cir. 2016) (quotimgkins 659 F.3d at 305). “By
contrast, implied false certification liability attaches when a claimant ‘makegispe
representations about the goods or services provided’ and the claimant's ‘tadlise@dse
noncompliance with material statutory, regulatory, or contractual requiremeaRes thos
representations misleading hédfiths.” Id. (quotingEscobar 136 S. Ctat2001)° “[T]he
implied certification theory of liability should not be applied expansively, pdatity when
advanced on the basis of FCA allegations arising from the Govermsnpaytnent of claims
under federally funded health care progrargilking 659 F.3dat 307. “Thus, under this theory
a plaintiff must show that if the Government had been aware of the defendanti®nsotdithe
Medicare[or Medicaid]laws and regulations that are the bases of a pla;mEEA claims, it
would not have paid the defendantlaims.”lbid.

In addition to factually false and legally false claims, the federal coaves fecognized a
narrow,third category of false claims obtained by “franethe-inducement.” “[A] fraudulently
induced contract may create liability under the False Claims Act when thatotdetea results

in payment thereunder by the government, whether to the wrongdoer or somedndnetice

®>“The FCA defines ‘material’ as ‘having a natural tendency to influendeg capable of
influencing, the payment or receipt of money or propertyitkins, 659 F.3dat 303 (quoting 31
U.S.C. 8§ 3729(b)(4)).
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States v. Veneziglg68 F.2d 504, 505 (3d Cir. 195@)ting United States ex rel. Marcus v.
Hess, 317 U.S. 537 (1943) (superseded by statugeg. alsdJ.S. ex rel. Thomas v. Siemens,AG
593 F. App'x 139, 143 (3d Cir. 2014A({though the focus of the False Claims Act is on false
‘claims,’ courts have employed a fraudulent inducement theory to isstéhbility under the

Act for each claim submitted to the government under a contract which was proctraad)y
even in the absence of evidence that the claims were fraudulent in themgelves.”

In the 4AC,Relator pursues her federal and state FCAndainder both implied false
certification and fraudn-the-inducementheories of liability. First, Relator contends that
Defendants caused physicians toratilprescriptions to Medicaid for payment by fraudulently
marketing Plavixo those physiciangs more effective thamspirin despitePlavix being one-
hundred times more expensive and no more effective. Relator cotttehtise claims to
Medicaid submitted by physiciansho weresubjected to Defendants’ marketing efforts,
contained an implied false certification that Plavix complied with state Medicaidapnog
requirements that all prescriptions submitted for payment be for drugsdtaasteffective
treatments. Because Plavix @she-hunced times more than aspiribu Relator alleges it to
be no more effective, Relator contends that Plavix was noetfestive and was not eligible for
reimbursement under the laws of the thsty-states imposing cosffectiveness requiremerits
their Medicaid programThe Courshall refer to this category of claims as the “Prescriber
Allegations.”

Secondyelying explicitly on the fraudn-the-inducement theory enunciated by the Third
Circuit in the context of a fraudulently induced contract in the unreported decisitwmas
Relator contends that Defendants fraudulemitiuced state Medicaid formulary committées

place Plavix ortheir respective stafeDLs— or formularies— by markethg Plavix to those

13



committeesas more effective thaaspirin when Plavix was not in fact more effective than
aspirin 4AC 198, n. 140 (incorporatinfhomadnto fraudin-the-inducement theoryRelator
again contends that Plavix therefore did not nieestatelaw requirements for cost
effectivenessaprerequsite tobeing included on the formularies of the thisix-states imposing
such requirements. The court shall refer to this category of claims as theut&ior
Allegations.”

Defendants move to dismiss all of Relator’s felEf2A claims in both categas.
Specifically, Defendants argue that the Prescriber Allegations mustrbessied because (1) the
law of the case bars Relator from reviviegeral FCA claims based on alleged implied false
certifications submied in the 19 stateend state FCA claims under the statutes of 17 states that
this Court dismissed in its decision concerning the 3@®Lthe Prescriber Allegations are
deficiert under Fed. R. Civ. P. 9(b); and (3) the Prescriber Allegations fail to meet the
heightened pleadg standard for materiality established by the Supreme Cobgaabar
Defendants argue that the Formulatiegations must be dismissed because (1) the law of the
case bars Relator from reviving the Formulary Allegations, which disneissed in this Qurt’s
decisionconcerning the 3AGand(2) the Formulary Allegations fail to state a claimder
Thomasor any other identified authority. Additionally, Defendants mowm the alternativep
dismiss Relator’s state FCA clairttsthe extent based on tredroactive application of the state
FCA statutes in five states which became effective after March 30, P@baddress each of
Defendants’ arguments in turn.

A. The Prescriber Allegations

1. Law of the Case
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“The law of the case doctrine directs courts to refrain fromhei@ding issues that were
resolved earlier in the litigationPub. Interest Research Grp. of New Jersey, Inc. v. Magnesium
Elektron, Inc.,123 F.3d 111, 116 (3d Cir. 1997). The rule was developed “to maintain
consistency and avoid reconsideration of matters once decided during the coursglef a si
continuing lawsuit.’In re Pharmacy Benefit Managers Antitrust Liti§82 F.3d 432, 439 (3d
Cir. 2009) (internal quotation marks and citation omitted). Law of the case is a matter of a
court’s discretion, but a court faced with revisiting a prior decision in the caseddtmidathe
to do so in the absence of extraordinary circumstances such as where the ingiiah cees
clearly erroneous and would make a manifest injustide (quotingChristianson v. Colt Indus.
Operating Corp.486 U.S. 800, 816 (1988)). In addition, a court may revisit its own decisions or
one of a coordinate court where (1) new evidence is available; (2) “a supgraeminaw has
been announced”; or (3) “whenever it appears that a previous ruling, even if unambiggbtis, mi
lead to an unjust resultld. The law of the case doctrine, however, only applies “to issues that
the court actually decatl, whether expressly or by implicatio@bca-Cola Bottling Co. of
Shreveport v. Coca—Cola C®88 F.2d 414, 429 (3d Cir. 1993).

Here, Defendants contend that this Court’s dismissal of federal FCAsdieised on
false certifications of compliance withe law of non-Cost Imposed Statedicksonlll, acts to
bar federal FCA claims based on the law of those states in the 4AC. | disayiealse Claims
Act violation includes four elements: falsity, causation, knowledge, and mayeriRketratos
855 F.3dat487. In Dicksonlll, this Court dismissed federal FCA claims based on alleged false
certifications of compliance with the law of all states except the-l@gsised States on the
ground that Relator had failed to plead falsity in connection with the non-Cost-Impasesl St

Specifically, the 3AC alleged that Plavix was not “medically necessary” and gsisaeligible
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for reimbursement undéine Medicaidplans of various states. With regard to the Cost-Imposed
StatesRelator had successfully pleaded that in their legal definitions of medicaisitgcéhe
Cost—Imposed States have included not only a cost-based restriction, but ratheve.also
mandated that the cheaper alternative must be equally effectlavas’ In re Plavix Mktg.,
Sales Practices & Prod. Liab. Litigl23 F. Supp. 3d 584, 611 (D.N.J. 2015). This Court found
such restrictions to be consistent with the limitations authorized by Médarad found Relator
to have pleaded that Plavix was not an equally-efisttive treatment to aspitidccordingly,
although Relator had failed to plead falsity on the basis of “medical nggetsg Court held

that Relator had adequately alleged, in the Cost-Imposed States, that phgsibraitged clans
with the implied false certificatiathat Plavix met state Medicaid cesffectiveness
requirements for reimbursement. For the same reasons, this Court then digmeisaedcriber
Allegations under the state FCAs of every state except the seven that weres&lsapGsed
states.

With regard to the non-Cost-Imposed states, however, the Court found merely that
Relator had failed to allegdat6w those states have defined ‘medical necessity’; in other words,
there are no allegations relating to tieesof restrictions by a stateld. at 610. Accordingly,
this Court did not find that the non-Cost-Imposed states did not imposeffartiveness
requirements as a prerequisite to Medicaid reimbursement, but ratherairthette was a total
lack of allegéions as to the content of the state statutory requirements for reimbursement in
those states.

