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UNITED STATESDISTRICT COURT
FOR THE NORTHERN DISTRICT OF TEXAS
DALLASDIVISION

UNITED STATES OF AMERICAex rel.
KEVIN N. COLQUITT,

Plaintiff,

V. No. 3:06-cv-1769-M
ABBOTT LABORATORIES f/k/a Guidant
Corporation, ABBOTT VASCULAR
SOLUTIONS, INC., BOSTON SCIENTIFIC
CORPORATION, JOHNSON & JOHNSON,
CORDIS CORPORATION,

w W W W W N W W W W LW LN N N

Defendants.

MEMORANDUM OPINION AND ORDER

Before the Court are Motions to Dismiged by Boston Scientific Corporation [Docket
Entry #110], Cordis Corporation and Johnsonofirdson (collectively, “Calis”) [Docket Entry
#112], and Abbott Laboratories@ Abbott VVascular Solutionfc. (collectively, “Abbott”)
[Docket Entry #115]. For the reasons statddwgthe Motions to Dismiss filed by Boston
Scientific and Cordis ar@RANTED, and the Motion to Dismiss filed by AbbottGRANTED
in part andDENIED in part. As explained below, the Rigais granted leave to amend some of

the dismissed claims.
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l. BACKGROUND

Relator Kevin Colquitt brings this quirtaaction, under the federal False Claims Act
(“FCA") and several analogousast false claims statutes, against the Defendants, who are
medical device manufacturers. The crux of Coltgtit is that the Defendants engaged in a
scheme to thwart the FDA approval process/émcular stents by fraudulently obtaining FDA
clearance for their devices as biliary stentsemvim fact the Defendds intended to and did
market and promote them as vascular stentsquibbrgues that this scheme led or was material
to false claims for reimbursement submitted to federal payer programs, such as Medicare and
Medicaid. The Defendants move to dismissqdt’s claims under Rugel12(b)(1) and 12(b)(6),
arguing that the FCA'’s public disclosure jurisdicial bar deprives the Court of jurisdiction over
Colquitt’s claims,see31 U.S.C. 8 3730(e)(4), that Colquiths failed to state a plausible claim
for relief as required by Rule 8, and that Cadltjoas not pleaded frawdth particularity as
required by Rule 9(b).

A. TheParties

Defendants are medical device manufacturers who make and sell biliary stents. Colquitt
held the position of Territory Manager for Alibsuccessor-in-interei Guidant Corporation,
from February 2004 to July 2006. Colquitt allegleat during this pest he witnessed and
participated in a scheme through which Abbott promoted the off-label use of its biliary stents,
and induced physicians and hospitals to sekinersement from federal payer programs for
such off-label use. Although Colquitt never worked for Boston Scientific or Cordis, he alleges
that through his employment with Abbott he veitised similar off-label promotion by them as

well.
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B. Colquitt’'sAllegations

The allegations in the Third Amended Cdaipt (“TAC”) can be divided into four
categories: (1) allegations concerning falseestaints allegedly made by the Defendants to the
FDA in obtaining market clearance for their stef23 allegations that the Defendants promoted
and marketed their biliary stents for off-lab&dscular applications; Y&llegations that the
Defendants induced healthcare providers to seiekoursement from federal payer programs for
the off-label use of their biliary stents; and (4) allegations of illegal kickbacks provided by the
Defendants to physicians and hospitalsge their stents for off-label uses.

1. False Statements to the FDA
a. FDA Regulation of Medical Devices

Under the Federal Food, Drug, and Cosma&tic(“FDCA”) and the amendments thereto,
medical devices are classified as Class I, Qlass Class Ill. 21 U.S.C. 8§ 360c(a)(1) (2006).
Which class a particular deviceptaced in is determined by the level of regulatory review
necessary to provide assurance ofdéeice’s “safety and effectivenesdd. 8 360c(a)(1)(A)(i),
(B), (C)(i). Class I devices, such as tonguprdssors and elastic bandages, are those that
present no unreasonable risk of illness iapay and thereforeequire only general
manufacturing controlsld. 8 360c(a)(1)(A)Buckman Co. v. Plaintiffs’ Legal Comm31 U.S.
341, 344 (2001). Class Il devices are those tlupitire “special controlsto provide assurance
of their safety and effectivesg. 21 U.S.C. § 360c(a)(1)(Bee Buckmarb31l U.S. at 344.
Finally, Class Ill devices are those whose usegparported or represented to support or sustain
human life, are of substantial importance in praing impairment of human health, or present a
potential unreasonable risk of illness or injury. \.25.C. 8§ 360c(a)(1)(C). Therefore, Class Il

devices receive the FDA'strictest regulationBuckman531 U.S. at 344.
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Generally, all new devices introducedointerstate commerce for commercial
distribution after May 28, 1976, actassified as Class Il devices. 21 U.S.C. 8§ 360c(f)(1).
However, a new device is not classified as Clag§itlis “substantially equivalent” to a type of
device that has previously beelassified in Class | or 11ld. 8§ 360c(f)(1)(A). In that case, the
device is placed in the same class asstiibstantially equivalent device tyde.

The difference in the level of regulatory rewi required for Class Hnd Class Il devices
is substantial. Class Ill devicase subject to a premarket approval process, which is the most
stringent level of device reguian imposed by the FDA, usually requiring the manufacturer to
conduct costly clinical studies to demonstithie safety and effectaness of the devicesee id.

8§ 360e. Class Il devices, on the other handsabgect to a less arduopsocess, commonly
known as 8 510(k) certificatiorMedtronic, Inc. v. Lohr518 U.S. 470, 478 (1996).

Under the § 510(k) certificain process, a manufacturer must submit to the FDA a
premarket notification submission, commonly kncagna 510(k) notice, before a device may be
introduced into interstate commerce. 285IC. § 360(k); 21 C.F.R. § 807.81 (2010). The
510(k) notice must include, among other thimgeposed labeling sufficient to describe the
device, its intended use, and theedtions for its use; a statement indicating the device is similar
to or different from other products of comahle type in commercial distribution; and a
statement that the submitter believes, tolbst of the submitter’'s knowledge, that all
information in the 510(k) notice tsuthful and accuta, and that no material fact has been

omitted. 21 C.F.R. § 807.87(h), (K).
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Along with the 510(k) notice, a manufaoér must submit a “510(k) summaryyhich
“shall be in sufficient detail to provide amderstanding of the badar a determination of
substantial equivalence [toguiously cleared devices].ld. 8 807.92(a). Among the
information that must be contained in a 510(k) summary is “[a] description of the device . . .,
including . . . the sigficant physical and performance chateristics of thelevice, such as
device design, material useand physical propertiesld. § 807.92(a)(4). The 510(k) summary
must also include “[a] statement of the inteddise of the device . including a general
description of the diseasesaanditions that the device will diaose, treat, prevent, cure, or
mitigate.” Id. 8 807.92(a)(5).

Biliary stents are Class Il devices intended for use in the bile ducts of patients with biliary
cancer.See21l C.F.R. 8§ 876.5010. Patients with bii@ancer can develop cancerous growths
that restrict the flow obile through the bile ducts, so thersis are used to keep the bile ducts
open, allowing bile to drain freefyom the liver and gallbladder. Igiry stents are classified as
Class Il devices, partly because of the short life expectancy of patients who us&deem.
Dorothy B. Abel,Off-Label Medical Device Us&ndovascular Today, March 2003, at 60
(“Given the terminal status of . . . patientsduiring biliary stenting dut malignant biliary
cancer], any long-term risks associated with these devices are not a significant corsesn.”);
also21 U.S.C. § 360c(a)(2) (“[T]he safety and effeetiess of a device are to be determined . . .
weighing any probable benefit to health from tise of the device against any probable risk of

injury or illness from such use.”).

! As an alternative to submitting a 510&)mmary, a manufacturer may submit a “510(k)
statement” as described in 21 C.F.R. § 807.93 TIAC does not allege any facts with respect
to a 510(k) statement.
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Vascular stents are Class Il devicesel@®or’s Third Am. Compl. 1 64, ECF No. 68
[hereinafter TAC].) A vasculastent is used to treat periphkvascular disease by providing
structural support to the blood velssewhich it is implanted. Il.) Unlike biliary stents,
vascular stents are implanted in patients \atly life expectancies, and thus, the stents are
considered permanent implants. (TAC { 689scular stents must undergo the premarket
approval process in order to establish theirtgadad effectiveness, and cannot be cleared for
marketing through the 510(k) ceitifition process. (TAC { 66.)

b. Alleged False Statements

Colquitt alleges the Defendants falsely represkimteheir 510(k) notices that their stents
were intended for use in the biliary system whrefact they were intended for use in the
vascular system. In other words, Colquitt chartpat the Defendants misrepresented their stents
as biliary stents in order torcumvent the costly premarket appal process, and instead to take
advantage of the less stringent 8§ 510(k) certificgimtess. In particular, the TAC alleges that
the Defendants made false statements and omitted material information regarding the stents’
classification, type, predicate dees, substantial equikace, intended usappropriate labels,
and risk to patients. (TAC Y 77.)

In support of these allegations, Colquitt poititshe physical dimensions of the stents,
asserting that 99% of the Defemdisi devices “are too large two small to fit the biliary tree
and/or are marketed and sold to healthcare gersipremounted on delivery catheters that are
incorrectly sized to place the stefin the biliary tree.” (TAC] 72.) The devices were, Colquitt
alleges, appropriately sized for use in vasculature. To demonstrate this argument, Colquitt
attached as Exhibit 1 to the TAdCtable that lists the Defendanssents and a variety of physical
characteristics of each. (TAC, Ex. 1.) Additibpathe table contains a column labeled “Biliary

Use Probability,” which for each device states, “Y,” N,” or “Y/NId.j
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Colquitt also relies on the significant increaséhe number of biliary stents cleared for
marketing in recent years in comparison tosteady and relatively small number of patients
requiring stenting of the biliary treeld() Colquitt alleges that “[tlhebvious explanation is that
Defendants intended the deviced&oused for vascular procedar which is a vastly larger
market.” (d.)

In summary, Colquitt alleges that the dimens of the devices the Defendants submitted
for 510(k) clearance, and the quantity produced, detraias that the stents were intended to be
used as vascular stents, despite the statenmetiits 510(k) notices. Had the Defendants been
truthful about the stents’ intended use, Colgasiserts, they would have been required to
complete the premarket approval process forlhslevices. Thus, according to Colquitt, the
Defendants obtained market clearantéheir stentshrough fraud.

2. Off-Label Promotion and Marketing

The bulk of Colquitt’s factual allegatiomslate to the Defendants’ alleged off-label
promotion and marketing of biliary stents for vascular use.

a. Colquitt’'s Experiences as an Abbott Territory Manager

Colquitt worked for Abbott from February 2004 to July 2006. Colquitt alleges that he
was trained to promote the off-label vascular abseveral of Abbott'devices that had been
cleared by the FDA only as biliaggents. His initial trainingessions in Abbott's endovascular
headquarters were allegedly ceatkon increasing Abbott’s shavéthe vascular stent market,
although Abbott had no FDA-approved vasculartstei€olquitt alleges that he and other
attendees at the training sessipracticed deploying Abbott’s biligrstents in anatomic models
of the vascular system, under the supervisiofibdfott instructors. Colquitt alleges that this
training was provided so that hed other sales representatigesld demonstrate to physicians

how to use Abbott’s biliary stenis the vascular system. Aaciing to Colquitt, the anatomic
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models did not include biliary anatomy, amal laboratory training was provided for placement
of stents in the biliary tree.

Colquitt also alleges that the other Defendants utilized similar training methods.
According to the TAC, shortly tdr Colquitt completed his traimy with Abbott in the spring of
2004, he learned from a Cordis sales representhtateCordis’s represeriteaes were trained in
a vascular laboratory where a pityan taught them how to reagscular angiograms and let
them watch live “peripheral vascular case$tie TAC does not contain any similar specific
allegations about the training Bbston Scientific employees.

Colquitt alleges that he was trained obbatt’s Peripheral Preceptorship Program (the
“Program”), the objective of which was to buddstent market share by soliciting interventional
cardiologists and vascular suoye to perform peripheral vasaulstenting procedures using
Abbott’s bilary stents thereby promoting ddbel usage. Abbotuhded and sponsored the
Program’s courses through grants to Meldidadia Communications (“MMC”), a for-profit
company financed by the Defendants. Accordn@olquitt, Abbott established the timing and
location of the Program courseslected the vascular physitimstructors, selected other
vascular specialists to be trained, and negotigdgdhent to the instructors. In connection with
these courses, Colquitt alleges that he wslseth with identifying cardiologists and vascular
surgeons who were likely to prescribe large numbers of Abbottap#itents for vascular use.
Once identified, these “target” physicians wibbk invited by Abbots training department,
through MMC, to attend one of the courses, Wwhiere conducted in ¢hcatheterization lab of
the hospitals where the vascular specialists worked.

Colquitt alleges that Cordis and Boston Sdfenalso sponsored peripheral endovascular

stenting courses to instruct physicians howtttize Cordis’s and Bosh Scientific’s biliary
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stents for off-label vascular uses. Accoaglio Colquitt, the Defendants “conducted dozens of
these courses annually, each of which promatetimarketed biliary stents for vascular
procedures,” and thus, “Defendants have sp@tksthe training of thousands of vascular
specialist physicians on the off-label use of bylistents for vascular purposes.” (TAC  131.)