Relator now seeks to raise federal FCA claims on the basis of certifications
compliance with the laws afineteen 19) of these previously dismissed states on the grounds

that their statutory definitions of medical necessityother prerequisites reimbursementdo
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indeed contain cost-effectiveness requirements, which Relator simply tapéebd in the 3AC.
Relatoralso presents claims under seventeen (17) more state FCAs for stadfledkdty also
impose coseffectiveness requirements for Medicaid reimbursenteistclear that Relator
should have sought leave to amend in order to bring such claims. Allowing Relator to bring
federalclaims for false certifications of compliance with the law of the ningpeeviously
dismissed stateand state claims under the laws of seventeen previously dismissed states
however, does not require this Court to revisit or overturn the reasoning of its previsisndeci
In reviewing the 3AC, the Court found that only the Cost-Imposed states includediafieg
that costeffectiveness was a precondition Medicaidreimbursementandthe other states
lacked any such allegatis. In the 4AC, Relator now seeks to supply such allegations for
nineteeredditional statesinder the FCA and seventeen additional states under the state FCAs.
“Generally, Rule 15 motions should be grantddiiited States ex rel. Customs Fraud
Investigations, LLC. v. Victaulic G839 F.3d 242, 249 (3d Cir. 2016). In its most recent
precedential FCA decision, the Third Circuit reversed a district courtialdg#rieave to amend,
invoking wellsettled Supreme Court precedém. Foman v. Davisthe Supreme Court held
that the fundamental purpose of Rule 15 ialtow a plaintiff ‘an opportunitya test his claim on
the merits,” and although ‘the grant or denial of an opportunity to amend is within ¢chetidis
of the District Court,that discretion is abused if it is exercised without giving the plaintiff
sufficient opportunity to make her cas#id. (quotingFoman v. Davis371 U.S. 178, 182
(1962)). Here, Plaintiff's proposed additional allegations are consistent wi@otlr€s decision
in Dicksonlll, and there is no possibility of prejudice to Defendants in considering such
allegations as they are equally subject to Defendants’ legal challenge®(b)dand 12(b)(6) as

are the allegations concerning the Cost-Imposed States. MoreoverthigiCourt has certainly
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afforded Relator ample opportunities to make her case, as demonstratedrbyidus grant of
leave to amend iDicksonll, the Court finds in its discretion that it would not be in the interest
of justice or the parties to dgRRelator the opportunity to test the legal sufficiency of her claims
in the present motion. Defendants’ motion to dismiss the fededastatd=-CA Prescriber
Allegatiors undetthe law of the case is denied.
2. Rule 9(b)

Defendantsiext seek reconsideration of their own previously denied motions to dismiss
the Prescriber Allegations under Fed. R. Civ. P. 9(b). As this Court obse®ekgonlll,
Chief Judge Herndon, hearing this case in the transferor court prior to itetrersidenied
Defendand’ Motion to Dismiss under Rule 9(I§eeJanuary 2013 Memorandum and Order.
With regard to Defendaritassertions that the Second Amended Complaint was insufficient
under Rule 9(b), Chief Judge Herndon stated that “Retaitastant allegations are sufficient to
comport with the requirements of Rule 9(b) in this instance,” and that “[a]s to whicificpe
physicians such misrepresentations were allegedly made, and furtherspattic employees
of defendantsinstructed relator to ake such misrepresentations, such details can be fleshed out
in discovery.”ld. at 8-9. In response to Defendanésguments that “relator is required at this
stage in the proceedings to identify specific claims actually submitted whitbr ri@dlages wer
false,” the court stated that it “does not feel such specificity is requirecsimstance.’ld. at 9
n. 6.

In response to Defendants’ renewed motion to dismiss under Tmkisonlll, this
Court observed that “[w]hile the Third Amended Complaint has added signifietails as to
the stateslimitations on Medicaid and Medicare, ., and as to the stategrmulary programs,

. ., the factual allegations otherwise remain the same as alleged in the Secomtdmen
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Complaint. Thus, with the exception of the Defendants’ new arguments regardfogmhbé&ry
allegations, Chief Judge Hernderdecision rgarding the adequacy of Relawpleading
remains the law of the ca%én re Plavix Mktg., Sales Practices & Prod. Liab. Liti$j23 F.
Supp. 3d 584, 614 (D.N.J. 2015). | next found that none of the extraordinary circumstances
warranting reconsideration of the transferor Court’s prior decision werealplgliand left
undisturbed Chief Judge Herndon’s decision that Relator’s Prescriber Adlegatere adequate
under Rule 9(b)lbid. I also noted that

when applying the standard of Rule 9(b) to claims under the FCA, the Third Cikauit, li
the First, Fifth, and Ninth Circuits, uses a “nuanced” version of the heightened gleadin
standardFoglia v. Renal Ventures Mgmt., LLZ54 F.3d 153, 157 (3d Cir.2014). Under
this reading “it is sufficient for a plaintiff to allege particular details of a schieme

submit false claims paired with reliable indicia that lead to a strong inference that claims
were actually submittedld. at 156. The court also repeated the statementWadkins

that “we ha[ve] never held that a plaintiff must identify a specific claim fpmgat at

the pleading stage of the case to state a claim for rdliefThus, Defendast argument

that the Complaint must identify specific false claims is misplaced.

Dicksonlll, 123 F. Supp. 3d at 614 n. 19.

Looking now to Defendants’ present motion, the allegations of the 4AC are suligtantia
similar to the allegations in the 3AC concerning the Prescriber Allegatiofendats do not
dispute this, and instead argue that reconsideration is appropriate because the Soprém
decision inEscobarconstitutes a supervening change in the law governing 9(b) pleading
standardgor particularity In Escobar the Supreme Court imposed a heightened pleading
standard to allege the element of materiality in implgdse certificatbn cases under the FCA.
Escobar 136 S. Ct. at 1996. As discussktdra, the decision indisputably states an intervening
change of law in the standard to plead materiality under, @&ther under Fed. R. Civ. P. 8(a)
or 9(b).Escobar 136 S. Ct. at 2004 n. 6We reject Universal Health's assertion that materiality

is too fact intensive for courts to dismiss False Claims Act cases on a motion to disatiss
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summary judgment. The standard for materiality that we have outlined is efaand rigorous
one. And False Claims Act plaintiffs must also plead their claims with plausibility and
particularity under Federal Rules of Civil Procedure 8 and 9(b) by, for instasadiry facts to
support allegations of materiality. Escobaris silent, however, whether the general standard for
particularity under Rule 9(b) has been affected in the pleading of other FCAngdem

Defendants extrapolate tHascobaraltered the Rule 9(b) standdadt particularity for
other FCA elementsn thebasis 6 a single line in the decisio®ee Escobarl36 S. Ct. at 2001
(“we hold that the implied certification theory can be a basis for liability, at |dasttwo
conditions are satisfied: first, the claim does not merely request payaeatso mées specific
representations about the goods or services provided second, the defendantailure to
disclose noncompliance with material statutory, regulatory, or contraetpalementsnakes
those representations misleading half-trdjh@mphasisadded). Defendants contend that
Escobats requirement of allegations concerning “specific representations about theagoods
services provided” and how those representations became “misleadntigitinesf changes the
particularitypleading requirement &(b) forimplied certificationFCA claims and reopens the
inquiry previously decided by the transferor court.

Here, as discussed below, the Court finds the imposition by the Supreme Court in
Escobarof a heightened pleading standard for materiality under the FCA to be digpoéiti
Relator’s allegations in the 4AC. As such, other than observing thBstwodardecision

constitutes a supervening change in law with regard to the materiality elém®Qourt need
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not decide whether the pleading standarftber elements of the FCAr for pleading fraud
with particularity under 9(b) have been affected by that decision.

3. Materiality underEscobar

As noted above, “[a] False Claims Act violatiogludes four elements: falsity,

causation, knowledge, and materialiti?étratos 855 F.3d at 487n Dicksonlll, Defendants
moved to dismiss, artthiis Court dismissed the Prescriber Allegatitorsfailure to pleadalsity,
except to the extent raised for implied false certifications of compliance witawhef the 17
Cost-Imposed States. | held:

The allegations based on the Medicaid plans of the Cost—-Imposed States stand on a
different footing. Relator alleges that thesEdmposed States have included in their
Medicaid statutes a cost effective requirement. In that connection, Redlagw@s that
Plavix is no more effective thaspirin, which is significantly less costligeeTAC at 1
115-120. Because, as Relator ay#Pavix was regularly and systematically presented

¢ “Rule 9(b)'s heightened pleading standard applies to state law fraud claims assezthatanh f
court.” N. Am. Catholic Educ. Programming Found., Inc. v. Cardingé F.3d 8, 13 (1st Cir.
2009). Accordingly, any change in the general standard for pleading fraud viitiilpaty
would affect the state law FCA claims as well.

" This Court’s position is supported by the Third Circuit's only decision applying ®b) to an
FCA claim postEscobar In an unreported decision, the Third Circuit enunciated the heightened
pleading standard for implied false certification cases followssgpbar “By contrast, implied

false certification liability attaches when a claimantkes specific representatioalgout the

goods or services provideand the claimant’s ‘failure to disclose noncompliance with material
statutory, regulatory, or contractual requirements makes those reptiessntasleading half-
truths.” United States v. Eastwick Cole57 F. App'x 89, 94 (3d Cir. 201@uotingEscobar

136 S. Ct. at 2001) (emphasis added)). The Third Circuit, then, however, went on to apply the
pre-Escobar9(b) pleading standard for particularity to the allegations before it. “In avder t
satisfy Rule 9(b), a cophaint must provide ‘all of the essential factual background that would
accompany ‘the first paragraph of any newspaper steyat is, the ‘who, what, when, where

and how’ of the events at issueUhited States v. Eastwick Cole57 F. App'x 89, 93 (3@ir.

2016) (quotingn re Rockefeller Ctr. Props., Inc. Sec. Litig1ll F.3d 198, 217 (3d Cir. 2002)
(quotingln re Burlington Coat Factory Sec. Litigl14 F.3d 1410, 1422 (3d Cir. 1997))). The
Third Circuit also affirmed the continued vitality, pdstebar, of Foglia v. Renal Ventures

Mgmt., LLC 754 F.3d 153, 158 (3d Cir. 2014), one of the cases upon which this Court
previously relied in denying Defendants’ motion for reconsideration of the transtaurts 9(b)
ruling in Dicksonlll, applying Foglia to the question of whether claims were made with the
requisite particularityEastwick 657 F. App'x at 95.
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to physicians as superior agpirinfor [certain] patients,%ee id.at § 152, Defendants
caused these physicians to submit false claims. At this stage of this litigatrahtHét
Relator has statgalausible claims under the Cobtiposed States' Medicaid regime.
Relator alleges that cesffectiveness is a “condition[ ] of Government paymenifiat

is, a condition “which, if the government knew they were not being followed, might
cause it to actuallyefuse paymentWilkins,659 F.3d at 309. Indeed, the state statutes
and regulations cited by Relator, on their face, indicate that service®atrddnts must
be costeffective in order to be covered by Medicaid.

Dicksonlll, 123 F. Supp. 3d at 61The Court’s judgment was rendered with the caveat that
“Relatofs claims in this context may not survive scrutiny should, for example, evideoge s
that Plavix was placed on certastates Preferred Drug Lists,” because, as courts in other
circuits had observed, prescriptions for drugs on state PDLs may be submitted tmldnyd pa
Medicaid without the prescribing physician having to obtain prior authorizationtfrerstate —
that is, the state payor might not have the opportunity to cmpursement fothe
prescriptionlbid. In other words, this Court noted that while on the face of the 3AC, Relator had
adequately alleged thiglsecertifications of coseffectiveness had been submitted, it remained
to be determined whether those false certifications werterialto a government payor’s
reimbursement decisiom light of the exemption of some drugs from the prior authorization
process altogether

In the 4AC, Relator now affirmatively allegdsat every state imposing a cost
effectiveness requiremefdr reimbursement under Medicaid also placed Plavix on its PDL or
formulary, exempting Plavix from all prior authorization requirements, andativiggstate
Medicaid payors to reimburse claims for Plavix automatic&ige4AC 1 26, 47, 99-150.
Defendats contend that, in doing so, Relator has pleaded herself out of court by alletgng fac
showing that implied false certifications by prescribing physiciansssadéy could not have
been material to Medicaid’s decision to pay for Plavix prescriptions. In shdetdsmnts

contend that Relator has alleged that state Medicaid agencies would reimburse Pl
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prescriptions automatically upon receipt because Plavix was included on edsHPate
regardless of whatever representations were made by thelpresphysicianDefendants
contend that these allegat®fail the heightened pleadistandard for materiality set forth by
the Supreme Court iBscobar | agree.

In Escobar the Supreme Court reaffirmed the wetitablished requirement that “[a]
misrepresentation about compliance with a statutory, regulatory, or caatrerjuirement must
be material to the Govamrent’s payment decision in order to be actible under the False
Claims Act,” and sought to “clarify . . . how thagorous materiaity requirement should be
enforced. 136 S. Ctat 1996(emphasis added]heEscobarCourt explained:

The materiality standard is demanding. The False Claims Act fanatllpurpose
antifraud statut&or a vehicle for punishing gardesariety breaches of contract or
regulatory violations. A misrepresentation cannot be deemed materiay inecalse the
Government designates compliance with a particular statutory, regulatooptraatual
requirement as a condition of payment. Nor is it sufficienafbnding of materiality that
the Government would have the option to decline to pay if it knew of the defendant's
noncompliance. Materiality, in addition, cannot be found where noncanaglis minor
or insubstantial.

Id. at 2003 (quotincAllison Enginep53 U.S., at 672). The Court later concluded:

In sum, when evaluating materiality under the False Claims Act, the Govatteame
decision to expressly identify a provision as a condition of payment is relevant, but not
automatically disposive. Likewise, proof of materiality can include, but is not
necessarily limited to, evidence that the defendant knows that the Government
consistently refuses to pay claims in the mine run of cases based on noncomptiance w
the particular statutory, ratatory, or contractual requirement. Conversely, if the
Government pays a particular claim in full despite its actual knowledge tkaihcer
requirements were violated, that is very strong evidence that those requ#aneemot
material. Or, if the Govament regularly pays a particular typectaim in full despite
actualknowledge that certain requirements were violated, and has signaled no change in
position, that is strong evidence that the requirements are not material.

Id. at 2003—-04. The Supreme @ also explained that failure to plead materiality was a proper
basis for a motion to dismidisl. at 2004 n. §“We reject Universal Health's assertion that

materiality is too fact intensive for courts to dismiss False Claims Act cases on a tmotion
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dismiss or at summary judgment. The standard for materiality that we havediglan@amiliar
and rigorous one.”). After offering such guidance on how the materiality sthsidanld be
applied, the Court declined to apply it to the facts before it and remanded to the amotals
for applicationld. at 2004.

Signifcantly the Third Circuit has recently appli€dcobarin circumstances which
control the outcome in this case.Retratos the Third Circuit found th&scobarimposed a
“heightened materiality standard” to plead a violation of the FCA, and appliedahdasd to
affirm the dismissal of a relator’s implied false certification complaihtat 492—-9F The
relator inPetratosalleged that the defendants, thakers ofthewidely prescribed cancer drug
Avastin, hadengaged in a marketing campaign whsgistematically suppressed information
about Avastin’s health risks, and “[a]s a consequence of [defendants’] data-suppsasseqgy,
[relator] claimed the company caused physicians to submit Medicare claims tbatover
‘reasonable and necessaryP?étratos 855 F.3d at 485—-8@he relator further alleged

If Roche/Genentech had revealed true and complete clinical, safety, and epdeamaiol
information about Avastin to government regulatory agencies or the public, écsighif
number of doctors (if not all) would have more carefully evaluated their patientsein or

to determine which patients should receive lower doses of the drug, or discontinue use of
thedrug altogether. Similarly, had Roche/Genentech been truthful and forthcomiing wit
reporting this information, third party payers (including federal and gtaternment
programs) would have reimbursed for fewer Avastin indications or for lower dosages, o
conceivably would not have reimbursed for Avastin treatment at all.

United States ex rel. Petratos v. Genentech, Mo. 2:11€V-03691, First Amended Complaint
filed 04/16/15, Dkt. No. 77, 1 19. The Third Circuit found that the relator’s allegations did not

meet the “high standard” for pleading materiality pgstobar

8 The district court below iRetratosdismissed the relator’s complaint for failure to plead
falsity. The Third Circuit disagreed with the district court’s ana)ysig affirmed on the
alternative basis that the complaint failed to plead materiality, in light of therSe@eurt’s
intervening decision ikscobar Petratos 855 F.3cat 489.
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Petrato% allegations do not meet this high standard. As the District Court noted: “there
are no factual allegations showing that CMS would not have reimbursed thesehaldims
these [alleged reporting] deficiencies been curBetiatos does not dispute this finding,
which dooms his case. Simply put, a misrepresentation is not “material to the
Government's payment decisjowhen the relator concedes that the Government would
have pail the claims with full knowledge of the alleged noncomplianceSimilarly, we
think that where a relator does not plead that knowledge of the violation could influence
the Government’s decision to pay, the misrepresentation likely does not “havafuyal
tendency to influence ... payment,” as required by the st&e&31 U.S.C. § 3729(b)(4).

At a minimum, this would be “very strong evidence” that the misrepresentationotvas
material.

Petratos 855 F.3d at 49(citations omitted) (emphasis imiginal). In further support of its
finding that the relator failed to plead materiality, the Third Circuit also notedixhiae mere
fact that a drug being “reasonable and necessary’anndition of payment, without more,
does not establish matertg| (ii) relator failed to pleadhat CMS “consistently refuses pay”
claims like those alleged; (iifelator essentially concedéaat CMS would consistently
reimbursethose claims with full knowledge of the purported noncompliance; and (iv) relator
failed to cite toa single successful claim undbe “reasonable and necessary” provision
involving drugs prescribed for their dabel uses or a court dision upholding such a theoryl.
at490.