Furthermore, Colquitt alleges that Abbott iedd off-label use of its stents through its
“practice building program.” Apart of this program, Abbogllegedly compiled a package of
information for distribution to vascular specsd that contained letteto physicians, patient
guestionnaires, and patient “advisory” letters.Iq@it claims that thg@atient advisory letters
were prepared for the vascular specialist twlde his or her own patients to warn them of
serious health risks of undiagnosed and urgceperipheral vasculaisease, and that the
physician letters provided information about the giesipecifications of Bbott’s biliary stents.
The TAC also states that Abbott coordinaé@d funded dinners for éferring physicians.”
Additionally, Colquitt alleges that as parttbke practice building program, he accompanied
another Abbott territory manager, who was also“treld sales trainer,” on visits to healthcare
providers. During the visits, @Guitt allegedly withessed moerous vascular procedures
involving the placement of biliary stents iretliascular anatomy, but never withessed any
procedures in which biliary stents were impéhin the biliary tree. The Abbott field sales
trainer also allegedlyained Colquitt on how to market Abbatstents against the biliary stents
of Cordis and Boston Scientific, which Colquitt alleges also were marketed for vascular
purposes.

Colquitt claims that during his time as a tiemy manager for Abbott, his entire focus
was on promoting the off-label us€Abbott’s biliary stents in the vascular system. He alleges

that he was never instructedtrained to market the deds to gastroenterologists—the
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physicians who would actually usests in the biliary tree. Acecding to the TAC, Colquitt and
his managers participated in sales presentati@idocused exclusiwebn soliciting vascular
physicians for off-label use of Abtits devices. Further, Colquittlleges that he attended trade
shows on peripheral vascular disease, whergitnessed identified sales representatives from
Cordis and Boston Scientific promote their employers’ biliary stents to vascular specialists for
vascular procedures.

The trade shows are not the only occasiombath Colquitt claims to have witnessed
sales representatives from Cordis and Bosteen8tic promoting their biliary stents for
vascular use. According to the TAC, Colquitt witnessed a Cordis sales representative attend live
vascular stenting where off-label use of Cordstents was “successfully promoted.” (TAC
142.) The TAC contains similar allegations nelyag Boston Scientific, stating that Colquitt
witnessed one of Boston Scientificales representatives promtite off-label use of its biliary
stents to identified physiciansine hospital’s catterization lab.

According to the TAC, Abbott further inducedf-label use of itstents by providing
Abbott territory managers with compensation incentives to reward off-label promotion. Colquitt
claims that the majority of his earnings cammrfrcommissions for off-label sales of Abbott’s
biliary stents, and that Abbott established biliary-stent sales quotas that “greatly exceeded” the
number of potential on-labelllairy uses. (TAC § 153.) Caplitt thus asserts that Abbott’s
compensation structure “created a culturethat rewarded representatives for illegally
promoting and marketing the biliasgents off-label.” (TAC  154.) As for Cordis and Boston
Scientific, the TAC alleges that they “simikaihstituted compensation structures, quotas, and

bonuses that rewarded and incentivized sales mmis/es to promote and sell the biliary stent
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systems to vascular specialists and requirecesgmtatives to promote the devices off-label.”
(TAC 1 156.)

Colquitt alleges that the Defendants alsedusonsignments to promote and induce off-
label use. According to Colquitt, the Defendasttxcked hospitals with their biliary stents but
did not charge the hospital for any stent untivats actually used, and that the majority of
consigned stents were allocated to hospitphdenents where biliary procedures were not
performed, but vascular surgery was. Colquitt esems#iat at least half of all biliary stents are
sold through consignment to hospital departta¢hat do not perform biliary procedures.
According to the TAC, Abbott also kept recsraind collected data concerning these consigned
devices to measure off-label usage by physicéntsoverall vascular market share. Colquitt
alleges that Cordis’s recordkeeg involved a sophisticated sgst of handheld scanners, which
he allegedly witnessed a Cordis representatiedrugdepartments that did not perform biliary
procedures. Colquitt further claims to haviénessed Boston Scientific and Cordis sales
representatives manage thensignment inventories in the haterization labs of various
hospitals.

Finally, the TAC contains kgations that the Defendahsales representatives
performed laboratory demonstrations of ofi¢huse of the Defendants’ biliary stents.
According to the TAC, sales representativesarfh Defendant were assigned exclusive days in
catheterization labs during which they would attend live vascaks, demonstrate the off-label
use of biliary stents, and provide technical adwainéhow to prepare and deploy the biliary stents
for use in the vascular system. Colquitt alletes these live demonstrations were important

because they allowed the Defendants’ sales reptatves to give instructions and advice that
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they were prohibited from putting in writing éto labeling restriabins and the risk of
misbranding the devices.

b. Off-Label Marketing in Vascal Journals andn the Internet

Outside of the activities and duties of the Defents’ sales teams, [Qaitt alleges that
the Defendants marketed their devices for offdaise on their websites, in press releases, and
in journals focused on vascular medicine. Citqileges that Cordis’s website represented that
its biliary stents were used for “endovascurtderventional procedures.” (TAC 1 166.)

Likewise, Boston Scientific allegedly promotedbiBary stents as part of a treatment option for
addressing peripheral artery diseas®] on its website promoted dniéary stent inparticular as

a vascular stent, though that stent had not bperoved by the FDA for vascular indications.
Furthermore, the TAC alleges that Cordis twesued press releases promoting the effectiveness
of its biliary stents in gating vascular disease.

Finally, the TAC contains numeus allegations regardingatbefendants’ placement of
advertisements in vascular journals to pragrtbeir biliary stents. The TAC identifies the
specific journals and dates for¢le ads announcing thautech of Boston Scientific devices, four
announcing Cordis products, aode announcing an Abbott produ@olquitt alleges that in
contrast to the Defendants’ adiiging in vascular journals, ¢hDefendants did “little to no”
advertising of their biliary stes in publications directed taliary clinicians. (TAC  180.)

3. Inducement of Claims for Reimbursement

Colquitt claims that the Defendants not only induced the off-label use of their biliary
stents, but also induced physicians to seekbrersement for that off-label use from federal
payer programs. Professional services remteyephysicians are reimbursed by Medicare and
Medicaid on a fee-for-service basis, using stay of Current Proderal Terminology (“CPT")

codes. (Pl.’s Br. Opp’'n 76.) There are f@RT codes associatedtivthe placement of a
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vascular stent. Colquittlages that the Defendants dibtited to healthcare providers
“reimbursement guides” contamng instructions taise these four CPT codes when seeking
reimbursement from Medicare and Medicaid ftirlabel placement of biliary stents in the
vascular system. Colquitt claims that thgaedes did not disclose that the safety and
effectiveness of using biliaistents in the vasculature waat established, and that the
Defendants expressly, or impliedly, made falggesentations that the biliary stents would
safely and effectively tregteripheral vascular disease.

Specifically, Colquitt alleges that Cordis prepared and disseminated to healthcare
providers “Endovascular Payment and Reimbursg@eidelines” that purported to “assist
[healthcare providers] in obtaimg the appropriate hospital reimbament for services rendered
to patients having peripheral vascular diggagTAC § 195.) The Guidelines allegedly
instructed physicians to use the CPT codétfanscatheter placement of intravascular stent
(non-coronary).” Id.) Colquitt further alleges that Cordisive healthcare providers a catalog
that identified its biliary stergystems as endovascular stents.

The TAC contains similar allegations regagliAbbott. Colquitt alleges that Abbott also
distributed guides to healthcare providers, iriting them to use vaslar-procedure CPT codes
to obtain reimbursement for procedures using@bs stents, when Abbott had no stents that
were FDA-approved for such procedures. The TAC contains no sitégat@ons specific to
Boston Scientific, although sonoé Colquitt’s allegations applgenerally to “Defendants.”

4, KickbackAllegations

The TAC also alleges that the Defendants paidain healthcare providers kickbacks, to
induce them to use the Defendants’ biliary stémt®ff-label, vascular applications. Colquitt
names certain hospitals to which Abbott allegegthnted rebates based on specific market share

criteria, such as the percentagehe hospital’s stengsurchased from Abboih a given quarter.
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According to Colquitt, these percentages werhigh that the small number of biliary stenting
procedures performed by the providers woultjastify them. Colquitt further alleges that
Abbott paid for dinners for physicians to encourtgen to refer patient® vascular specialists
who used Abbott’s stents.

As for the other Defendants, the TAC allegest Cordis and Boston Scientific offered
similar discounts on their stents, and paiddemtified doctor, $80,000 for a vascular fellowship
program, and $15,000 per peripheral training cohestaught, to induce him to recommend and
prescribe off-label use of their biliary stents.

C. Colquitt’s Legal Theories

The FCA creates liability for any persomavknowingly presents, or causes to be
presented to the United States government, a dalgaudulent claim for payment or approval.
31 U.S.C. § 3729(a)(1) (2006). Claims under gnsvision are often termed “presentment
claims,” because they require proof thatladalaim was presented to the government. The
FCA also creates liability for any person who kimogly makes, uses, or causes to be made or
used, a false record or statement materialfalse or fraudulent claim. 31 U.S.C. §
3729(a)(1)B) (Supp. Il 2009} Claims seeking to impose this type of liability are often

referred to as “false-statement claims.”

% Section 2729(a) of the FCA was amended in 2009. Fraud Enforcement & Recovery Act
(FERA) of 2009, Pub. L. No. 1121, § 4(a)(1), 123 Stat. 1617, 1622 (2009). Although

FERA’s amendments generally apply onlyctmduct on or after May 20, 2009, the changes to
former § 3729(a)(2) apply retroactively to “alaims under the [FCA] pending on or after [June

7, 2008].” Id. § 4(f)(1). The Fifth Circuit interpreted this retroactivity provision to mean that the
amended version of former § 3729(a)(2) apphesases where the plaintiff’'s complaint was
pending on or after June 7, 2008nited States ex rel. Stewy Cardinal Health, In¢.625 F.3d

262, 267 n.1 (5th Cir. 2010). The Relator’'s TAC was pending after June 7, 2008, and the Court
therefore applies the peBERA version of former § 3729(a)(2).
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Relying on the factual allegations summariabdve, Colquitt asserts three theories of
liability under the FCA. First, Colquitt asseddraudulent inducement theory of liability. This
theory is properly characterized as a false-stat¢mmlaim. Colquitt alleges that the Defendants’
false statements to the FDA were material tegf@r fraudulent claims because those statements
induced the government to cleae ttents for introduction intoterstate commerce, which is a
prerequisite for reimbursement by the healtbgayer programs. Impantly, the underlying
principle of the fraudulent inducement theory is thatithtial fraud taintsll future claims
presented, whether or not they are literally false or fraudulémited States ex rel. Longhi v.
Lithium Power Techs., Inc575 F.3d 458, 46%68 (5th Cir. 2009). Thus, in the classic example
of a government contractor who procures a gavent contract by fraud, the fact that the
contract itself was procured by fraud creates FCA liability for every claim for payment made
under the contract, even if all tife claims the contractor makes are otherwise free of falsity or
fraud. United States ex rel. Laird v. LockheedritaEng’g & Sci. Servs. Co. (Laird 1391
F.3d 254, 259 (5th Cir. 2007) (citignited States ex rel. Marcus v. He887 U.S. 537 (1943)).

Colquitt’s second theory difability, which he terms his “fb-label promotion theory,”
focuses on the Defendants’ alleged activities in tomg off-label use of their biliary stents in
the vascular system. Colquitt frames this theory as both a presentment claim and a false-
statement claim. As a presentment claimg@ut alleges that the Defendants knowingly caused
the submission of false or fraudulent claibyspromoting their stent®r off-label use by
healthcare providers, who in turn used thetsteff-label and sought reimbursement from the
government for such use. According to Caltjuhe requests for reimbursement were false
claims because the off-label use caused byDifendants’ promotional activities was not

properly reimbursable. Additionally, Colquitt ajles that some of the Defendants’ promotional

Pagel7 of 63



activities—the distributin of reimbursement guides in particular—misrepresented to healthcare
providers that the Defendants’ biliary stentgevapproved for vascular use and that such use
was thus reimbursable by the government. Tander the rubric of faésstatement liability,
Colquitt alleges that these promotional actigtmnstituted knowingly false statements that

were material to false or fraudulent claims.

Colquitt’s third theory of liability reliesn the federal Anti-Kickback Statute (AKS).
Colquitt alleges that the Defendants paid kickbacks to healthcare providers in exchange for those
providers using the Defendants’ biliary stentslaffel. According to Colquitt, these providers
falsely certified their compliance with the AKSlte eligible to receive reimbursement from
Medicare and other healthcare payer progranmdtleerefore, claims for reimbursement made by
these providers were false or fraudulent.

D. ProceduraPosture

Colquitt initiated this suit on Septemtis, 2006, by filing the Complaint ex parte and
under seal pursuant to 31 U.S.C. § 3730{(b)@n motion of the Government, the Court
extended the time for the Government to eleantiervene, giving the Government until January
21, 2008 to do so. On October 25, 2007, Colquitt filed his First Amended Complaint, and on
December 5, 2007, after obtainilegve of Court, filed hiSecond Amended Complaint.

Through a series of extensions sought by theeBonent and granted by the Court, the case
remained under seal until January 11, 2010, while the Government considered whether to
intervene. On January 11, the Government filettadhat it was not intervening at that time.

Shortly thereafter, the States of Floritlapisiana, Tennesse€alifornia, lllinois® and Texa’s

% The Court does not have on file a Notice of Etecto Decline Intervention from the State of
lllinois, but assumes that Relator Kevin N.Iqott’s Certificate of Service for a Certain
Document [Docket Entry #88], which certifissrvice of such a Notice, is correct.
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also filed notices of their decisions not tteivene. On May 6, 2018fter receiving leave of
Court, Colquitt filed the TAC, which is the subjextthe Motions to Dismiss before the Court.

I. ANALYSIS

The Defendants’ Motions to Dismiss atta@alquitt’'s federal FCA claims on essentially
two grounds: (1) lack cdubject matter jurisdiction under tR€A'’s public disclosure bar; and
(2) failure to state a claim. The Defendants further argue that Colquitt’'s claims under state false
claims statutes should be dismissed, both osdigiional grounds and on the merits. Both the
Government and the State of Texas have fietements of Interest opposing the Defendants’
Motions.

A. Lack of Subject Matter Jutliction—Public Disclosure Bar

Congress has limited the subject matter jurisoiicof federal courts over qui tam actions
under the FCA:

No court shall have jurisdiction over ation under this section based upon the

public disclosure of allegations or transactions in a criminal, civil, or

administrative hearing, in a congressl, administrative, or Government

Accounting Office report, hearing, audiby investigation,or from the news

media, unless the action is brought by Aterney General or the person bringing

the action is an originalource of the information.
31 U.S.C. § 3730(e)(4)(A). An “original sa&” is “an individualwho has direct and
independent knowledge of the information on viahtice allegations are sad and has voluntarily
provided the information to the Government lvefiling an action undehis section which is
based on the informationid. Thus, if this qui tam aan is based upon publicly disclosed

allegations or transactions, the Court has stlopatter jurisdiction only if Colquitt has direct

and independent knowledge of the infotima on which his allegations are based.

“ Although the Motion to Dismissléd by Cordis states that tiSate of Texas has not filed a
notice declining to intervene, the Court has ondilotice of Non-Intervetron from the State of
Texas [Docket Entry #59].
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The Supreme Court held Rockwell International Corp. v. United Staté49 U.S. 457
(2007), that when determiningafrelator is an original sourcd the “information on which the
allegations are based,” the “allegations” coares to examine are those in the relator’s
complaint,as amendedld. at 473. Noting that an améed complaint that withdraws
jurisdiction-giving allegations will defeat jwdliction unless those allegations are replaced by
others that establish jurisdiati, the Court stated that “wherpkintiff files a complaint in
federal court and then voluntarily amends theaglaint, courts look to the amended complaint
to determine jurisdiction.’ld. at 473—74.

However, on August 5, 2011, as this Court was finalizing and preparing to issue this
Opinion, the Fifth Circuit decidednited States ex rel. Jamison v. McKesson C&40 F.3d
322 (5th Cir. 2011). Idamison the Fifth Circuit held that thaistrict court lacked jurisdiction
under the FCA'’s public disclosure bar because the allegations in the redaigirial complaint
were based on publicly disclosaliegations or transactiongd. at 330-32. Relying on
Rockwell the relator argued thatettourt should looknstead to his amended complaint to
determine the scope of his claims and whethey there based on publicly disclosed allegations
or transactionsld. at 327-28. Rejecting that argumbethe Fifth Circuit interpreteBockwellas
holding only that “the court cdose jurisdiction over an otherse sound action if the relator
amends his complaint to remothe basis of the jurisdiction.Id. at 328 As the Fifth Circuit
interpreted itRockwelldoes “not hold . . . that the oimgl complaint is irrelevant to
jurisdiction,” nor does it “speato the question whether a relattan use an amended complaint
to establish jurisdiction when the original complaint is lackinigl.” Relying on “the
longstanding rule that hamendment process cannot ‘be usedtdate jurisdiction retroactively

where it did not previouslgxist,” the court concluded thattifie relator’s original complaint did
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not establish jurisdiction, the amended complaint could not salek {fquotingAetna Cas. &
Sur. Co. v. Hillman796 F.2d 770, 775 (5th Cir. 1986)).

Here, the Defendants have diexttheir jurisdictional arguments the TAC, rather than
Colquitt’s original Complaint. In other wordhe Defendants’ Motions to Dismiss contend that
the allegations in the TAC are such that this Court lacks jurisdictigardiess of whether the
original Complaint fails to provide a basis for gdiction in the first instance. Nothing in either
Rockwellor Jamisonprecludes this argument. To the extiatt the allegations in the original
Complaint generate jurisdictional impediments pi@sent in the TAC, the Defendants are not
precluded from later raising jurisdictional arguments based on the original Complaint, as such
arguments are not resolved here and cannot heeaAt this juncture, the Court focuses only
on the TAC, to which the Motions to Dismiss dieected, to analyze vetther it has jurisdiction
under the FCA'’s public disclosure bar.

1. Alleged Public Disclosures

The Defendants have filed a Joint Defense Appendix containing 929 pages of documents
that allegedly demonstrate tpablic disclosure of the allegans or transactions on which
Colquitt’s claims are based. (Joint DefeAspendix (JDA), ECF No. 14) The forty-nine
documents in the Appendix fall into three basategories: (1) 510(k) sumaries filed with the
FDA; (2) articles published in medical journalglarade publications; and)(Btters sent to the
Defendants from the FDA. The Defendants alépaa advertisements for their biliary stents
published in medical journals and trade pudilens that are described in the TAC.

Regarding the first category, the Defendamtgie that the 510(k) summaries publicly
disclose the misstatements Colquitt alleges weade to the FDA during the clearance process
for their biliary stents. These summaries are prepared and submitted by device manufacturers as

part of the 510(k) clearanceqguess, and are later made lwby the FDA. 21 C.F.R. §
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807.95(d) (2010). The 510(k) sumnes contain a variety afformation, including “the
significant physical and performee characteristics of thexdee, such as device design,
material used, and physical propertied” 8 807.92(a)(4). Ahough the Joint Defense
Appendix contains copies of gnihree 510(k) summaries, all which relate to stents
manufactured by Abbott, federal regulations regjtivat these summaries be submitted as part of
a manufacturer’'s 510(k) prematkeotification submission to obtaiClass Il clearance. Colquitt
has alleged that the Defendants obtained Classrtification for all of tle stents underlying his
claims; therefore, the Court can and does assanmeColquitt does not dispute, that similar
summaries were submitted and made public ByRDA for each of the Defendants’ biliary
stents.

Various articles published in medical journals and trade publications make up the second
type of evidence provided by tibefendants. Some of these acholarly articles published in
medical journals, and others are non-scholatiglas published in trade journals focused on
vascular medicine or on mediaigvice regulation. For the magsdrt, the Defendants cite these
articles to argue that off-label use of biliatgnts has been widely reported and was known to
the public before Colquitt filed this suit.

The third type of evidence the Defendants melyconsists of two letters from the FDA.
One of these letters is a “warning letter” sen€Cordis by the FDA in April 1999. An FDA
warning letter “is a correspondemthat notifies regulad industry about viations that [the]
FDA has documented during its inspections or stigations.” (Pl.’s Br. Opp’n App. 7.) The
April 1999 warning letter sent to Cordis ilved an advertisement placed for Cordis’s
S.M.A.R.T. stent, which was cleared only Biliary use. (JDA 392.) The ad in question

appeared in an issue Bhdovascular Surgenan interdisciplinaryournal for vascular
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specialists, and referred to the S.M.A.R.Enstas being from “Cordis Endovascularltl.Y The

FDA warning letter states thdhe ad makes an implied claifor vascular use for the stent
because it appears in@iynal intended for vascular specialistsld. The letter also states that

the implied claim for vascular use demonstrdatexidevice was not intended for biliary use, as
Cordis had stated during the clearance process, but was instead “a class Il [vascular stent] for
which there [was] not in effect an approved paeket approval applit@n, as required by [the
FDCAL." (1d.)

The other FDA letter that the Defendants m@tyis known as an “untitled letter.” An
untitled letter “cites [regulatgt violations that do not eet the threshold of regulatory
significance for a Warning LettérFood and Drug AdministratiofiRegulatory Procedures
Manual “Untitled Letters,” 8 4-2 (March 2010). Thearning letter in thiase was received by
Abbott and Boston Scientific, as well as oth#éiary stent manufacturers, and outlines the
FDA'’s concerns about off-label marketing of aily stents for vascular uses. (JDA Exs. EE &
FF.) The letter does not identify any particutanufacturer, instead stag generally, “[I]t has
come to our attention that many expandable niiaty stents continue to be marketed for
vascular use.” (JDA 404, 406.) The letter contintiéss clear that manynore of these stents
are used in the vasculature, for which they atanmtbcated, than the biliary tree, for which they
are indicated.” Ifl.) The letter also statekat biliary stents arapproved through the 510(k)
process, rather than the premarket approval psoaguired for vascular stents, and that many of
the characteristics of recently cleared biliagnss “appear to be made to optimize performance
in vasculature.” Ifl.) Among the characteristics mentioriadhe letter are the dimensions of

the stents and the lengthtbk attached catheters.
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In addition to the three types of evidenncluded in the Joint Defense Appendix, the
Defendants rely on allegations in the TAC to arthat the public disclosure bar applies. The
TAC alleges that the Defendant®titinely marketed their biliargtent systems for vascular use
in vascular journals,” and identifies severaa@fic advertisements admittedly placed by each of
the Defendants in such journalSe€TAC 11 169-80.) The Defendants argue that these
allegations, if true, publicly disclosedtn alleged off-label marketing efforts.

2. LegalStandard

Usually, when a Court is confronted withration to dismiss for lack of subject matter
jurisdiction, it “may evaluate 1) the complaint alone; (2) the complaint supplemented by the
undisputed facts in the recomt; (3) the complaint supplemented by undisputed facts plus the
court’s resolution oflisputed facts.””United States ex rel. Barrett Johnson Controls, IncdNo.
3:01-cv-1641-M, 2003 WL 21500400, at *3 (N.Dex. Apr. 9, 2003) (Lynn, J.) (quoting
Williamson v. Tucker645 F.2d 404, 413 (5th Cir. 1981)). However, the Fifth Circuit has held
that a challenge to jugdliction under the public disclosure I®f‘necessarily intertwined with
the merits’ [sic] and is, therefore, propetigated as a motion for summary judgmerddmison
649 F.3d at 326 (quotingnited States ex rel. Reagan v. E. Tex. Med. Cent. Reg’l Healthcare
Sys, 384 F.3d 168, 173—74 (5th Cir. 2004)). Therefamn deciding whether the Court has
jurisdiction, the Court mustiew the evidence and inferenarswn from that evidence in the
light most favorable to the nonawing party, and find the absencejafisdiction only if there is
no genuine issue of material fa®keagan 384 F.3d at 173—74. In the context of an FCA claim,
a defendant asserting a juridiboal argument under the public disclosure bar must “first point
to documents plausibly containing allegationgransactions on which [thelator’s] complaint
is based.”Jamison 649 F.3d at 327. “Then, to survive summary judgment, [the relator] must

produce evidence sufficient to show that theregerauine issue of materitlct as to whether
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his action was based on those disclosures,” ohtih& an original source of the complaint’s
allegations.Id. As with any summary judgment tnan, in deciding jurisdiction under the
public disclosure bar, the Court may not wellgé evidence or evaluate the credibility of
witnesses, and all justifiableferences will be made the non-moving party’s favord.

Here, Colquitt does not challenge any offénes asserted by the Defendants in support
of their jurisdictional-bar argument; that is, Calltjdoes not dispute the authenticity of the
evidence in the Joint Defense Appendix. Rathelg@t argues that the evidence is insufficient
to trigger the jurisdictional bar. In other werdolquitt argues that Defendants’ evidence does
not plausibly disclose allegafis or transactions on whichetWAC is based. Similarly, he
argues that none of the evidence offered byDikendants speaks to the truth of the factual
allegations Colquitt relies on in arguing that he is an original sGuidefendants argue that
those allegations, even if true, are insufficient to confer original source status on Colquitt.
Therefore, the Court’s task here is to deteemwiether, drawing all justifiable inferences in
Colquitt’s favor, the evidence in the Joint Defe Appendix and the assumed-as-true allegations
in the TAC show as a matter of law that @att's claims are baseash publicly disclosed
allegations and transactions, and if so, whether Colquitt was as an original source of the
allegations in the TAC.

3. Analysis

The Fifth Circuit has adopted the following tbfpart test for angting whether a court
has subject matter jurisdiction umdbe public disclosure bar:IJ whether there has been a
‘public disclosure’ of allegations or transacts, (2) whether the quirtaaction is ‘based upon’

such publicly disclosed allegations, and (3) ifwbether the relator is ¢h‘original source’ of

® Attached to Colquitt’s Remnse is an affidavit swearing ali of the TAC's allegations
regarding events he witeaged as an Abbott employee.
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the information.” United States ex rel. Reagan v. ExTMed. Cent. Reg’l Healthcare S\&84
F.3d 168, 173-74 (5th Cir. 2004cord United States ex ré&8arrett v. Johnson Controls, Inc.
No. 3:01-cv-1641-M, 2003 WL 21500400, at *4.IN Tex. Apr. 9, 2003) (Lynn, J.).

a. Public disclosure of allegations or transactions

The first element of the jurisdictional bar asksether there has bearpublic disclosure
of allegations or transaction#s this Court has recognizedetplain language of the statute
suggests three sub-parts to tlisment: (1) public disclosure; (2) in a particular form specified
in the statute; and (3) of allegations or transacti@erett, 2003 WL 21500400, at *4. The
Defendants argue that the documents in thet Dmfense Appendix satisfy these requirements.
Because only an analysis of the second and shibdparts is necessary to the Court’s conclusion,
the Court does not digss the first sub-paft.