Here,in the 4AC Relator ballly allegeghat governmenpayors would not have
reimbursed for Plavix had they been aware of the alleged falsecaédn of cost
effectivenes$, butRelator’s other, more specific allegations, belie treeseclusoryfacts
because Relator concedes that Plavix was listed orsestef's PDL and that a PBlsting alone

was sufficient to compel government Medicaid payutomaticallyto reimburse claims for

% See, e.g4AC 1 196 (“Had the United States known that BMS/Sanofi were knowingly causing
physicians and pharmacists to submit such false claims for payment, the Uaitscv®uld not
have provided reimbursement for such prescriptions under Government Payors’ progfam

208 (same for California); 222 (same for Colorado); 1 234 (same for Conneeticut);
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Plavix. Specifically,Relatorfirst alleges that Plavix was listed on the PDL of every state
imposing a coseffectivenessaquirement for reimburseme@ee4AC 1 99-150. Next, Relator
alleges that once a claim for Plavix was received by a government payor,atibegaid
automatically because of Plavix’s listing on the sRid& sformularies.Id. at 26 (“For drugs
that are on the formulary, Medicaid programs are required to reimbursesthaf @ drug on a
state’s formulary when the drug is prescribed by a physician for an iodi¢at which the drug
is on the formulary. Thus, if a drug is arstate’s formulary, once an “dabel” prescription for
that drug is written and the prescription is filled, the cost for that prescribgdsdautomatically
reimbursed by Government Payors. No other authorizations are required.”); § 4B€tBuse
of BMS/Sanofi’'s fraudulent conduct, prescribing physicians were misled irgorfirieg Plavix
for Medicaid subscribers—which prescriptions certified to the @optsed States that Plavix
met the requirements for Medicaid reimbursememamely that the druggas medically
necessary and cost effective for each patient receiving a prescription for. Wérare Plavix is
on the formulary, these false certifications resulted in the automatic reimbutssriéavix.”).
Accordingly, the Prescriber Allegationstime 4AC clearly allege that once Plavix was
placed on a state PDL, the government payor was obligated to reimbuatebclaimdor the
drugautomatically, without consideration of what certifications the prescribiggigghns might
or might not have been making about the drug. Accordingly, while the Prescribgatiins
may suggest that Defendants’ alleged fraudulent marketing of Plavix tyipnmeg physicians
causedallegedly legally false claims to be submitted to Medicaid government péyers,
Prescriber Allegations clearly state that the government payors’aetmgpaythe claims was

based solely upon Plavix’s inclusion on the state PDL.
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In the 4AC Relator contends that these allegations are sufficient to dstahlsation.
4AC 127 (“A false implied certification by a doctor that a particular drug is medically reegess
and cost effective for a particular patient (i.e., a prescription) is not justiaido the
Government Payor’s payment decision, it is determinative because thaipgpi@scesults in
Government Payor reimbursement despite its fal3itytie relator irPetratosmade a similar
argument, which the Third Circuit explicitly rejected Ratratos as here, the relator argued that
because defendants’ fraudulent marketing practices to prescribing physieee a “but for”
cause of the submission of claims including implied false certificationsviergment payors, in
other words that the defendants’ misrepresentations to physicians about therérotategial to
the phystians decision to prescribe the dragd submit a claim to Medicare or Medicaid, the
defendants’ fraud was material to the government payors’ decision to regntherglaims. The
Third Circuit succinctly noted that relator’s “argument conflates matgriaith causation, a
separate element of a False Claims Act cause of acRetratos 855 F.3cat491. The Third
Circuit explained that in the FCA specific contékie governmeris always the “ultimate
recipient of the misrepresentation” about compliance with a statutory, @yulait contractual
requirement,” and materiality is judged exclusively in relation to the gowsrtisnpayment
decision Petratos 855 F.3dat491. The Third Circuit concluded:

By attempting to focus our inquiry solely on the physigamateriality determination,
[relator] again tries to pass off restyled causation arguments as proeatedality. The
alleged frauds effect on physicians is relevantth@ extent that it caused claims
eventually to reach CMShat is, evidence of how the claim makes its way to the
government should be considered under the causation analysis, while the materiality
analysis begins after a claim has been submifféé. mateiality inquiry, in asking
whether the government’s payment decision is affected, assumes that theadamiact
reached the government.

Id. at492 (emphasis addedipplied here, the prescribing physicians’ alleged belief that Plavix

was costeffective on the basis of Defendants’ allegedly fraudulent marketing campaign, is
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relevant only to the extent that is shows that Defendants induced or caused cidamsng
implied false certifications of cosfffectiveness to reach the government Medicaid rzayr
the Prescriber Allegations to state a claim under the FCA, Relator needeul allegé that the
prescribers’ implied false certification of cesffectiveness affected the government Medicaid
payors’ decision to pay the claims for Plavix. ThidaRe failed todo, and indeed could not do,
instead clearly alleging that once the claims for Plavix were submitted to &itkdirey were
paid automatically by virtue of Plavix’s inclusion on state PDLs, without coraidarby a
government payor of the prescribbamsplied certification of ost-effectiveness.

Returning to the language Bétratos the Prescriber Allegatiohslaims about
Defendants’ conduct in marketing Plavix to physicians in a fraudulent of whistemanner,
allegedly inducing those physicians to submit prescriptionBlforix to Medicaidgo to“how
the [allegedly false] claim makes its way to the governmamd’therefore arecbnsidered under
the causation analysidd. at 492. Materiality analysis begins after a claim has been
submitted’ and the only fact alleged to have influenced the government payors’ decision to
reimburse claims for Plavix in this case is the inclusion of Plavix on the RiDladl felevant
stateslbid. (emphasis added). Once Plavix was listed on the PDLs, the Gongblages that
prescriptions for Plavix were reimbursed “automatically,” regardlesghatever certifications
were being madbky the prescribingphysicians4AC { 26.

As was the Court iRetratos this Court is further convinced in its finditigat Relator
has failed to pleathateriality in this case because (i) the mere fact that a drug being “cost
effective” was a condition of payment, without more, does not establish mgtefiid Relator
failed to plead that government Medicaid payors in faosstently refuse to pay claims like

those alleged; (iii) Relator’'s automatic reimbursement allegasisssntially concedéat
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government Medicaid payors would consistently reimbalsensfor Plavix with full

knowledge of the purported falsertification of physicians that Plavix was ce$fective(i.e.
because Plavix prescriptions were automatically reimbursed without isglered for
approval by the Medicaid payor once Plavix was placed on the state &aL{iv) Relator

failed to cie to a single successful claim under the “@fgctivenessprovisions of the relevant
state statutemvolving drugs prescribed for thean-labeluses or a court decision upholding
such a theoryPetratos 855 F.3d at 490.

Accordingly, the Prescribekllegations fail to plead materiality, and therefore do not
state a cause of aati under the federal FCA. Counffdr substantive violations of the FCA) and
Countll (for conspiracy to violate the FCA), to the extent grounded in the Prescriber
Allegations andare therefore dismisséflFor the same reasonietstate FCA Prescriber
Allegations will also be dismissed as discussaefa.

B. The Formulary Allegations
1. Law of the Case

In Dicksonlll, based on Relator’s failure to plead falsttyis Court dismissed Relator’s

Formulary Allegationsthen premised on claims that Defendants had misrepresented Plavix to

formulary committees as “medically necessaBjicksonlll, 123 F. Supp. 3d at 612Relator

10 Under section 3729(a)(1)(C), the FCA’s conspiracy provision, raised in Count || 4A@\e
liability attaches to any person who “conspires to commit a violation of subpphagk), (B),

(D), (E), (F), or (G)” of that section. Here, as explaireeghra the Court has dismissed Relator’s
substantive FCA claims under the other subsections of Section 3729(a)(1), andeherefor
Relator's Section 3729(a)(1)(C) conspiracy claim, premised on a consfaraicjate those

other subsections must be dismisakh United States ex rel. Petras v. Simparel, 18867 F.3d
497, 507 (3d Cir. 2017) (reasofor the dismissal of relator’s substantive FCA claim “appl[y]
with equal force to the dismissal of [relator’s] conspiracy claichgt 507 n. 53 (quoting
Pencheng Si v. Laogai Research Fouid.F. Supp. 3d 73, 89 (D.D.C. 2014) (*“[T]here can be
no liability for conspiracy where there is no underlying violation of the FCA."))
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cannot identify any false certificatiovhich actually was a prerequisite to pamh Equally
deficient, Relatos speculative allegations with respect to Medicaid P & T Committees also do
not state a claim. There are simply negdtions how any of Defendantdlegedly false
promotional statements were material to, or had any bearing on, the decisiorsyrtieste
committees); id. at 612-13 (allegations that Defendants’ schemesed states include Plavix

on their state’dedicaid formularies for indications for whichaRix is not medially necessary
failed to plead falsity)ln their present motion, Defendants contend that this Court’s prior
dismissal of the Formulary Allegations is law of the case, and bars Rietetobringing its
modified Formtary Allegations in the 4AC. | disagedor two reasons.