I. Statutorilyspecifiedform

The public disclosure barigggered only by public discloswséin a criminal, civil, or
administrative hearing, in a congressional, adsiiative, or Goverment Accounting Office
report, hearing, audit, or invégation, or from the news media.” 31 U.S.C. § 3730(e)(4)(A).
Colquitt argues that the 510(k) summaries andthet advertisements are not in one of these
specified form<. The Defendants respond that §i@(k) summaries are “administrative

reports” and that the stent advestisents are “from the news media.”

® Colquitt challenges just one of the documemtder the first sub-part—the untitled letter from
the FDA. However, as explained further beldlvg Court concludes thdte untitled letter, even
if public, does not disclose alleigans or transactions, and theoed, the Court need not decide
whether the untitled letter is “public.” Since Colquitt does not contend that any of the other
documents are not public, the Court proceedsmmine the second and third sub-parts of the
public disclosure bar’s first element.

’ Colquitt also contends that two internet-baasitles included in the Joint Defense Exhibit are
not in one of the forms spdieid in the statute. §eeJDA Exs. N, U.) However, none of the
Defendants cite Exhibit U in their briefing, andy®@ordis cites Exhibit N, which is duplicative
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The Defendants argue that the 510(k) summaoestitute administrative reports. In
United States ex rel. Reagan v. East Té®adical Center Regional Health Care Systéne
Fifth Circuit held that the contents of areagy’s response to a Freedom of Information Act
(“FOIA”) request is an administrative reportdagise “the response (1) ‘constitute[s] official
government action'—i.e., it is administrative—ebf?) ‘provides information and notification
regarding the results of the agency’s searcthi®requested documents.'—i.e., it is a report.”
Reagan384 F.3d 168, 176 (5th Cir. 2004) (quotidgited States ex rel. Mistick v. Hous. Auth.
186 F.3d 376, 383 (3d Cir. 1999)). The SupreraarCrecently confirmed this view in
Schindler Elevator Corp. v. United States ex rel. Kiléfining a report as “something that gives
information’ or a ‘notification,””and the Court thus holds thatesponse to a FOIA request is an
administrative report under the FCA. 131 S. Ct. 1885, 1891 (2011). Heagamnand
Schindlersuggest that, to be an adhmisirative report within the eaning of the FCA, a document
must (1) constitute official government action and (2) provide information.

The 510(k) summaries are published by a government ag&ee21 C.F.R. § 807.95
(stating that FDA shall make a 510(k) summary . . . available to the public” (emphasis added)).
Furthermore, they provide infoation in the government’s possessibat is collected as part of
a government administrative procedure.

Colquitt argues, however, that the summaaiesnot administrative reports because they
are prepared by the manufacturers, and arerefégsedby the FDA. The focus of the Fifth
Circuit’'s analysis irReagaris not on who created the infoation, but on the fact that the
information is made public through official gonenent action. Whether the information is

collected from medical device manufacturers ansmther third party, the important factor is

of other documents that areane of the proper forms. Thuke Court does not consider
Cordis’s arguments regarding Exhibit N.
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that it is released by the FDA part of its administrative clearaee process for medical devices.
That the 510(k) summaries are initially prowdde the FDA by medical device manufacturers,
then, does not detract from their staigsadministrative ports under the FCA.

Colquitt also argues that the stent adverteseisdescribed in the TAC cannot trigger the
public disclosure bar because paid advertisemersisaaialty journals do not fall into any of the
FCA'’s statutorily identified categies of disclosures. The Defgants’ contention that the ads
are disclosures “from the news media” presemtsquestions: (1) whether specialty medical
journals such aBndovascular Todagre “news media” under the BRCand (2) if so, whether
paid advertisements in those publications are “from” the news media.

The Fifth Circuit has not set out a specifistteor determining what constitutes news
media, but at least two courts have held thiabkely or technical peodicals constitute news
media. United States ex rel. Radcliffe v. Purdue Pharma,l582 F. Supp. 2d 766, 770 (W.D.
Va. 2008);United States ex rel. Alcohol Found., Inc. v. Kalmanovitz Charitable Foli8@.F.
Supp. 2d 458, 463 (S.D.N.Y. 2002ff'd, 53 Fed. App’x 153 (2d Cir. 2002). Both district courts
held that “[tlhe term ‘news media’ includeshstarly, scientific, andechnical periodicals,
including trade journals, because, like newspajkose sources disseminate information to the
public in a periodic manner.Radcliffe 582 F. Supp. 2d at 770 (citiddcohol Found. 186 F.
Supp. 2d at 463).

Although this Court is not incled to conclude that in ¢hage of basement blogging and
ease of publishingany medium that disseminates information to the public in a periodic manner
is part of the “news media,” the Court agrees tfn]o principle of satutory construction or
public policy would compel a crgmd reading of the term ‘newsedia’ or the imposition of a

judicially created limit ofnews media’ to encompassly the newspaper contextAlcohol
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Found, 186 F. Supp. 2d at 463 (emphasis added). Cithet agrees that scholarly periodicals
are sufficiently similar to newsparseto constitute news media.

However, whether advertisements in suchqeicals are, like arties, “from” the news
media presents a much closer question. Neeghlass, the Court conales that, like articles,
advertisements in periodicalsedifrom the news media.” In trecent opinions interpreting the
public disclosure bar, the Supreme Court efthmited States has emphasized the “broad scope”
of the statutorily specified fans of disclosure generally, @dfinews media” in particular.
Schindler Elevator Corp. v. United States ex rel. K&l S. Ct. 1885, 1887 (201Graham
Cnty. Soil & Water Conservation Dist. United States ex rel. Wilsal30 S. Ct. 1396, 1404
(2010) (“The ‘news media’ referenced in Catgg8mlainly have a broader sweep.”). The only
other case this Court has loedtwhich has addressed thssue found no distation between
advertisements and articles, holding thatghblic disclosure bar qeiires only that the
information be “from” the news media; “[i]t do@st require that the information appear in any
particular form or section of a [publication]United States ex rel. Ondis City of Woonsocket,
R.l, 582 F. Supp. 2d 212, 217 (D.R.l. 2008). A person who picks up a c&mdotascular
Todayhas just as much access to the advergsgsras the edited content. Thus, the
advertisements that are described in the TAC‘iom the news media,” within the meaning of
the FCA’s public disclosure bar.

il. Allegationsor transactions

Having concluded that the 510(k) summaried @@ stent advertiseants are within one
of the statutorily specified forms, the Cotutns next to whethéhe Defendants’ evidence
discloses “allegationsr transactions.”

As this Court has stated before, “the/ ker determining whether allegations or

transactions have been publidisclosed is whether ‘the critical elements of the fraudulent
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transaction were ithe public domain.”United States ex rel. Hegat. Dall./Fort Worth Int’l
Airport Bd, No. 3:99-cv-100-M, 2004 WL 1197483,*a&t (N.D. Tex. May 28, 2004) (Lynn, J.)
(quotingUnited States ex rel. Sprifigld Terminal Ry. V. Quinri4 F.3d 645, 654 (D.C. Cir.
1994)). “The critical elements have been sufficiently disclosed if the disclosures, taken together,
would enable the government tadr an inference of fraud.ld. As the D.C. Circuit explained
in Springfield Termingl“if X +Y =Z, Z represents thallegationof fraud andX andY represent
its essential elements3pringfield Termingl14 F.3d at 654. “In ordeo disclose the fraudulent
transactionpublicly, the combination ok andY must be revealed, from which readers or
listeners may infez, i.e., the conclusion that fraud has been committédl.”Furthermore, the
FCA is concerned with frauoih the governmenénd thus, public disasure of a predicate
allegation of fraud—one that does not by itself lemdn inference of a false or fraudulent claim
on the government—does not disclose “allegatiortsamsactions” for purposes of the FCA.
See United States ex r8mart v. Christus Healtl626 F. Supp. 2d 647, 653-54 (S.D. Tex.
2009).

Here, the Defendants argue that the allegkse: fstatements to tleDA and their alleged
off-label promotion have been publicly disclosadd that such disclosuoenstitutes allegations
or transactions of fraud fromhich the government could draam inference of FCA liability.

(1) False statements to FDA

The 510(k) summaries disclose the Defentdiaalleged misstatements to the FDA
because they disclose the alleged false statemeththa alleged true state of affairs. First, the
510(k) summaries unambiguously contain the atldgése statements because the FDA requires
that each summary contain “[a] statement efititended use of the device . . . including a
general description of the diseases or conditibasthe device will diagnose, treat, prevent,

cure, or mitigate.” 21 C.F.R. 8 807.92(a)(S®econd, the summaries also contain information
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that, according to the TAC, demstrates that those statememése false when made: the sizes
and dimensions of the stents.

The TAC relies heavily on the sizes of the &an alleging that the statements of their
intended use were false. Specifically, Exhibib the TAC is a table that lists the stents
manufactured by each Defendant. The chartbasnns for “Manufacturer,” “Stent,” “Balloon
Expandable / Self Expanding,” “Wire Size,” “Stddiameter,” “Stent Lentl,” “Shaft Length,”
and “Biliary Use Probability.” Comanting on Exhibit 1, the TAC states,

Based on accepted sizing for the biliary tree and vascular anatomy, as compared

to the length and diameter of Defendastents and the letigof the premounted

delivery catheters, Exhibit 1 demorades that more than 99 percent of

Defendants’ devices are toordga or too small to fit the biliary tree and/or are

marketed and sold to healthcare prevglpremounted on delivery catheters that

are incorrectly sized to pte the stents on the biliary tree in compliance with

medical standards and CGMP requirements.

(TAC 1 72.) Furthermore, the TAC states tlighe size and design dhe stents and delivery
catheters, which are sold only as premounted systems, are intended for placement in the blood-
filled, pressurized vascular system, not the bloodless bile dudt.Y L1.)

The same size information on which the TAC relies is disclosed in the 510(k) summaries.
FDA regulations require that 5 summaries include “[a] desption of the device . . .,
including . . . the sigficant physical and performance chateristics of thelevice, such as
device design, material useadaphysical properties.” 21 C.F.B807.92(a)(4). Thus, not only
do the summaries disclose the alleged false setesn-that the stents were intended for biliary
use—but they also disclose the alleged tratestf affairs—that thetents were actually
intended for vascular use—because the summdrgelose size information that, according to

Colquitt, “demonstrates that more than 99 peroéDefendants’ devices are too large or too

small to fit the biliary.”
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Colquitt responds that the Defendants “carrave it both ways,” arguing that the
Defendants cannot maintain that the stents’ dim@ssdo not indicate thelfaty of their stated
intended use and simultaneously contend tretithnensions publicly disclose that alleged
falsity:

Abbott “denies that the design charactersstid these biliary stents are actually

probative of intent to promote them forftdbel use.” This statement eviscerates

Abbott’'s X + Y = Z equation by removingublic “Y”. Abbott tells the Court

that the falsehood (X) is “that the stemtsre intended for biliary use” and the

publicly disclosed truth (Y) is “the configurations” and “stent system design

factors” allegedly disclosed in 510(lsummaries. Irreconcilably, Abbott then

denies that Y (configuration and desigrs) “probative” in contradicting X

(intended use). If Abbott denies th¥tis probative in disproving X, then

according to Abbott the Government had no reason to conclude Z, that Abbott

was committing fraud.
(Pl.’s Br. Opp’n 35—-36 (citations omitted).)

The Court does not share Colquitt’s intetption of the Defendiis’ argument. The
Defendants can deny that the stent dimensiorke e stents inappropriate for biliary use,
while at the same time arguing that even ifdimmensions did, as Colquitt alleges, make them
appropriate only for vascular ugapse dimensions were publialysclosed in administrative
reports. It is the posture ofmabst every motion to dismiss tihthe defendant denies the alleged
facts, but argues that those facts, everud,tdo not create liality. Although the public
disclosure bar highlights the uruad rhetorical dynamics of &t posture, it does not make the
Defendants’ argument iparopriate or unfair.

Colquitt further argues that the Defendamisrstate the TAC's reliance on the size of the
stents, contending that size is only one piecevafence of the Defendants’ false statements.
Specifically, Colquitt urges that “the fraud oretRDA allegation is based on the design sizes

andthe intent to promote and market off-labsldescribed in the T&—not design alone.”

(Pl.’s Br. Opp’n 36.) That the TAC relies on redhan one piece of evidence to allege the
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falsity of the Defendants’ statements doesmean that one piece of evidence alone is
insufficient to publicly disclose that falsity. Qaitt has alleged that, due to their size, 99% of
the stents listed in the TAC are too large or toalkta be used as biliary stents. Assumed as
true, that allegation is sufficieon its own to support an inference that the Defendants did not
intend to market their stents for biliary usegamdless of whether other allegations could also
support such an inference.

Furthermore, the information in the 510(k)rsuaries is sufficient on its own to disclose
“allegations or transactions,” because it alldtws government to draw an inference of FCA
liability. According to Colquittthe Defendants’ alleged misrepeatations to the FDA, without
more, support an FCA claim under a theory atiffulent inducement. Wiout deciding whether
Colquitt’s fraudulent inducement theory is legaltyund, the Court can conde that, if it is, the
information in the 510(k) summaries supports anreriee of liability pursuarto that theory.