Firstly, as was the case with the Prescriber Allegations, the Fornfllagations in the
4AC are based on Defendants’ alleged inducement of state formulary cassrtotiaclude
Plavix on their PDLs through misrepresentations about Plavix'seffesttiveness, notst
medical necessity. As such, Relator’'s Formulary Allegations in the 4AC domiadict or
otherwise require reconsideration of this Court’s previous dismissal of the Boymiliegations
in the 3AC based on Plavix’s medical necessity. Although, again, it would have been apgropri
for Relator to request leave to amend to conform her Formulary Allegatidms ©durt’s prior
decision, the Court grants such leave now in the interest of allowing Plaintiff an opydiduni
her claims to be considered fully and because of the absence of prejudice to Defé&sdaiits
the Prescriber Allegations, Defendants have had an opportunity to move to dismiss the
Formulary Allegations as presently drafted, and indeed have done so.

Secondly, the 4AC makes clefor the first time that Relator’s formulary allegations are
intended to state a claim under a ffan-the-inducement theory of liability under the FCA, as

embodied in the Third Circuit’s unreported decisioffitomas4AC { 98, n. 140Because a
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fraud-in-the-inducement theory of liability was not before this Couioksonlll, and the
Court did not have the benefit of the parties’ briefing on the issue, the Court, in itsiaiscret
declinesto hold that the Court’s prior dismissal of the Formulary Allegations encompassed
Relator’'s new theory. Accordingly, Defendants’ motion to dismiss the ForynAlliexgations as
law of the case is denigdnd | will now turn to the merits of the claim
2. Rule 12(b)(6) Failure to StateGlaim

As discussedsupra the Prescriber Allegations in the 4AC fail because they allege that
state formulary committees’ decisions to include Plavix on their state, RDHsnot the implied
false certifications of prescribers submitting claims to Medjcaéxe actually material to
government Medicaid payors’ decisions to reimburse claims for Plavix. Inwtrds,the
allegedlyfraudulent inclusion of Plavix on a PDL by a formulary committee, not the submission
of a false claim by a physician, is theepative act affecting each Medicaid payment decision in
this case. The question before the Court on Relator’'s Formulary Allegatiarsotbeis
whether the FCA recognizes such a cause of action for “fraud on the forroomanyittee.”
Relator, in the 4AC, and in her opposition briefing on the present motion, contends that the FCA
does provide for such actions under the theory of fraud in the inducement enuncidtechas

“[T]he focus of the False Claims Act is on false ‘claim3Homas593 F. App'x at 143.
“The conception of a claim against the government normally connotes a demand fgramone
for some transfer of public propertyHutchins v. Wilentz, Goldman & Spitz@63 F.3d 176,
183 (3d Cir. 2001) (quotation omitte@ee also id(quotng United States v. McNin¢l856 U.S.
595, 599 (1958[‘the False Claims Act was not designed to reach every kind of fraud practiced
on the Government”)n Thomashowever, relying upon older, reported precedent, the Third

Circuit held that “[a]lthough th focus of the False Claims Act is on false ‘claims,’ courts have
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employed a fraudulent inducement theory to establish liability under th@”eath claim
submitted to the government under a contract which was procured by fraud, even inrthe abse
of evidence that the claims were fraudulent in themselvEsdmas593 F. Appat 143. This
theory dates back to the decision of the Supreme CouUnited States ex rel. Marcus v. Hess,
317 U.S. 537 (1943) (superseded by stat@eg idat 542—-44recogrnizing fraudulent
inducement theoryHessinvolved collusive bidding on federally assisted state contracts. The
United States later made payments by disbursing federal grants intofanpoind aid the local
government in paying its obligations under the collusively obtained conffhetSupreme

Court noted that although the wrongulpin Hessdid not involve the submission or inducement
of a false claim in the strictest sense, the conduct of the defendants in intheaumglérlying
contracts by fraud nevertheless fell within the prohibition of the FCA.

The government’s money would never have been placed in the joint fund for payment to
respondents had its agents known the bids were collusive. By their conduct, the
respondents thus caused the government to pay claims of the local sponsors in order that
they might in turn pay respondents under contracts found to have been executed as the
result of the fraudulent bidding. This fraud did not spend itself with the execution of the
contract. Its taint entered into every swollen estimate which was the bask for

payment of every dollar paid by the P.W.A. into the joint fund for the benefit of
respondents. The initial fraudulent action and every step thereafter takeadmessto

the ultimate goat-payment of government money to persons who had caused it to be
defrauded.

Hess 317 U.Sat543-44. The Third Circuit has long appliddsss holding.SeeUnited States
v. Veneziale268 F.2d 504, 505 (3d Cir. 1959) (“[I]t has long since been settled that a
fraudulently induced contract may create liability under the False Chadtnwhen that contract
later results in payment thereunder by the government....”). Furthermore, whees3ongr
amended the FCA in 1986, it recognized that fraudulently induced contract claiens we
actionable under the statute. S. Rep. No. 99-345, at 9 (X6pfijted in1986 U.S.C.C.A.N. at

5266, 5274 (“[E]Jach and every claim submitted under a contract, loan guarantee, or other
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agreemenivhich was originally obtained by means of false statements or other corrupt or
fraudulent conduct, . .constitutes a false claim..Since the 1986 Amendments, numerous
federal Courts of Appeals have recognized the “friadithe-inducement” theory of FCA liability
in the context otontractsinduced by fraud?
a) The Third Circuit Has Not Recognized Relator’'s Theory of FCA Liability

Here, Relator argues that the franethe-inducement theory ithomasmay be extended
to support Relator’s fraud-on-tHermulary-committee theory in this casledisagreeFirstly,
none of the Supreme Court or circuit court precedents recognizing therirthetinducement
theory, including those binding decisions of the Third Circuit, has ever recodretaidr's
novel frauden-theformulary-committee theory. Frauith-the-inducement began in the Supreme
Court’'sHessdecision as a doctrine applicable to contracts induced by frauds lteaffirmed by

Congress in the legislative history of the 1986 Amendments to the FCA asinallmited to

1 The district court below in Thomas relied in part on the legislative histohedfa86
Amendments in finding an actionable “fraudthe-inducement” claim in that contract cageS.
ex rel. Thomas v. Siemens AB1 F. Supp. 2d 540, 567-68 (E.D. Paiffjd, 593 F. App'x 139
(3d Cir. 2014).

12See, e.g., In re Baycol Prod. Liti§:32 F.3d 869, 876 (8th Cir. 2013) (“when a relator alleges
liability under a theory of fraudi-the inducement, claims for payment subsequently submitted
under a contract initially induced by fraud do not have to be false or fraudulent in and of
themselves in order to state a cause of action under the FQ#tgd States ex rel. Longhi v.
Lithium Power Techs., Inc575 F.3d 458, 467—-68 (5th Cir. 2009) (where a contract was
procured by fraud, even when subsequent claims for payment under the contract were not
literally false, they became actionable FCA claims because they “derivedhfeconiginal
fraudulent misregsentation”)Wilson v. Kellogg Brown & Root, InG25 F.3d 370, 376 (4th

Cir. 2008) (recognizing a fraudulent inducement claim under the FCA based on obtaining a
government contract through false statements) (ciiagison 1,176 F.3d at 787)Jnited Sates

ex rel. Hendow v. Univ. of Phoen#61 F.3d 1166, 1173 (9th CR006) (“liability will attach to
each claim submitted to the government under a contract, when the contract ..gina#yori
obtained through false statements or fraudulent condltijed States ex rel. Bettis v.
Odebrecht Contractors of Cal., In@93 F.3d 1321, 1326 (D.C. Cir. 2005) (“[C]ourts have
employed a ‘fraudn-the-inducement’ theory to establish liability under the Act for each claim
submitted to the Government undesaatract which was procured by fraud, even in the absence
of evidence that the claims were fraudulent in themselves.”) (citation omitted).
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claims “under a contract, loan guarant@epther agreemeritS. Rep. No. 99-345, at 9 (1986),
reprinted in1986 U.S.C.C.A.N. at 5266, 5274. And it has only ever been applied by the Courts
of the Third Circuit, including imThomasdtself, to contracts induced by frauthomas 593 F.

App'x at 143 (allegations that defendants fraudulently induced the VA to enter into the
contracts)States v. Venezigl268 F.2d 504, 505 (3d Cir. 1959) (allegations that defendants
fraudulently induced government guaranteed bank loan agreeinehg.absence of §n

binding or persuasive authority suggesting that a theory of liability formdx ioontext of
contracts should be applied equally in the context of non-contract interactions with genernm
regulatory bodiesas in this casenarketing statements to formulary committees, this Court will
not craft a frauebn-the-formulary theory for Relator out of whole cloth.