(2) Evidence of off-label promotion

The Defendants point to a variety of evidero argue that infmation regarding off-
label promotion was publicly disclosed and that such information constitutes “allegations or
transactions” sufficient to trigger the public disclosure bar.

First, the Defendants citevaal documents, including reportsmedical journals and
other media, demonstrating disclosure of off-laissdof biliary stents. E.g, JDA Exs. A, C-D,
I-L.) Abbott argues that “the pervasiyand exhaustively documented) off-labséof biliary
stents from the late 1990s onward was more $diicient to put the government on notice of
the likelihood of the off-labgbromotionalleged by Relator.” (Abbott Reply 3.) The Court does
not agree. These documents do not disclose &tbegeor transactions,@he or in combination

with the 510(k) summaries. Colquitt and the Dell@nts agree that off-label use of biliary stents
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is lawful, so public disclosure of such usegew widespread, does not disclose a fraudulent
transaction or allegn of fraud.

The Defendants also arguathheir alleged off-label pmotion efforts were publicly
disclosed in the FDA warning letter sen@Qordis in April 1999. (JDA Ex. BB.) The FDA’s
warning letter clearly contairen allegation of a regulatowolation concerning Cordis’s
S.M.A.R.T. stent, because it plainly alleges fatdis violated FDA regulations by promoting
the device for an off-label use. These allegaiare sufficient to raise an inference of FCA
liability because, according to Colquitt, off-lahele of the Defendants’ stents in the vascular
system is not covered by government payer programs.

Colquitt argues that fraud cannot be infdrfieom the warning letter because Cordis
responded to the letter by pulyistating that the challendeadvertisement was placed by
accident. The jurisdictional bar would essentiallyrdsd out of the stawitf it never applied to
allegations of fraud that werpuickly followed by denials from the alleged wrongdoers. Thus,
despite Cordis’s public denial, the FDA warnintjde publicly disclosed allegations of off-label
marketing and promotion of Cordis’s S.M.A.RsIent, which are sufficient to support an
inference of FCA liability.

The Defendants next argue that the urdtitdter sent by the FDA to biliary stent
manufacturers in October 2002 discloses allegations of off-label promotion. However, the
untitled letter does not disclosdegjations or transactions becausdoes not identify any of the
Defendants. In order to constitute allega$ or transactions,disclosure or group of
disclosures must allow the Government to tdgrthe defendant as the alleged wrongdoer.
Jamison 649 F.3d 322 at 329ge United States ex rel. GeaEvwnergency Med. Assoc. of lll.,

Inc., 436 F.3d 726, 729 (7th Cir. 2006). This does not mean that the wrongdoer must necessarily
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be identified by nameSee id. For instance, if publicly aviaible information discloses that

every member of an identifiable group or industry committed the alleged wrongdoing, and the
defendant is a member of that group, then thdatisces constitute allegans or transactions
regarding the defendangee Gegr436 F.3d at 729. On the other hand, information that
discloses alleged wrongdoing by only a portiom@froup or industry does not disclose
allegations or transactions concerningmvmember of that group or industree United States
ex. rel. Baltazar v. Warden et ab35 F.3d 866, 869 (7th Cir. 2011).

In arguing that the untitledtter discloses allegations agsi them, the Defendants rely
on the Seventh Circuit’s reasoningunited States ex rel. Gear v. Emergency Medical
Associates of lllinois, Inc436 F.3d 726 (7th Cir. 2006§5ear holds that “[ijndustry-wide
public disclosures bar qui tam actions against afgndiant who is directly identifiable from the
public disclosures.ld. at 729. In that case, the GAO iss@eport stating that the University
of Pennsylvania agreed to pay $30 million tdlsetllegations of improper billing for services
provided by medical residentsd. at 728. The Department oellth and Human Services then
instituted a nationwide initiatesto investigate how the natienl25 medical schools, including
Midwestern University, the focus of the relatosuit, billed Medicaréor services provided by
residents.ld. Several articles appeargdpublications such admerican Medical Newand
Physician’s Weeklgbout the congressional interest in the auddsat 729. Approximately two
years after the investigation begére relator, a resident at Mi@stern, filed suit. The Seventh
Circuit upheld the district court’s dismissaltbg suit, apparently unpersuaded by the relator’s
argument that the disclosures did not expose transactions from which the government could infer

fraudulent billing by any particulaschool: “The disclosures at igsbhere were of industry-wide
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abuses and investigations. Defendants were ¢atigld. Industry-wide pulib disclosures bar qui
tam actions against any defendatio is directly identifiable from the public disclosuresd:

However, the Seventh Circuit has since made cleaf3kat properly interpreted, stands
for the proposition that industmyide allegations of fraud idéfy industry members only when
they implicate every member of the industry: “Defendants rely heavilyeam but to say that a
report identifying auniform practice activates [the jurisdiienal bar] does not imply anything
about the effect of a reportsdiosing that some but not all the firms use a practice United
States ex. rel. Baltazar v. Warden ef &B5 F.3d 866, 869 (7th Cir. 2011). As the court in
Baltazarfurther explained, “A statement such‘laalf of all chiropractors’ claims are bogus’
does not reveal which half and therefore doaspermit suit againsng particular medical
provider.” Id. at 867—68.

Here, the untitled letter doest contain allegations agairadt manufacturers of biliary
stents, but states thahdnyexpandable metal biliary stents tione to be marketed for vascular
use.” (JDA 404, 406 (emphasis added).) Just like the example proviallanar, the untitled
letter does not disclose which biliary stentnmacturers are among the “many” marketing stents
for vascular use. This is not a case [&ear, where the defendant isrectly identifiable from
industry-wide allegations. Therefore, the untitletier sent to Cordiand Boston Scientific,
among others, does not contain gdéilBons or transactions triggieg the FCA’s public disclosure
bar.

Nevertheless, allegations of off-label prtion by Abbott and Boston Scientific, as well
as Cordis, were publicly disclosed by tlivartisements described in the TAC. The
advertisements, combined with the 510(k) summaries, disclose the critical elements of the

allegation of off-label promotion: (1) that the feadants advertised stents for vascular use, and

Page36 of 63



(2) that those stents were approved only for biligsg. Therefore, thedvertisements disclose
transactions raising the inference that the Defetsdqamomoted the stents identified in the ads for
off-label use in the vascular system.

ili. Conclusion—Public disclosure of allegations or transactions

In summary, the evidence in the Joint Defense Appendix and allegations in the TAC
show that allegations of false statementhoFDA and of off-label promotion of the
Defendants’ biliary stents were publicly discldselrhe 510(k) summaries disclosed the critical
elements of the Defendants’ alleged false statgmto the FDA regarding every stent that the
TAC identifies as inappropriafer biliary use. The FDA waing letter to Cordis publicly
disclosed allegations of off-label promotion ofr@ie’s S.M.A.R.T. stent, and the advertisements
described in the TAC publicly disclosed the catielements of off-label promotion allegations
regarding the stents identified in those ads.

b. “Based upon” public disclosure of allegations

The second element of the jurisdictional &sks whether Colquitt’s case is “based upon
the public disclosure of allegations or tractgans.” 31 U.S.C. 8§ 3730. The “based upon”
requirement is satisfied when tredator’s suit is supported by tldegations or transactions
that have been publicly disclakehe suit need not be acliyaderived from the earlier public
disclosureitself. See United States ex r8mart v. Christus Healfl626 F. Supp. 2d 647, 651
(S.D. Tex. 2009)tnited States ex rel. Branch Consuits, L.L.C. v. Allstate Ins. C&68 F.
Supp. 2d 780, 795-96 (E. D. La. 2009). Furtherm@agn FCA qui tam action even partially
based upon public allegations or transactiomoigetheless ‘based upanch allegations or
transactions.”United States ex rel. Reagan v. E. Tex. Med, 884 F.3d 168, 176 (5th Cir.
2004). “Stated another way, [a relator] careatid the jurisdictional bar simply by adding

other claims that are substantively itleal to those previously disclosedFed. Recovery
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Servs., Inc. v. Cresent City E.M.3%2 F.3d 447, 451 (5th Cir. 1995). A claim is substantively
identical when it merely alleges additionadtiances of fraud by a defendant when other
instances of that defendant’s fraudulent conduct have been publicly disdidsed.

The Defendants do not contend tRatiquitt’s anti-kickback thewy is subject to the public
disclosure bar, and thus, the Court analyxdg whether the fraudeht inducement and off-
label promotion theories are based ugfmpublicly disclosed allegations.

Colquitt’s fraudulent inducement theorybhased upon the allegations disclosed in the
510(k) summaries. Although the TAC relies on malic 510(k) notices as the source for the
Defendants’ alleged false statements and the siaminformation, the palicly disclosed 510(k)
summaries contain the same information. Bec#us& AC specifically ites this information,
there is no doubt that the fraudulent inducentie@dry is supported by and, therefore, based
upon, that information.

Similarly, Colquitt’s off-label promotion thep is based on publicly disclosed allegations
or transactions. The FDA warning letter disctba#legations of off-label promotion regarding
Cordis’s S.M.A.R.T. stent, and the advertisens in the TAC, combined with the 510(k)
summaries, disclosed the critical elements ofbfifibabel promotion theoryegarding the stents
that were the subject of those ads. Clearlyq@t’s claims regardig those stents are based
upon those allegations @transactions.

Furthermore, although the warning letter addertisements only expressly mention a
handful of the Defendants’ stents, Colquittfé-label promotion claims regarding the
Defendants’ other stents are partially based upon the allegdismhased, because the claims

regarding the other stents atdbstantively identical to thos@rcerning the stents named in the
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advertisements and warning lettdrat is, they allege newstances of the same fraudulent
conduct already disclosed.

For those reasons, Colquitt’s fraudulemducement and off-label promotion claims are
based upon publicly disclosed allegations and &etitens. Thus, the Caunas jurisdiction over
those claims only if Colquitt is an “original source.”

C. OriginalSource

Where an FCA action is based on publicly ftised allegations oransactions, the court
does not have jurisdiction unlese tfelator is “an origial source of the information.” 31 U.S.C.
§ 3730(e)(4)(A). An “original source” is faindividual who has direct and independent
knowledge of the information on which the gli¢ions are based ahds voluntarily provided
the information to the Government before filiag action under this sgon which is based on
the information.” Id. The Supreme Court has held that “thisrmation” of which a relator
must have direct and indapent knowledge is the infoation on which the allegatioms the
complaintare based, not the information on which pllicly disclosed allegations are based.
Rockwell Int’l Corp. v. United State549 U.S. 457, 47273 (2007).

“In order to be ‘direct,” the informteon must be firsthand knowledgeUnited States ex
rel. Fried v. W. Indep. Sch. Disb27 F.3d 439, 4423 (5th Cir. 2008). In other words, the
information must be “derived from the sourcghsut interruption or gained by the relator’'s own
efforts rather than learned seconarthahrough the efforts of othersUnited States ex rel. Laird
v. Lockheed Martin Eng’g & Sci. Servs. Co. (Laird336 F.3d 346, 355 (5th Cir. 2003),
overruled on other grounds by Rockw&l9 U.S. at 47273. “In order to be ‘independent,’ the
information known by the relator cannot dedeor rely on the pule disclosures.”United States

ex rel. Fried, 527 F.3d at 44243.
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Although a relator need not be the origisalirce of every element of his claims, a
relator must do more than apply his exjgerto publicly disclosed informationd. at 443.
“[S]econd hand information may not be converted into “direct independent knowledge” simply
because the plaintiff discovered through investan or experience vel the public already
knew.” 1d. (QuotingReagan384 F.3d at 179). “Instead, thevestigation or experience of the
relator either must translate into some additi@eanpelling fact, or must demonstrate a new and
undisclosed relationship between thsed facts, that gsia governmental agency on the trail of
the fraud, where that fraud ght otherwise go unnoticed.’ld. (quotingReagan 384 F.3d at
179.)

Here, Colquitt argues that he is an origisalirce of the information underlying both his
fraudulent inducement claims and his off-label potion claims. Colquitt argues that he is an
original source of the fraudulent inducementrolabecause his expertise as a former sales
manager allowed him to discoveethelationship between the stent sizes and their intended use.
Regarding the off-label promotion claims, Guitt alleges that during his employment with
Abbott he withessed each of the Defendants ptertheir biliary stents for off-label uses.

Colquitt is not an original source of the fraudulent inducement claims because his
knowledge is not independent of public disclosurElse dimensions and physical characteristics
of the Defendants’ biliary stents were availaiol@ny member of the public who wanted to find
them, and they appeared on the same documetiie afleged false statements of the stents’
intended use. Moreover, this information regagdihe stents’ dimensions is the very basis of
Colquitt’s fraudulent inducement claims, &®®&n by the TAC’s claim that the “length and
diameter of Defendants’ stents and the lbraftthe premounted dekry catheters . . .

demonstrates that more than 99 percent of Defeistidevices are too large or too small to fit
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the biliary tree.” The information underlying Colquitt’s fraudulent inducement claims depends
and relies on public disclosures, and Colquitdfore is not an independent source of that
information. However, Colquitt is an origineurce of the information underlying his off-label
promotion allegations because he has daadtindependent knowledge of the information on
which the TAC's off-label promotion allegationedrased. Colquitt alleges that he was trained
to and did promote Abbott’s biliary stents for tdbel use in the vascular system. According to
the TAC, Colquitt was trained to teach phyeis how to implantibary stents in the

vasculature, was required to sdlicascular surgeons to perfodeamonstrations of vascular off-
label use, and received compensation incenthatsrewarded off-label promotion. Colquitt
further alleges that Abbott compiled packagémformation for distribution to vascular
specialists, which included “patient advisteiters” intended to be sent by the vascular
specialists to their patients, warning themhaf health risks of urgated peripheral artery
disease. Additionally, Colquitt alleges thatdieserved sales representatives from Cordis and
Boston Scientific promote their employers’ biliastents for vascular use at trade shows and
manage their consignment inventories of bilistgnts in the catheterization labs of various
hospitals.