Secondly, evemwere the Court inclined to reason by analogy from the contract context,
Thomaswould still not offer Relator a cause of actionéndn Thomasand the earlier frauth-
the-inducement cases going backess the fraudulently obtained contragas alleged to give
rise to the claims submitted for payment to the governnsed, e.gHess 317 U.S. at 543
(award of contracts induced local government sponsors to submit claims to the federa
government in order to pay defendants under the contrbiet®, Relator cannot allege in the
same way that Plavix’s listing on state PDLs gave righddater claims submitted for payment
to the government. Instead, Relator attempts to establish the connection betwssrdtba the
formulary committee and the payment by the government of false dlaimgyh Defendants’
alleged separate fraud although a part of an overall fraudulent scheméo-falsely market
Plavix to prescribing physicians, who weherebyinduced to submifalseclaims to Medicaid.
The absence of the same direct causal connection between Defeatiegés! fraud on the

formulary committee, and the submission of false claims that is present between contracts
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induced by fraud and claims submitted under those contracts, gives the Court pausetbecause
suggests that embracing Relator’s theory would be a step toward bringmgrapresentations
to government bodies within the purview of the FCA. The Supreme Court and the Third Circuit
have always made it clear that the FCA was not designed to have so expansive $es;@g.
Escobar 136 S. Ct. at 2003 (quotirglison Engne,553 U.S., at 672) (“The False Claims Act is
not ‘an dl-purpose antifraud statutePetratos 855 F.3d at 490 (quotingilkins 659 F.3d at
307 (citation omitted)) (“the False Claims Act is not ‘a blunt instrument to enforcelieocg
with all . . . regulations.”)Wilkins 659 F.3d at 307 (“the implied certification theory of liability
should not be applied expansively, particularly when advanced on the basis of FCAoakegat
arising from the Government's payment of claims under federally fureddtthltare programs.
In particular . . . the rationale . . . does not fit comfortably into the health care tdoetexise the
[FCA] was not designed for use as a blunt instrument to enforce compliance with atlimedic
regulations—nbut rather only those regulations that are a precondition to paym&attdn(c
omitted)).Accordingly, this Court will not extend the Third Circuit’s recognized frauithe-
inducement theory of FCA liability beyond the realm of contracts induced by fraud.
b) TheSolvayDecision is Unpersuasive
In opposition, Relator cites to a single reported case for the propositidrhtraasmay

be extended to encompasfraudonformulary-committee theory of liability3 Relator contends

13 Relator also cites two additional unreported cases in support of her position. Both are
irrelevant to the Court’s analysis. In addition to being a non-binding decismited States v.

Pfizer, Inc, No. 05CV-6795, 2016 WL 807363, at *10 (E.D. Pa. Mar. 1, 2016), is factually and
legally inapplicable to the present case. Firstly, it was not a-fratite-inducement c2; the

Relator inPfizer proceeded under an implied false certification theory that doctors were caused
by Defendants to submit prescriptions for latbel uses that were not medically accepted or
medically necessary. SecondBfjzerdealt with an allege scheme fooff-labelpromotion of a

drug tohospitalformulary decisiormakers. Simply pu®fizeroffers no guidance as to whether
Relator has statedfeaud-in-the-inducementause of action favn-labelpromotion tostate
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that inU.S. ex rel. King v. Solvay S,823 F. Supp. 2d 472 (S.D. Tex. 20bider vacated in
part on reconsiderationNo. 06€CV-2662, 2012 WL 1067228 (S.D. Tex. Mar. 28, 2012), the
Sothern District of Texas appliedf@omaslike theory to find fraudulent marketing of a drug to
a state formulary committeetionable under the FCA. Opp. 26-27.

In Solvay the relators alleged that defendants had marketed three-grugsox,
Aceon, and AndroGel — for conditions other than conditions for which the drugs were approved
by the FDA (“offlabel”) and had offered kickbacks to physicians who prescribed the drugs.
Solvay 823 F. Supp. 2d at 480-8lhe relators irSolvaypursued a falseertificationtheory of
liability under the FCA, along with claims under the Anti-Kickback Statbtdvay 823 F. Supp.
2d at 488. In ruling on defendants’ motion to dismiss the realtors’ FCA claims puis éraaat. t
R. Civ. P. 12(b)(6), th&olvayCourt first found that for at least some of the drugs, relatms
shown off-label claims had knowingly been submitted for payment to the goverhtan&09.
The Court then proceeded to consider whether the relators’ false certificattocidt@s
sdisfied the elements of falsity and materiality. Turning to materiality first, ¢tkiet concluded,
without reasoning or supporting law, thalators false certification claims for offabel

promotion satisfied the FCA’s materiality requirem&hd. at 509. The court then launched into

formulary committeesSimilailly, in U.S. ex rel. Brown v. Celgene Carpo. 10€V-3165, 2014
WL 3605896, at *6 (C.D. Cal. July 10, 2014), the district court fouridr alia, a defendant’s
attempt to improperly influence drug compendia by bribing physicians who workée on t
compendia committee to give rise to a plausible inference that the defendanbmvatny off
label uses of its drug that were not supported by the compendia. Here, the only uge of Pl
alleged to have been promoted were on label and there are ragiaiiegf bribery.

4 The Court devotes significant attention to the otherwise only marginally rel@piantn of
Solvay because it is the only case that Relator has identified, and that this Courtrhablbde
discover, that may even arguably be said to have adopted Relator’s theory oalbi(@xx |
Relator thus relies heavily up&@ovlvayin her Opposition and supplementary briefing.

151t is worth noting that th&olvayCourt employs confused and vague language, whatkes it
impossible for this Court to determine the basis on which materiality wadlyrfidiand. For
example the Court, referencing its discussion of Rule 9(b) particularity ttiheteourt found
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an extensive analysis of the falsity element, focused on whether the dregshatiibeen
marketed offlabel were nevertheless marketed for a medically accepted use listed in the
DrugDex compendium. TheolvayCourt concluded that the realtors had alleged falsity.

After addressing these two elements, $lodvaycourt moved on to a new subsection of
its opinion, confusinglyitled “Alternative Ways of Showing Falsity/Materiality.’sb
characterize the title becay#ee federal courts have not recognized “alternative ways” to
demonstrate falsity or materiality than those reflected in the Medicafdeaidaid statutes and
case law that th8olvaycourt had already addressed, and secobédlyausdalsity and
materialty are distinct elements of an FCA claim, which cannot be asddhould not be
referred to interchangeably. Tellingly, it is this section of the Solvay’sapinion upon which
the Relator in this case relies. Thelvaycourt first concluded, without citation to supporting
law, that:

Linking the offlabel promotion to materially false claims with claims data is not the only
way in which the 4AC could allege that the prescriptions resulting from thaleff-

promotion had a natural tendency to influence the government's decision regarding
payment of claims. Relators argue that . . . [defendant’s] specific targéthg T

committee members to gain favorable treatment on state formularies demonstrate that the

above that the alleged dHibel promotion was materitd off-label claims, under subsection
3729(a)(1).”ld. at 509. As the Third Circuit made cleaHatratos however, the inquiry in FCA
false certification cases is not whether defendants’ marketing efforts aeaitat the
submission of claims, but rather whether the ultimate false certification tochesstne
government is material to the governmengyment decision. Moreover, tis®lvaycourt’s
opinion is unclear whether materiality was ever really at issuefandants’ motion. Th8olvay
Court first wrote that “[defendant] SPI moves to dismiss the 4AC under Rule 12(bjg)de it
fails to plead falsity or materiality as to the alleged FCA violations based-tabet
promotion.”Id at 509. Just sentences lateowever, the court wrote “[defendant] SPI’
argument here, though, is not that the alleged scheme was not materidhbebfaims.
Rather, SPI argues that Relators fail to allege facts demonstrating thettef€laims stemming
from the alleged offabel promotion were noreimbursable, and therefore false, claimbid.

In short, immediately after stating that materiality wasstestheSolvaycourt stated that the
defendant’s motion really sounded in falsity.
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off-label promotion campaign had a natural tendency to influence the government's
decision regarding payment of claims.

Solvay 823 F. Supp. 2dt514.
The Solvaycourt then discussed the allegations in the realtors’ complaint supporting this
“alternative” theory of materiality:

The 4ACadditionally alleges that Solvay specifically geared itdatfel promotion

towards members of state P & T committees [isid attempt to influence which drugs
were included on the states' Medicbormularies.The 4AC alleges that “[w]ooing P & T
commitee members was discussed openly and earnestly on periodic conference calls
with upper management.” A Solvay sales representative allegedly argued for th
inclusion of Aceon on the Preferred Drug List in a meeting with the West Vargi& T
Committee. 8e allegedly relied on the PROGRESS study, which the 4AC alleges does
not support the use of Aceon at all.

Id. at515 (citations omitted).