Colquitt's knowledge of this informatias “independent” because the information was
not publicly disclosed in the FDA waing letter to Cordis or the advertisements allegedly placed
in vascular journals, and therefore, none ofitiiermation can be said epend or rely on those
public disclosures. This conclusion is notonflict with the Court’s determination that
Colquitt’s off-label promotion allegations webased on those disclosures. The Fifth Circuit’s
interpretation of the jurisdictional bar’s “Esupon” element makes clear that a relator’s

allegations are “based upon” public disclosures even when they are partly based on those
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disclosures.See Reagarv2 F.3d at 452. By the same tokenglator’s information is that “on
which the allegations [in the complaint] are lifiseven when the allegations are only partly
based on that information. Thus, Colquittf&label promotion allegations are based on the
disclosuresandthe information that Colquitt learn@iring his employment at Abbott.

Colquitt’s knowledge is also “directiecause it was gained first hand from his
experience as an Abbott employee. Colquittardy observed Abbott’s efforts to promote use
of its biliary stents in the vastar system, but as an Abbott regional sales manager, he was an
instrument of those efforts. ik difficult to imagine whose kndedge of those efforts could be
more direct than that of an employee who cartiieain out. As for Cordis and Boston Scientific,
Colquitt's knowledge of their off-label proron efforts, although certainly not as thorough as
his knowledge regarding Abbott, is still dire&ccording to the TAC, Colquitt learned through
conversations with Cordis employees thatdiotrained its salef®rce to demonstrate
implantation of biliary stents in the vascular gystand also that he witnessed specific Cordis
employees promoting biliary stents for off-label fiseikewise, the TAC alleges that Colquitt
witnessed Boston Scientific employees solicit offelalise of biliary stents for vascular purposes
and saw Boston Scientific employees consign lyilsients for off-label use. These allegations
sufficiently allege Colquitt’s direct and ingendent knowledge of information on which his off-
label promotion claims againall the Defendants are based.

Cordis and Boston Scientific argue thatiqiitt’s knowledge is not direct because his
allegations recount information learned throughrsay and passive obsdi@a. In the Court’s

view, this argument misunderstds the requirementahdirect knowledge be that which the

® This is similar to the example of dirdatowledge described by the Fifth CircuitLiaird.
Laird I, 336 F.3d at 356 (describing direct knosde as firsthand communications and
observations).
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relator learned “firsthand.” All that is requiregithat the information be “derived from the
source without interruption or gained by the t@s own efforts rather than learned second-
hand through the efforts of othérsThat Colquitt learned son this information about the
promotional efforts of Cordis and Boston Sciaatthrough conversations with or observation of
their employees does not make his knowledgers#hand. Even those who passively observe
activity learn of that activity firsthand. If it we otherwise, an eyewiss to a car accident
would only have “secondhand” knowledge of the crash, with tlverdrand passengers
possessing the only “firsthand” accounts. Topdcuch a rule would unduly restrict the
definition of “original source” to exclude maiggitimate whistleblowers and allow only those
who actually commit wrongdoing to bditdrom sounding the alarm.

Likewise, the information a relator bringsthe government need not be nonhearsay in
order for the relator’s knowledde be direct. The Fifth Cira) in describing cases where a
relator’'s knowledge is direct,ted as an example a case in which a “nurse association [was
found to have] had ‘direct’ knowledge that anestblogists routinely submitted fraudulent bills
to Medicare . . . because the nurses had pdrknowledge of the defendants’ false claims by
virtue of communications with the defendatitemselves and had seen the hospital records
containing false claims.Laird I, 336 F.3d at 356 (describing the holdinddmn. Ass’n of
Nurse Anesthetists v. Allina Health Sys. Ca2@6 F.3d 1032, 1050 (8th Cir. 2002)). The
alleged conversations between @ott and sales representativeCafrdis and Boston Scientific,
along with Colquitt’s observations of thosdesarepresentatives’ activities, demonstrate
Colquitt’s direct knowledge of information on whidis off-label promotion claims are based.

The Defendants also suggest that even i§@t had direct and independent knowledge

of their alleged promotional activities, henist an original source bause he did not have
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similar knowledge of information underlying otreements of his off-label promotion theory—
namely, the submission of false claims and thieBaant’s intent to submit false claims. This
argument ignores the disction between (a) thallegations or transactionghat must be

disclosed in order to trigger tipeiblic disclosurdoar, and (b) thenformationof which a relator
must be an original source in order to overctina bar. While there can be no disclosure of
“allegations or transactions” urge all the critical @ments of an alleged fraud are disclosed, a
relator need not be tis®urce of information undiying every element ahe complaint’s
allegations in order to be an original sourcenédrmation on which those allegations are based.
See Minn. Ass’n of Nurse Anestheti26 F.3d at 1050 (citingnited States ex rel. Springfield
Terminal Ry. V. Quinn4 F.3d 645, 656-57 (D.C. Cir. 1994)) (“[T]o qualify as an original
source, a relator does not have to havegmaisknowledge of all eleemts of a cause of
action.”); see also ReagaR®84 F.3d at 179 (holding that tbheaginal source requirement is
satisfied where a relator’s investigationexperience “translate[s] into somaéditional

compelling fact, or . . . demonstratgp new and undisclosed relationsbhgiween disclosed
facts” (emphasis added)). Colqu#tallegations, assumed as true, demonstrate that he had direct
and independent knowledge of one critical edatof his off-label promotion claims: the
Defendant’s off-label promotion of thddiliary stents. More is not required.

The Defendants also argue that Colquitt isarobriginal source because he provided his
information to the government after the publisalibsure of the allegations and transactions
underlying his off-label promotion claims. $0 arguing, the Defendants urge this Court to
impose a rule, adopted by at leasb wircuits, that requirea relator, to be an original source, to
provide his information to the government befthe alleged fraud sublicly disclosed.See

United States ex rel. McKenzaieBellSouth Telecomms., Ing23 F.3d 935, 942-43 (6th Cir.
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1997);United States ex rel. Findley v. FPC-Boron Emps.’ Clid5 F.3d 675, 691 (D.C. Cir.
1997). The Fifth Circuit has reserved decision on this i$%e@gan 384 F.3d at 178 n.13, and
more recently, other circuitsave rejected it outrightJnited States ex rel. Duxberry v. Ortho
Biotech Prods., L.R579 F.3d 13, 28 (1st Cir. 2009inn. Ass’n of Nurse Anesthetists v. Allina
Health Sys. Corp276 F.3d 1032, 1050 (8th Cir. 2002).

Courts that have adopted the rule have reetwo primary justifications. First, they
have reasoned that requiring tels to report fraud before it mublicly disclosed, even where
the relator learns of the fnd independently of the disclasy incentivizes early reporting by
whistleblowers.See McKenzjel23 F.3d at 94Findley, 105 F.3d at 690-91. Second, they
have found that the rule serv@sngress’s goal of preventing “paitasqui tam actions in which
relators, rather than bringing light independently dicovered information of fraud, simply feed
off of previous disclosures of government frautiftKenzie 123 F.3d at 943 (citations and
internal quotation marks omittedee Findley105 F.3d at 690-91.

The First and Eighth Circuits have rejectbi approach, concluding that it has no
textual basis.Duxberry, 579 F.3d at 28linn. Ass’n of Nurse Anesthetisi¥6 F.3d at 1051.
Those courts have noted that the only temporalirement of the original source element relates

not to when public disclosure was made but tervthe suit was filed: “[O]riginal source means
an individual who . . . has voluarily provided the information tthe Government before filing
an action under this section iwh is based on the information.” 31 U.S.C. § 3730. The First
Circuit sharply criticized the emphasis placed ongressional intent by those courts that have
adopted the rule urged by the Defendants:
“It strikes us as especially inappragie (not to mention frighteningly
treacherous) to attempt, #sese courts have done, dastill from such broad,

generalized objectives, the answers tokiinel of specific statutory questions that
we herein address; fine ltaations are just not posde through the use of such
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crude instruments. This is particulady in this context, given that, although we

can perhaps divine from these abstrpatposes a congressional intention to

balance the need to encourage qui tam actions against the need to prevent

parasitic suits, we can diern virtually nothing aso precisely how Congress
ultimately believed it achieved that balandéthe language of law is to have any
meaning at all, then surely it mustepail over the kind of speculation that is
entailed in such an enterprias these courts have undertaken.”
Duxberry, 579 F.3d at 27 (quotingnited States ex rel. Siller Becton Dickinson & Cp21
F.3d 1339, 1354-55 (4th Cir. 1994)).

Beyond the text of the statute, courts refegthe rule have argued that the first-to-file
rule already provides an incentif@ potential relators to port fraud early, as the first
whistleblower to the courthouse gealdy wins the qui tam prizeld. at 24. As for the goal of
preventing parasitic suits, the First Circuit noteat the legislative history of the current original
source requirement suggests thaeguoally, if not more importangoal of the provision was to
encourage more private enforcement suitshagprior “governmeritnowledge” regime barred
all suits based on informati@iready available to the govenent, without any exception for
those who actually provided itd. at 25—-26. Thus, courts thatvearejected the rule proposed
by the Defendants have found no conflict betwibenstatutory textrad Congress’s intent.

The Fifth Circuit acknowledged the issudReagarbut declined to decide it. 384 F.3d
at 178 n.13 (“Unlike a number of circuits, tlesurt has yet to decidehether a party who
independently and directly learns of infortina already publicly didosed may qualify as an
independent source. . . . [W]e need not dettidequestion here.”)Nevertheless, the Fifth
Circuit’s prior decision irfFederal Recovery Serviceaggests that the pqwach adopted by the
First and Eighth Circuits is the correct orfeee Fed. Recovery Servs., Inc. v. Cresent City

E.M.S, 72 F.3d 447, 452 (5th Cir. 1995). There, aftanidiag that the relator’s suit was barred

by the public disclosure bargltourt turned to the relatsralternative argument that the
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intervention of the United States in thetion cured any jurisdictional defedd. The relator
based her argument on a section of the FCAlithés the amount of theslator’s recovery in
cases where the government has intervened aatewtine court [finds] the action to be based
primarily on [public disclosures] 31 U.S.C. § 3730(d)(1xee Fed. Recovery Serv& F.3d at
452. According to the relator, that prowsiwould be rendered meaningless unless the
government’s intervention provided arnception to the public disclosure bdfed. Recovery
Servs, 72 F.3d at 452.

The Fifth Circuit disagreed, and in so doingalgmed the legislate history and purpose
of that provision:

The legislative history discloses thabri@ress included that provision to provide

for “the casewhere the information has already been disclosed and the person

gualifies as an ‘original sourcédut where the essential elements of the case were

provided to the government or newsdigeby someone other than the qui tam
plaintiff.” 132 Cong. Rec. H938%statement of Rep. Bermamgee alsol32

Cong. Rec. S11244 (statement of Sen. Grassley).

Id. (emphasis added). Thus, before the Fifth Circuit dedtsjanit strongly suggested in
Federal Recovery Servic#sat a relator may qualify as ariginal source even if he provides
information to the government after the gidons have been publicly disclosed.

The Court is convinced that the approach aglbly the Eighth and First Circuits is the
correct one and is mindful of the suggestiofr@deral Recovery Service3herefore, the fact
that Colquitt did not provide the informatiamderlying his claims to the government until after
the public disclosure does not prevent him fronmgp@n original source of that information.

d. Conclusion—Public Disclosure Bar

Colquitt’s fraudulent inducement and off-lalpeomotion theories are both based upon
publicly disclosed allegations or transactiofifie fraudulent inducement claims are publicly

disclosed because, assuming the critical elemertsabtheory are what Colquitt contends they
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are, those elements are disclosed in the 510(Rjrearies. As for the off-label promotion theory,
those elements were disclosed in the FDA wartetigr and biliary stent advertisements placed
in vascular specialty journals, and the actiene is based upon trepublic disclosures.

Colquitt is not an original source of the frauehtlinducement claims, and the Court thus lacks
jurisdiction to entertain those claims. Howev@o)quitt is an original source of the off-label
promotion claims. Further, the Defendants dbaomtend that the arkickback claims were

ever publicly disclosed, so the Court has jurisdiction over those claims.

B. Failure to State a Claim &ead Fraud with Particularity

The Defendants move to dismiss for failurestate a claim under Rule 12(b)(6), arguing
that Colquitt has failed to state a plausiblgrol for relief as required by Rule 8, and that
Colquitt’s claims do not plead fraud wigrarticularity as required by Rule 9(bpeeFed. R. Civ.
P. 8(a)(2), 9(b). Because the Court doeshaot jurisdiction over Colquitt’s fraudulent
inducement claims, it need not examine the Defetsdarguments for dismissing those claims.
Thus, the Court examines only the off-label préoroand anti-kickback claims to determine if
they are sufficiently pleaded.