Then, once again without the discussion of any lawStieaycourt summarily
concluded that “the alleged wooinfjP & T committee members plausibly influenced which
drugs were placed on state formularies and thus had a natural tendenayetecnthe states
decision, and in turn the federal government's, decision with regard to payment. Aglgottan
4AC plasibly satisfies the materiality eleméntbid. Finally, after another briediscussion
about falsity, the court concluded “[ijn sum, the court finds that the 4AC plausibly pleddke
claims resulting from offabel promotion were falser material.”lbid. (emphasis added)am
particularly troubled by this conclusidrecauseto state an FCA clainthe alleged false
certification must be both falsend material.

As a threshold matternotethatSolvayis an out-ofeircuit, district courdecisionwhich
is not binding on this Court. | further find thatdnnot place any reliance upoma# persuasive
authority due to the gaps its reasoning identifiedsupra and its complete failure to cite any
law in reaching the holding for which Relator offers it to this Court. StlgayCourt did not
adequately distinguishetween falsity and materiality, ndid it appropriately addreske
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principle that materiality is judged from the perspective of the governmgot, et the
physician submitting an lalgedly false claimMoreover,Solvay as every other case cited by
Relator in support of her Formulary Allegations, involveddfidabelmarketing of drugs.
Solvay 823 F. Supp. 2d at 515 (“specifically geared its off-label promotion towards members of
state P & T committees”). The 4AC alleges, and there is no dispute in this eagEefdndants’
alleged marketing effort® state formulary committees, to the extent they existed at all, were
strictly for onlabel, FDAapproved indications of Plavix. An open question thus remains
whetherSolvayand Relator’s other ofgbel cases have any import here at&de e.g,
Petratos 855 F.3d at 490 (observing in disniggrelator’s claim, “[n]or has he cited to a single
successful claim under [Medicare’s exclusions from coverage] involving drugiipes for
their on-label uses or a court decision upholding such a theory.”). Based upon the feiegoing
find thatSolvayprovides no persuasive support for Relator’s position here.

There are further reasons tlsatlvaydoes not assist Relator’s caBestly, Solvayis not,
as Relator argued, a fraumitheinducement case likEBhomas Instead, it appears that the court,
after proceeding through the elements of an FCA claim on defendants’ motiomissdis
hypothesized about other “alternative” ways in which the relators in that @alsehave
established the elementsfafsity and materialityn their false certification claimrhe court
then, concluded, without legal citation, that allegations of a fraud on state forroomanyittees
satisfied the materiality element in a false certification FCA ¢ase.possible explanation for
this result can be found in thegal standard th®olvaycourt identified earlier in its opinion.
There, thecourt indicated that it considered the realtors’ claims under the framewddkthdly
the Fifth Circuit inUnited States ex rel. Longhi v. United Stat&& F.3d 458, 470 (5th Cir.

2009).Longhi, apre-Escobarcase, established a “natural tendency” test for materiality in the
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Fifth Circuit. “The ‘natural tendency’ test requiragbat the false or fraudulent statements either
(1) make the government prone to a particular impression, thereby producingosbaiefect,
or (2) have the ability to effect the government's actions, even if this isshk of indirect or
intangible action on the part of the Defendant§lius, the statements mukave thepotential to
influence the governmerg’decisions.”Solvay 823 F. Suppat 489-90 (quotind.onghi,575
F.3d at 470)This test for materiality is significantly more permissive and expansive of the
FCA'’s scope than the materiality test establishel@soobarand applied ifPetratos

Although the Fifth Circuit has yet to explain whetksicobaroverturned_onghi in a
recent reported decision, the Court of Appeals ditmwghifor the elements of an FCA claim,
but appliedEscobats heightened pleadingtandard for materialityfseeAbbott v. BP Expl. &
Prod., Inc, 851 F.3d 384, 387-88 (5th Cir. 201®ferencind-onghi, but applyingescobar
instead of the “natural tendency” test). At least one circuit court of appeskspecifically
considered the issue, and has concluded.tbraghiand its equivalents in other circuits are not
good law afteEscobar'® Although this Court need not decide the issue, having already
determined thaBolvayis not entitled to any persuasive weight, the very factSbatayis not
based on current law further undercuts its relevan&etator’'s proposed legal theory.

c) Comparable Fraudn-theFDA Claims Have Been Rejected

16 See Johnson v. D.C144 A.3d 1120, 1136-1138 (D.C. 2016) (seven circuits, including the
Fifth Circuit in Longhi adopted the less burdensome “natural tendency” testdtariality in

FCA cases; the Eighth Circuit adopted an “outcome materiality test” holtanghiere can be no
false claim if the government would have made payments regardless ofeéhdatgfs actions;

in Escobar‘the Court announced a new approacihtteriality closer to the outcome test than to
the less stringent one followed by a majority of the federal circuits. . . .tatwosy test for
‘materiality,’ therefore, as ‘having a natural tendency to influence, oajpabdte of influencing,

the payment or receipt of money or property,” appears to be ‘the effect likether actual
behavior of the recipient of the alleged misrepresentation’ upon learning gbmmitan its mere
potential to affect the recipient's decision.”).
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Finally, I note thatalthough not discussed by the parties, Relator's Formulary
Allegationsmoreclosely resemble unsuccessful FCA actions for “franetheFDA,” which
have, on rare occasions, been raised in this and other federal districtRelatst fares no
better under the reasoning of those caRefators theralleged that 1) defendantsnemitted
fraud in obtaining FDA approval for their drugs, through deceptive statements aththelging
of relevant information, 2) claims for those drugs were submitted to and paavé&ynment
payors, 3) government payors relied upon the drugs’ FDA approval in making theiodéoi
pay, and therefore 4) all claims paid by the government payors were teahtgefalse claims by
virtue of the fact that FDA approval was obtained by freludere, the Formulary Allegations
state an analogous case, nantleit Defendants frauduldptinduced state formulary
committees to place Plavix on their respective state PDLs, which resulted utdheatc
reimbursement by government payors of false claims for Plavix submitte@duyripers.

In the wake oEscobar the First Circuit Court of Appeals IXYAgostino v. ev3, Inc845
F.3d 1 (1st Cir. 2016pecame the first federal appellate court to consider a “foadthe FDA”

FCA theory on the merits, and soundly rejected it as outside the scope of the'$tdtatethe

17See, e.gU.S. ex rel. Feldstein v. Organon, Inklo. CIVA.07-CV-2690(DMC), 2009 WL
961267, at *11 (D.N.J. Apr. 7, 2009)ff'd, 364 F. App'x 738 (3d Cir. 2010) (“Nonetheless,
Relator's claim is that Defendants committed fraud when it obtained apprdRaploh® and as

a result, all claims for payments from the Government for Raplon® were illegitifitegdraud

at issue allegedly took place when Organon obtained approval for Raplon® and not when claims
were submitted to the GovernmentUrited States ex rel. D'Agostino v. EV3, Ji&3 F. Supp.
3d 519, 538-39 (D. Mass. 2018jf'd sub nom. D'Agostino v. ev3, In845 F.3d 1 (1st Cir.

2016) (“In broad generalizations, D'Agostino alleges that all Axium devices ondtket were
defective and therefore, any claim fdedicare reimbursement involving Axium was false. With
regard to Onyx, D'Agostino returns repeatedly to the theme that, but for defndant
misrepresentations, the FDA would not have approved Onyx in the first instanoethara
iteration of this argum, D'Agostino speculates that, had the FDA known of all of the alleged
hidden defects, it would have withdrawn its approval of Onyx or ordered its recall.”).

18 The Third Circuit inU.S. ex rel. Feldstein v. Organon, In864 F. App'x 738 (3d Cir. 2010),
was presented with the dismissal of a framdthe-FDA theory by the district court beldar
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First Circuit’'s opinion persuasive that Relator’s fraud-onftrerulary-committee theory
similarly fails and should be dismissé&d.D’Agosting the relator claimed that defendants made
fraudulent representations to the FDA in seeking approvah&r medical device, the device
was approved, and Medicare later made payments reimbursing the cost of thendeharde
upon the device’s FDA approvadl. at 7. The First Circuit observed that because CMS and not
the FDA actually paid all claims in the case and FCA liability attaches to “fafsaudlulent
claims for payment,” relator was required to allege a causal link between tBg@&whents and
the alleged fraudulent representations made to the EDAt 7. The relator alleged that FDA
approval is a precondition to CMS reimbursement for medical devices and that the
misrepresentations to the FDA “could have” influenced the FDA to grant approval that
otherwise would not havébid.

The First Circuit rejected the relator’s allegations as insufficient to ple@alation of
the FCA on three grounds, with the third playing the decisive role in the Court'sode€isst,
the Court noted that the relator’s complaint failed to plead causation on itsefzagse the
allegationghat defendants’ fraudulent representations “could have” influenced theveA
plainly notthe same as alleging thihie representatiortid influence the FDA and thereby cause
the FDA to grant approval and cause CMS to pay false claims on the basis on thdlabpd.
This facial deficiency is not an issue in the 4AC, because Relator has incluelast at
conclusory allegations that the state formulary committergd nothave listed Plavix on their
PDLs had they been aware of Defendants’ alleged misrepresentations abous Bfficacy

relative to aspirin

failure to plead fraud under Rule 9(b), but affirmed dismissal on other grounds without
considering the theory’s viability under the FCA.
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Second, the First Circuit noted that the relator argued, relying on 31 U.S.C. § 3729(b)(4),
that the fraudulent misrepresentations to the FDA were nevertheless mat€hébis payment
decision because they had a “natural tendency to influence” or were “capableefainfty the
payment or receipt of money or propertid’ The First Circuit observed that the relator’s
argument likely misconstrued the FCA'’s “demandingdteriality standard aft&scobar The
court then went on to note that “[m]oreover, the FCA requires that the fraudulent négiese
be material to the governmesipayment decision itself. The fact that CMS has not denied
reimbursement for Onyx in the wake of D'Agostino's allegations castsiseiloubt on the
materiality of the fraudulent representations that D'Agostino alleBé&gosting 845 F.3d at 7
(citing Escobarl36 S. Ct. 2003-04[l]f the Government regularly pays a particular type of
claim in full despite actual knowledge that certain requirements were violatedaarsignaled
no change in position, that is strong evidence that the requirements are nalfatdhe same
concerns about materialigyrise in this case becauskthe4AC's failure to plead that any
government Medicaid payor actually stopped reimburfnélavix or took other remedial
action inthe wake of gaining actual knowledge of the allegations of fraud-ofotimedary

committee$® in this verywell-publicized, gh-profile litigation 2°

19 The Seventh Circuithe circuit of the transferor court in this case, recently came to a similar
conclusionUnited States v. Sanford-Brown, Lt840 F.3d 445, 447-48 (7th Cir. 2016)
(explaining, on remand fromscobar that materiality looks to the effect on tileely or actual
behavior of the recipient of the alleged misrepresentation, and affirmimggathtof summary
judgment to defendants where Relator alleged only that the government wigsdetidéd to

deny payment on the basis of defendants’ regulatory noncompliance, but failed to ghbe tha
government in fact administered penalties or terminated payment upon receiuvialg act
knowledge of the alleged fraud (quotations omitted) (emphasis in original)).

20 Relator’'s arguments that government payors and state formulary corsmiitge lack actual
knowledge of the alleged fraud are unconvincing, particularly as the Relatds admghly half
of all state attorney general offices are active participariteeititigation.
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Third and finally, however, the First Circuit DiAgostinofound that while materiality
might have been lacking, the separate FCA element of causation could not & ialldgp
relator’s fraudon-theFDA theory as a matter ofia D’ Agosting 845 F.3d at 8 (“The defect in
D’Agostino’s claim is not a mere flaw in the complaint's choice of wordgtig. First Circuit
found that the relator’'s complaint failed to allege that in the six years sincsdta first
revealed the alleyl fraud the FDA had undertaken any action to revoke or reconsider the
approval of defendants’ devidéid. The court concluded that
[tihe FDA's failure actually to withdraw its gpoval of Onyx in the face of D’Agostino’s
allegations precludes Bgostino from resting his claims on a contention that the FDA's
approval was fraudulently obtained. To rule otherwise would be to turn the FCA into a
tool with which a jury of six people could retroactively eliminate the valueb#f F
approval . . . The FCA exists to protect the government from paying fraudulent slaim
not to secondyuess agenciefidgments about whether to rescind regulatory rulings.
D'Agosting 845 F.3dat 8. In short, the court found that the regulatory agency’s real-world
conduct after having obtained actual knowledge of the fraud must be alleged as evidence in an
FCA fraudon-the-agency style claim because failure to do so would require the court to
reconsider and potentially reverse the agency’s regulatory ruling onsaligtdie agency itself
explicitly has chosen not to act upon. The First Circuit was also persuaded intitsydmsi
problems in the implementation of any alternative standard for FCA causasanh cases.
Practical problems of proof also inform our conclusion. How would a relator prove that
the FDA would not have granted approval but for the fraudulent representations made by
the applicant? Would competing experts read someone's mind? Whose? Whagrif form
officials no longer in government were of one view, and current officials of another?
These and similar questions all support our position that the absence of some official
agency action confirming its position and judgment in accordance witavihr@nders
D’Agostino’s fraudon-theFDA theory futile.
Id. at 9.

The same considerations arise in this case in the context of Relator’s attéwane this

Court second guess the decisiofstate formulary committeds list Plavix on their respective
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states’ PDLs. The 4AC does not allege that any state formulary has delastedifPthe wake of
this litigation. Were Relator ultimately to prevail on her Formulary Allegations in #isis, ¢the
jury would have to have find that defendants’ alleged misrepresentations to fgrmula
committeesausedhose committees to list Plavix and that the committees would not have listed
Plavix on their state PDLs in the absence of those misrepresentatioritg thesfact that once
the formulary committees themsehagually became aware of the alleged misrepresentations
they took no action to reverse their prior decision. The problems of proof also weidly heavi
upon this Court. In the only specific incident of alleged misrepresentations toldoes in the
Complaint, a representative from Sanofi is alleged to have spoken during the pulhierdom
period during a Idahoformulary committee meeting and misrepresented the results of a clinical
trial. 4AC 11 94, 95. Relator alleges, without specific factual support that “[b]Jased on this
information, the committee approved Plavix for inclusion on the formulary.” 4AC A<k
D’Agosting questions arise as to whether present and former formulary committee member
who made the Plavix PDL listing determinatioridahg andevery statewould need to be
deposed and brought to testify at trial, or competing experts would hypothesize aabahw
objective physician or pharmacist member of a formulary committee schodteslapplicable
state of the art at the time Pbawas considered for listing would have done with knowledge of
the alleged fraud, or even which committee members from which time periods ogincrid

be afforded decisive weight, given that Plavix could have been listed or delisigdtahe
betweernits entry into the market arttle revelation by Relator of the alleged fraud. In short,
although it is sufficient for this Court to observe that Relator’s frauthefermulary committee
(or fraudin-the-inducement) claim does not conform to any thebR’GA liability recognized

by the Third Circuit, the Court is persuaded that the analogy to the First Girejection of
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“fraud-on-theFDA” theories of FCA liabilityfor failure to plead causation the absence of
some agency actiopyovides further support for this conclusion.

Accordingly, Relator’'s Formulary Allegations in the 4AC do not state a clairfrdud-
in-the-inducement or other cause of action undefatieralFCA, andCounts | and Il of the
4AC are dismissed-or the same reasons, the state FCA Prescriber Allegations will also be
dismissed as discussedfra.

C. State FCA Claims

In Dicksonlll, this Court dismissed the state FCA Prescriber and Formulary Allegation
in parallel with their federal counterparts. In th@ieseninotion to dismisshe 4AC Defendants
argue that “Relator’s claims under . . . the false claims and Medicaid claimsstaitthe 24
Participating States are substantively similar to and/or treckanguage of the federal FCA[,]
[andthat] [t]hese claims must be dismissed, as they were before, for all the reasons set fort
above.” Mot. 17Relator acknowledgdsat her claims under the state FCAs are subjdtieto
same reasoning as those under the federal FCA, and opposes on the same grounds. Opp. 34
(“Defendants incorporate their FCA arguments in moving for dismissallatd®Rs statdaw
claims. These claims survive for the reasons stated above [in the contexteofetzd FCA].”).
In light of the briefing of the parties applying their arguments under tleedeBECA to the
twenty-four state FCAs, this Court concludes that the same reasons stated above famisisaldis
of Counts | and Il — under both the Prescriber and Formulary Allegatioogmpel dismissal
of the state FCA clans,Counts llithroughXXVI .

Finally, in ther Motion, Defendants identify five state false claims acts under which
Relator brings suit which became effective after March 30, 2005, the date totinvaiCourt

found Relator’s claims to extenohder the applicable statutes of limitatipasd moveo limit
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these claims to conduct taking place after the statutes’ effective @iaee€ourt having
dismissed the state FCA claims, Defendamtstion to restrict the retroactive effect of these five
statutess denied as mogt:
V. CONCLUSION

For the reasons stated above, the Defendants’ Mai®ismiss the 4AC is GRANTED,
andDefendants’ motion to restrict the retroactive application of the five sts,Fwvhich

became effective after March 30, 30 denied as moot.

Dated: 6/27/2017 /s/ Freda L. Wolfson
The Honorable Freda L. Wolfson
United States District Judge

21 1n any event, Relator consented to the relief requested in Defendantgtraaetivity motion.
Opp. 35 n. 51.

47