1. Off-Label-PromotiorClaims

The Defendants argue that Colquitt’s off-lapedmotion theory fails to state a plausible
claim for relief because reimbursement claimsofitdabel use of biliary stents are not false or
fraudulent. Additionally, the Defendants contehat Colquitt has not pleaded the off-label
promotion theory with particularity becausehss not alleged the @ds of any actually
submitted false claims or of a particular scheme to submit false claims.

a. ClaimFalsity
The Defendants first argue that Colquitt has failed to state a claim showing that he is

plausibly entitled to relief. bder Federal Rule of Civil Predure 8(a)(2), a pleading must
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contain “a short and plain statement of the claim shgwhat the pleader is entitled to relief.”
The pleading standard Rule 8 announces doeequire “detailed factdallegations,” but it
does demand more than an unadomamiisation devoid of factual suppo&shcroft v. Igbal
129 S. Ct. 1937, 1949 (2009) (citations omitted). Wahitourt must accept all of the plaintiff’s
allegations as true, it is not bound to acceftwes“a legal conclusion couched as a factual
allegation.” Id. at 1949-50 (quotinBell Atl. Corp. v. Twomb|y550 U.S. 544, 555 (2007)). To
survive a Rule 12(b)(6) motion to dismiss, a complaint must contain sufficient factual matter,
accepted as true, to state a claim tefé¢hat is plausible on its faclwombly 550 U.S. at 570.
Where the facts do not permit theucoto infer more than the mepessibility of misconduct, the
complaint has stopped short of showing thatplleader is plausibly eitied to relief. Igbal, 129
S. Ct. at 1950.

The Defendants argue that Colquitt’s allegagido not allow a reasonable inference of
FCA liability because claims submitted by healthcare providers for off-label use of biliary stents
are not “false or fraudul¢érlaims.” The FCA is “aimed at false claimdJnited States v.
Southland Mgmt. Corp326 F.3d 669, 674 (5th Cir. 2003) (en banc). The FCA defines a
“claim” as “any request or demand, whether uraleontract or otherwise, for money or
property.” 31 U.S.C. § 3729(c) (2006) (amended by 31 U.S.C. § 3729(b)(2) (Supp. 111 2009)).
As the Fifth Circuit has explained:

[A claim] is a “request or demand” made in connection with a “contract or

otherwise,” the “contract or otherwisellegedly warranting the making of the

claim. Thus, whether a claim is validkpends on the contract, regulation, or

statute that supposedly warraunit It is only those eims for money or property

to which a defendant is nantitled that are “falsefor purposes of the False

Claims Act.

Southland Mgm{.326 F.3d at 674—75. Thus, liability undlee FCA will attach only if the

person making the claim to the government n@tsentitled to the money or property it
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requested. Accordingly, Medicare claims for enges that are not covered and are ineligible for
payment are false claim&ee Peterson v. Weinbergg08 F.2d 45, 52 (5th Cir. 1975). In this
case, then, Colquitt has stated a plausitden for relief under the FCA only if he has
sufficiently alleged that healthcare providergeveot entitled to reimbursement from the
government for off-label use of the Defendants’ biliary stents.

Medicare is administered by the CentarNtedicare and Medicaid Services (“CMS”),
which contracts with private contractors to astagents in revieng and paying claims
submitted by healthcare providers. 42 @.$8 1395h; 42 C.F.R. 88 421.3, 421.100. These
contractors review claims to determine whetiey are appropriate for reimbursement under
Medicare. By statute, Medicare is not permitiegay for any expense that is not “reasonable
and necessary for the diagnosis of illnesmry.” 42 U.S.C. § 1395y(a)(1)(A). CMS
interprets the terms “reasonabledanecessary” to mean that a seevinust be safe and effective,
and not experimental or investigationdMem. from Thomas A. Ault to All Regional
Administrators, reMedicare Coverage of Investigational Devide@e. 28, 1994) (hereinafter,
“Ault Memd) (J. Def. Ex. PPJ. Absent exceptions not relevaatthis case, feral regulations

prohibit Medicare coverage for experimentalrorestigational devices. 42 C.F.R. § 411.15(0).

® TheAult Memowas prepared by the director of theaith Care Financing Administration, the
predecessor to CMS, and was presented as ailationp of existing policies pertaining to the
application of the “reasonable and necessamglirement to the coverage of medical devices
under Medicare. ThAult Memowas included in the Joint Bense Appendix, and was cited
extensively by both parties in their briefs anthat hearing. In considering a motion to dismiss
under Rule 12(b)(6), the Court generally “mustitiitself to the contents of the pleadings,
including attachments theretoCollins v. Morgan Stanley Dean Witt&24 F.3d 496, 498 (5th
Cir. 2000). However, in situations whees, here, the plaintifielies on extra-pleading
documents to respond to the defendant’s motion to dismiss, the documents may be considered in
a Rule 12(b)(6) analysis as if they had batached to the plaintiff's complainSee Walch v.
Adjunct General's Dep’t of Tex633 F.3d 289, 294 (5th Cir. 2008)hus, the Court considers
the Ault Memoas a part of the TAC.
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A device is investigational if it has nogén approved by the FDA through the premarket
approval process or tfa.0(k) clearance proce¥s.

Colquitt argues that off-label use of thef@®sdants’ biliary stents is ineligible for
reimbursement because such use is investigatend, alternatively, because such use has not
been determined to be safe and effective. T/A€'s allegations, takeas true, plausibly show
that neither CMS nor its contracsdnave determined that off-ldhese of biliary stents in the
vascular system is safe and effective, and tbezethe Court need nottéemine if such use of
the Defendants’ stents is investigational.

According to theAult Memag on which both parties rely, “[aJapproved or cleared device
may be covered by Medicare for a labeled intibeaand, based on contractor discretion, for an
unlabeled use as long as this doescooflict with FDA requirements.’ld. TheAult Memo
provides the following example of an off-labekubat is reimbursable: “For example, an
approved cardiac catheter, whdekeel only includes a diagnosiitdication, may be covered by
a contractor for an unlabelecetlapeutic indication, based on ttentractor’s determination that
the unlabeled use is safe and effectiviel”

Colquitt argues that contractors themselvage made a determination regarding the
safety and effectiveness of off-label use of bilisignts that renders such use not reimbursable.
The TAC alleges that “a service . . . cannot limbersed unless the [contractor] determines that
it is safe and effective,” and that “Medicare’siitractors] have issuawn-coronary vascular
stent local coverage determiimms (LCDs) restricting covega to FDA-approved vascular
stents used for approved vascudgstem indications.” (TAC § 93.) In support of this allegation,

the TAC quotes the following stateméhat the LCDs “typically” contain:

19 Medicare may cover certainvestigational devices that harexeived an Investigational
Device Exemption, but that excegtiis not applicable heré&See42 C.F.R. 8§ 411.15(0)(1).
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“Coverage for above indications [for example, renal artery, superficial femoral

artery, iliac artery] for non-coronary seular stents depends on the usearof

FDA approved stent. Several different stents are currently used in the medical

community. Each device has specifidications described by the FDA for

approved market usesstent placement is covered by Medicare only when an

FDA approved stent is a) used for approved indications, or b) used for the

above indications supported by the peer medical literature.”

(Id. (alteration and emphasis added by TAC).)lqQitt argues that the LCD'’s reference only to
FDA-approvedstents limits Medicare coxa&ge to reimbursement f@lass Ill vascular stents
that have received premarlagiproval—rather than Class Il biliarstents subject to the 510(k)
clearanceprocess. Further, Colquitt notes that the LCD’s reference to the “several” different
stents currently used in the medical commumtyst refer to the dozen or so FDA-approved
Class Il vascular stents, and iotthe more than 700 Class lliery stents currently on the
market.

The quoted language of the LCD createsaaigible basis to infahat the LCD only
provides coverage for off-label use of Class/éiscular stents that have received approval
through the premarket approval process. &y does the LCD’s reference to FDA-approved
stents suggest coverage only Yascular stents approved via firemarket approval process, but
the Defendants’ reading would render thaalifier—which typical LCD uses twice—
meaningless. In other words, if “FDA-approvetent” merely describes a stent that has
completed some form of regulatory reviewither 510(k) clearancer premarket approval—
then limiting coverage to FDA-approved steistao limitation at all, as reimbursement for a

device that has not completed some formegjulatory review igrohibited by federal

regulations.See42 C.F.R. 411.15(oMedicare Benefit Policy Manu& 14.10"* The

" This provision states, “Dewmés that may be covered undiézdicare include the following
categories: [1] Devices approved by the FDfotlgh the Pre-Market Approval (PMA) process;
[2] Devices cleared by the FDA through the 51Q{fgcess; [3] FDA-approved IDE Category B
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likelihood that the LCD would twice specify thatverage is limited to FDA-approved devices,
when that term does not in fact limit coverageaemote enough to rendéolquitt’s reading of
the LCD plausible.

The Defendants contend that the TAC’s rafeeeto “typical’ LCDs is insufficient to
show a plausible entitlementttelief, because it cannot supportiaference that the Defendants
knowinglycaused false claims to be submittedkmowinglymade false statements material to
false claims. In other words, the Defendanggiarthat one cannot reambly infer that the
Defendants knew off-label use was not covered, when the coverage determination depends on a
contractor-by-contractor analgof LCDs. However, this argument is premised on the
Defendants’ assumption that “once a devicdeared or approved for marketing, services
involving the use of tht device—including angff-labeluse—are covered by Medicare unless
CMS or one of its contractorstéemines that a particular use of a 510(k)-cleared deviuatis
reasonable and necessary.” (BSC Mot. Dismis2Br But the TAC alleges that “a service is
not reasonable and necessary and cannot beuesed unless the [contractor] determines that it
is safe and effective, not experimental naveistigational, and appropriate.” (TAC § 91.)
Contrary to the Defendants’ argument, then, Gitl@lleges that coverage of an off-label use
requires an affirmative decision byantractor that the use is safled effective, and that absent
such a decision, off-label use is ineligible for reimbursement.

Although the Defendants cite teailt Memoin support of their argument, that document
actually lends support to Colquitt’'s theory. Themo states that apgroved or cleared device
may be covered for an unlabeled use basexbotractor discretion,ral provides an example

where “an approved cardiac ca#retwhose label only includesdiagnostic indication, may be

devices; and [4] Hospital Insitional Review Board (IRBapproved IDE devices.Medicare
Benefit Policy Manua§ 14.10.
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covered by a contractor for an unlabeledapeutic indication, badeon the contractor’s
determinatiorthat the unlabeled use is safe and effectiviautt Memo6 (emphasis added). This
language suggests that, absenaffinmative determination afafety and effectiveness by a
contractor, off-label use @f cleared or approved devicenst covered by Medicare.

Certainly, the Defendants will have the opportunity to pursue the theory that an
affirmative contractor determination is not necegs$ar coverage, or that, even if it is, that
contractors have made such affirmative deteations. But accepting the TAC's allegations as
true, as the Court must at this stage, Colqugtsficiently alleged that Medicare’s contractors
have not, in their discretion, detdnad that the use of biliary stisnn the vascular system is
safe and effective and therefalggible for reimbursement. Enefore, Colquits allegations
create a plausible basis to infer that healthpasgiders were not entitled to reimbursement for
off-label use of the Defendantsliry stents and, therefore, thdaims for such reimbursement
were “false or fraudulent” ithin the meaning of the FCA.

b. Failure to Plead with Particularity

The Defendants also challenge Colquitffslabel promotion claims on the ground that
they are not alleged with particularity as required by Rule 9(b). Specifically, the Defendants
argue that Colquitt has not alleged the details of any actually submitted false claims or of any
particular scheme to submit false claims.

A complaint alleging violationsf the FCA must meet thesightened pleading standard
of Rule 9(b), which provides that, “[i]n allewy fraud or mistake, a party must state with
particularity the circumstances constitutingud or mistake.” Fed. R. Civ. P. 9(bnited States
ex rel. Grubbs v. Kannegan®65 F.3d 180, 185 (5th Cir. 2009)nited States ex. rel. King v.
Solvay S.A.No. 06-2662-H, 2011 WL 4834030, at *6—7 (S.D. Tex. Oct. 12, 2011). Although

Rule 9(b) is often said to reqgaia plaintiff to plead the “thiéme, place and contents of a false
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representation, as well as the identity of thespe making the misrepresentation and what that
person obtained thereby,” the Fifthr€liit has held that this standard is not a straitjacket for Rule
9(b). Grubbs 565 F.3d at 186, 190. Thus, in allegingrasentment claim under the FCA, “a
relator's complaint, if it cannot allege thetaliés of an actually submitted false claim, may
nevertheless survive by allegingrpeular details of a scheme to submit [or cause others to
submit] false claims paired witleliable indicia that lad to a strong inference that false claims
were actually submitted.Td. at 190;King, 2011 WL 4834030, at *27.

The TAC does not allege the payment of sjieciaims—it does not identify any claim
made by any specific healthcar@yider or identify any physician or hospital that used one of
the Defendants’ stents for an off-label ualac indication, on a Mdicare beneficiary.
Nevertheless, Colquitt allegesesjific instances of the Defendangromoting their biliary stents
for off-label use in the vascular system. Moty did Colquitt allegedlgngage in and witness
such promotion in the hospitasd clinics he visited, but the f2adants advertised the release
of new biliary stents in vascular journag®metimes with language suggesting use in the
vasculature. These allegations describerselseby each Defendant to market and promote its
biliary stents for off-label use. But the F@Anot a remedial statute for mere regulatory
violations; it requires a scheme to submit—othiis case, cause others to submit—false claims
for payment. Nothing about the Defendants’laffiel promotion efforts alone implicates claims
made to the government, as any off-label usedcbealpaid for by private health insurance or
individual patients.

Filling this gap, however, are allegatiormat reimbursement guides distributed by the
Defendants to healthcare provise The TAC alleges that the Defendants prepared and

distributed these guides to ingttinealthcare providers how teek reimbursement for the use of
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their stents in vascular procedures. Specific#ilg TAC alleges that the “[tlhe reimbursement
guides were distributed to healtlre providers with instructioris use [reimbursement codes for
vascular stenting procedures] when seekinglvainisement from Medicare, its [contractors], and
Medicaid for placement of the uymaroved biliary stents in the vadar system.” (TAC { 192.)
Furthermore, the TAC containsespific allegations regarding tlo®ntents of the guides prepared
by Abbott and Cordis, identifying the particulaascular stenting procedures for which
healthcare providers were to seek reimbursemaatfor Boston Scidific, the only allegation

in the TAC connecting its off-label marketingttee submission of false claims is the general
allegation that “Defendantsgpared reimbursement guidesprovide false coding and
reimbursement information to physingfor the unapproved devices.”

The TAC's allegations satisfy the particulanigquirement of Rule 9(b) as to the off-
label promotion claims against Abbott, but not@athose against Cordis and Boston Scientific.
Regarding Boston Scientific, there are no “particdietails” provided of a scheme to cause the
submission of false claims. While the TAGsfically describes the reimbursement manuals
distributed by Cordis and Abbott, its only allegats applicable to Bostdcientific pertain to
“Defendants” generally. Thus, rather than eaming particular details of a scheme by Boston
Scientific to cause the submission of falsemkithe TAC contains dngeneral allegations.

The allegations against Cordis are alsofiitsent. The TAC alleges that Cordis’s
“Endovascular Payment and Reimbursement Guidglimstructed healthcare providers “how to
falsely bill the government for the placementofFDA-approved renal stent when using [its]
biliary stents.” (TAC ¥ 195.) The TAC furthstates that “[n]Jone dfCordis’s] currently
marketed stents have been approved by FDA fomtesat of vascular disease in renal arteries.”

(Id.) Despite the allegation th&@brdis does not currently market any stents approved for
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treatment of vascular disease in the renal adethe TAC elsewhere alleges that Cordis has two
FDA-approved vascular stents, one of whichppraved for use in the mal arteries. (TAC 35
tbl.1.) Whether “currently marketed” or not, Igoitt cannot and does not dispute that Cordis
could have properly instructdaalthcare providers how pooperly seek reimbursement for the
use of these stents. Although Ih&C alleges that Cordis’s guidestructed healthcare providers
to seek reimbursement for use of a biliary sterthe renal artery, thesgeneral allegations do

not particularly describe a scheme to subntgefalaims, especially where Cordis had stents
approved for use in the renal artery.

The allegations against Abbott, however, dmant to such a scheme. Colquitt alleges
that Abbott hasio FDA-approved vascular stents. Yatcording to the TAC, Abbott prepared
and distributed to healthcare providers a “Guide to Outpatient and Physician Coding for
Coronary and Peripheral Vasaulnterventional Procedures,” which instructed healthcare
providers to seek reimbursement for the use dtésts in the iliac artery, the superficial femoral
artery, and the renal arteriefLAC 1 197-99.) These allegatipuembined with the detailed
allegations of Abbott’s off-label promotional acties, provide particular details of a scheme to
cause the submission of false claims. Furtherntbesallegations providesliable indicia that
claims were actually submitted. As the TAC alleges, and Abbott acknowledges, physicians have
used biliary stents almost exclusively in vascydrocedures. The ubidous off-label use of
biliary stents, and Abbott’s direct efforts taldiealthcare providers seeking reimbursement
from the government for that use, combinergate a strong inference that claims were
submitted to the government seeking reimbursement for the off-label use of Abbott’s stents.

In addition to the presentment claim dissed above, Colquitt alleges that the

Defendants’ off-label promotion and, in particular, their distribution of reimbursement guides,
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provides the basis for a false-statement clainvels Colquitt contends that the reimbursement
guides contained knowingly false statents that were materialttee submission of false claims.
Like Colquitt's presentment theory, his falsatstnent theory is sufficient as to Abbott, but
insufficient to plead fraud with particularity ss Cordis and Boston Scigfic. The allegations
against Boston Scientific lack the specificitymeet Rule 9(b)’'s heighhed pleading standard
because they do not identify the supposedlyefatatements. Likewise, although the allegations
against Cordis are more specific, they do notwatlee Court to infer that the statements in its
Endovascular Payment and Reimbursement Goekewere false, because Cordis had FDA-
approved vascular stents, indlugl one approved for use in thenal artery. Abbott, however,
had no such approval for any of its devices] thus, the Court may infer that Abbott made
materially false statements whigmepresented to healthcare pieiis that off-label, vascular
use of Abbott stents was reimbursable.
C. Conclusion—Off-Label Promotion Claims

In summary, Colquitt has sufficiently allegttht reimbursement claims for off-label use
of the Defendant’s biliary stents were fatd@ims, because the TAC’s allegations allow the
Court to reasonably infer that such use is nionlbersable by Medicarejtber nationally or on a
contractor-by-contractor basig.urthermore, Colquitt has ffigiently pleaded his off-label
promotion claims against Abbott because th&CBAallegations regarding Abbott’s distribution
of reimbursement guides, when Abbott had no Fipfroved vascular stenfsrovide particular
details about a fraudulent scheme to cause theissiom of false claimsral reliable indicia that
claims were actually submitted. However, Colquitt’s off-label promotion claims against Cordis

and Boston Scientific are not sufficiently pleadetause they do not contain such details, nor

Page58 of 63



do they allow the Court to infer that themdursement guidelines provided by Cordis and
Boston Scientific contained material false statements.

2. KickbackClaims

Colquitt’s third theory of FCA liabilitys based on violations of the federal Anti-
Kickback statute (AKS). The factual allegatiamsderlying Colquitt's AKS theory consist of the
following: (a) Abbott granted rebates to specifaspitals based on specific market share criteria,
such as the percentage of the hospital’s sfmshased from Abbott in a given quarter, and
these percentages were so high that the small number of biliarygtprdacedures performed
would not justify them; (b) Abkbbought dinners for physicians ander to encourage them to
refer patients to vascular specialists whedu8bbott’s stents; an@) upon information and
belief, Cordis and Boston Scientific offered damidiscounts on their sten@nd paid substantial
funds to at least one physician.

The AKS prohibits (1) the knowing and willfoffer of remuneration to induce a person
to recommend, order, or purchase any good oicgefar which payment may be made in whole
or in part under a federal health program; é&)dhe knowing and willfukolicitation or receipt
of remuneration in return for sucecommendation, order, or purchagee42 U.S.C. § 1320a-
7b(b)(1-2);see also United States ex rel. Thompson v. Columbia/HCA Healthcare T25p.

F.3d 899, 901 (5th Cir. 1997). A violationtbie AKS does not amount to an FCA violation

unless claims for payment were conditioned on a certification of compliance with the AKS by

the party requesting payment, and that paigefa certifies compliance with the AKS, thus

making the claims “false.’See Thompsori25 F.3d at 901. Colquitt’s theory, then, is that

certain healthcare providers violated the AKSd&geiving remuneration from the Defendants to

use their stents off-label; that these providers then submitted claims for reimbursement that were

false due to the certification of AKS complianead that the Defendants, as the source of the
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remuneration given to the provide caused the submission of tadalse claims (presentment
liability) and/or caused the provideto make the false certifications that rendered the claims
false (false-statement liability).

As with the off-label-promotion claims,ghAKS allegations do not describe any details
of the actual claims made by tphysicians or hospitals that allegedly received kickbacks. But
unlike the off-label-promotion theory, ColquittAKS allegations do natisfy the requirements
of Rule 9 as to any of the Defendants. First,dhly allegations pertaimy to Boston Scientific
and Cordis recount statements by one physitianBoston Scientific and Cordis paid him
$80,000 for his vascular fellowship prograndgrovided him $15,000 faach training course
he conducted. The TAC nowhere alleges thatdbator was a participam any federal payer
program nor that he ever certified compliance i AKS as a condition of such participation.
The AKS claims against Abbott are similarlyfideent. Although Colqut identifiesspecific
hospitals and other healthcare providers that were offered rebates and discounts for the purchase
of Abbott’s biliary stents, there are no allegationghe TAC that these hospitals or healthcare
providers participated in anyderal payer program or certified compliance with the AKS as a
condition of such participation. Such allegatidiasnot satisfy the heightened pleading required
by Rule 9(b).

To be clear, to the extent that Colquittiskback allegations simply describe conduct by
the Defendants that caused the submission of claimaff-label use, thasallegations describe
additional instances of Colquitt’s off-labelgonotion claims—that is, efforts by the Defendants
to induce off-label use of their stents. It igyoloy providing another basifor claim falsity that
the kickback allegations add astinct theory to the TAC—falseertification. However, because

Colquitt has failed to adequately plead false certification or violations of the AKS by the
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healthcare providers that alleggdéceived kickbacks, Colquitt Bdailed to state a claim for
relief based on the AKS.

C. State Law Claims

In addition to his claims under the FCA, Colquitt alleges violations of the analogous state
false claims statutes of California, Floriddiniis, Louisiana, Massaasetts, Tennessee, Texas,
Virginia, Delaware, Washington D.C., Mickig, Minnesota, New Jersey, and New Y&rk.
Colquitt’s claims under these statutes fail becdaséhe Court lacks subject matter jurisdiction
over the fraudulent inducement and off-label potion claims, and (b) the AKS allegations do
not state a claim for relief.

All of the state false claimstatutes invoked by Colquittalude public disclosure bars
that are substantively identical to the FCAGal. Gov't Code § 12652(d)(3); Fla. Stat.

§ 68.087(3); 740 lll. Comp. Stat. 8 175/4(e)M)(La. Rev. Stat. Ann. 8 46:439.1(D); Mass.

Gen. Laws Ch. 12, 88 5A(a), 5G(3); Tenn. Code Ann. § 71-5-183(e)(2)(A); Tex. Hum. Res.
Code Ann. 8§ 36.113(b); Va. Code Ann. § 8.01-21B&; Code Ann. tit. 6, § 1206(c); D.C.

Code § 2-308.15(c)(2); Mich. Comp. Laws Ag¥00.610a(13); Minn. Stat.§ 15C.05(b)(3); N.J.
Stat. Ann. 8 2A:32C-9(c); N.YState Fin. Law 8§ 190(9)(b). Thuke Court lacks jurisdiction

over Colquitt’s state fraudulentducement claims as to all Defendants for the same reasons it
lacks jurisdiction over those claims brouginider the FCA—they are based on publicly

disclosed allegations and transactions, and are not based on information of which Colquitt is an
original source.

Additionally, the Court lacks jurisdiction ov@olquitt’s state off-label promotion claims

as to all Defendants because he does not qudifn original source of those claims under the

12 Thus far, six of the state governments nainetie Third Amended Complaint have expressly
declined to interveneeeSection I.Djnfra, and no states or governments have intervened.
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state statutes. Just as the FQAits the definition of originasource to relators who “voluntarily
provided the information to the Government lvefoiling an action undehis section,” each of
the state false claims statutes conditions oaigsource status on the relator’s disclosure of
information to thestategovernment before filing suitd. However, the TAC contains no
allegations of such disclosure to any of stetes under whose false claims statutes Colquitt
seeks relief, and Colquitt provided no evidence of such disclosure in response to the Defendants’
Motions to Dismiss. Absent sueliegations or evidence creatiadact issue as to Colquitt’s
disclosure to the relevant states, the Court must conclude that it lacks subject matter jurisdiction
over Colquitt’s off-label promotion claimsbause those claims were based on the public
disclosure of allegations or transactions antyj@it is not an original source under the state
statutes.

Finally, although there is naatention that Colquitt’s ate AKS causes of action are
subject to the public disclosure bar, as tdafendants, those causesaetion fail to state a
claim for the same reasons the FCA-based AK®nddail, as the provisions of the state and
federal false claims acts are substantively identical.

Il. CONCLUSION

The Court lacks jurisdiction over Colquitfiaudulent inducemertlaims brought under
the FCA and state false claims statutes, dsagéhis off-label promtion claims brought under
the state false claims statutes, and these claims are thd»e8did SSED with prejudice.
Colquitt’s federal and state AKSadins against all the Defendants BYe&SM | SSED without
prejudice for failure to state a claim upon whiehef can be granted, and his FCA off-label
promotion claims against Cordis and Boston Scientifidf&M | SSED without prejudice for
failure to satisfy Rule 9(b)’keightened pleading requiremefithe Court will provide Colquitt

leave to amend, but, because tloai€ has previously granted Plafhteave to amend to further
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delineate the factual and legal bases for hisndahe may now amend only to attempt to cure
the pleading deficiencies in his federal aratestAKS claims and his FCA off-label promotion
claims against Boston Scientific and Cordis.

Therefore, the Motions to Dismiss filed Bpston Scientific Corporation [Docket Entry
#110] and Cordis Corporation and Jotbm#: Johnson [Docket Entry #112] aBRANTED, and
the Motion to Dismiss filed by Abbott Laboratasiand Abbott Vascular Solutions, Inc. [Docket
Entry #115] iSGRANTED in part andDENIED in part. If Colquitt chooses to amend his
pleadings, he may do so on or befAiaril 27, 2012, by filing a clean and red-lined Fourth
Amended Complaint.

SO ORDERED.

March 30, 2012.

NORTHERN DISTRICT OF TEXAS
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