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UNITED STATES DISTRICT COURT
DISTRICT OF MINNESOTA

UNITED STATES OF AMERICA and
THE STATE OF CALIFORNIAex rel.
STEVEN HIGGINS
Plaintiffs,
CaseNo. 11€v-2453(INESER
V. ORDER
BOSTON SCIENTIFIC CORPR.

Defendant

Relator Steven Higgins brings thgsi tamactionpursuant to 31 U.S.C. 88 3730(b)(1)
and (c)(3), alleging that Defendant Boston Scientific Corp. (“BSC”) vidldiefederal False
Claims Act, 31 U.S.C. § 3729(a)(1), and the California False Claims Act, Cal. Gmlet C
8 12651 (a).After the Governmerdnd the State of Californideclined to intervene, Higgins
filed anAmended Complaint [Dkt. No. 61], which BSC moves to dismiss. Dkt. No. 63.

l. Allegations

The hearof Higgins’ allegations is BSC’s sale of particular model€ofjnis CRTD
and Teligen ICD defibrillators in the United States from August 2008 through July 3@@9.
e.g, Am. Compl. 11 6, 12. The Amended Complaint alleges that BSC, a company that develops,
makes, and sells medical devicesysed physicians to make false claims for Mediaateother
federal health care program reinmbements by certifying that these defibrillators were
reasonable and necess#olthe medical proceduseén which the devicesere implanted.See,
e.g, id. 11 175, 182-83.
Defibrillators are medical devices that attach to a patient’s hgawnnectors called
“leads” and can deliver shocks from the device’s pulse generator to attempbte ties

patient’s heartbeats to a healthy rhythBeeAm. Compl. 1 52-56. The leads are connected to
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the pulse generator through a “header,” which is a cap on top of the pulse generatar that ha
openings into which the leads are secured using “set screws,” which are then wotretfséal
plugs.” Id. 11 5455. The attachment of theads to the pulse generator through the header must
be secure for the device to deliver shocks as neeieel id.

Higgins alleges that as part of acaled “CRM |.e., Cardiac Rhythm Management]
Identity Campaign” in around 2008, BSC introduced redesigned defibrillators undemthe n
branding of Cognis and TeligeiseeAm. Compl. 11 71-77. The Cognis and Teligen
defibrillators were designed to be smaller and thinner than competitorsédeaitd BSC also
marketed them as having an “[iijmproved headet screws and seal plugsd. 71 80G81.

A medical device like a defibrillator, which is classified by the United States &wibd
Drug Administration (“FDA”) as a Class lll device, must receive FDA et approval
(“PMA”) “to provide reasonable agsince of its safety and effectivenebgfore it can be sold
in the United States. 21 U.S.C. 380c(a)(1)(C)360e(c)(1); Am. Compl. § 36After the device
has been approved, if the manufacturer wants to make certain changes to the daeuste, it
submit a PMA supplement for FDA review and approval. 21 C.F.R. § 814.39(a); Am. Compl.
1 37. BSC filed a PMA supplement for the Cognis and Teligen defibrillators on December 7,
2007. Am. Compl. 1 39.

In February 2008, BSC began selling its new Cognis and Teligen devices in Europe. Am.
Compl. 1 83. Higgins alleges that European physicians who began implanting the defibrillat
in patients quickly began to experience problems with the devices’ set scrésv/hea
configuration, and the doctors reported the problems to B&Gt 1 8485. In layman’s tems,
the problemsvere that the leads were not securely connettirije header and pulse generator

even when doctors followed standard implant protocol, which undermined the deviagst@bil



reliably provide shocks.See idf 1 8692. BSC allegedly responded to the reports of problems
by sending the lead engineer for Cognis and Teligen, Sumi Dahm, to Europe tadateesnd
deal with the complaints,” including by developing “coaching and implant techniqungehto
the process of attaching the leads to the set screw/header design,” which veere mer
“workaround” solutions but not “a real fix” to the design defects in the headenset sc
configuration. Id. at  93.

Higgins alleges that in light of the problems being reported by Earnopeysicians, BSC
should have amended its PMA supplement, which was still pending, to “alert the F®#as t
screw/header malfunctions . . ..” Am. Compl. { 94. By failing to amend its PMA supyjeme
BSC allegedly misled the FDA in its review of tthefibrillators and rendered its supplement
false and misleading in presenting the devices as safe and effedti{j§.9697. “Without the
additional information about Cognis and Teligen which BSC learned from the Europeah,la
the FDA approved the devices on May 8, 2008 for sale in the United Sthte$.98.

BSC allegedly also concealed the problems being reported in Europe from its United
States sales staffand other insiders, including Higgins, who served on a BSC advisory board—
as the companprepared to launch the devices for United States sales in summer 2008. Am.
Compl. 11 100, 103-07. Domestic sales began August 4, 2008, and doctors immediately began
implanting Cognis and Teligen defibrillators in patients.  109. Allegedly within dys of
launch, BSC began receiving reports from all over the country abdiwnetsoning with the set
screwsand header connectionkl. { 110. “Less than three weeks after launch, [] in an effort to
avoid a recall of Cognis and Teligen in the wake of a huge volume of reported ,d@g4Cts
misleadingly introduced revised implant instructions which suggested that the pdiadrto

do with the implant techniques used by physicians,” rather than defects with tbesdevi



themselvesand published these revised instructions in a “white paper” on August 21, 12008.
19 111-12 (describing BSC's revisedstructions to perform a “tug test”)These instructions
“were highly unusual because typically connecting the leads to a cardiaclidgdibis a
straightforward, uncomplicated part of implant surgeryd: § 116.

BSC receivd complaints from doctors across the country about malfunctions related to
the header and set screwdeeAm. Compl. 11 118, 121, 136. Aimeeting with particular
customers to address their complaints, B§&agentative Dahradmitted that BSC had been
“aware of the malfunctions involving the set screws/headers because the devigesrhad
launched earlier in the year in Europe and similar problems had occurred theasl dosbh
reported to BSC.” Am. Compl. 124 (emphagsrstted);see also id] 127(similar allegations
with regard to a second meeting).

Higgins alleges that BSC implemented an informal policy to deceptively minimize the
FDA's awareness of issues with Cognis and Teligen devices. Federaljamed BSC to report
malfurction complaints to the FDA in adverse event repalde referred to as medical device
reports (MDRs).SeeAm. Compl. 11 134-35ee als®1 C.F.R. 88 803.1(a) (referring to
medical device reportinggquirements 803.50(a) (requiring the submission of adverse event
reports by manufacturers). Instead of reporting all of the complainteiveeg at the direction
of its Cardiac Rhythm Management President Fred Colen, BSC allegedlycdaopitdormal
policy to submitadverse eventaports oly if “a patient needed a +@peration because of a faulty
device,” but not if a doctor “had a difficult time with implantation . . . and there were no
significant patient complications.Am. Compl. § 138.

BSC also began developing revised versions of the Cognis and Teligen defibridlators t

fix what it allegedly knew werdesigndefects with the devices’ set screw/header configuration.



SeeAm. Compl. { 142. BSC submitted a PMA supplement for FDA approval of the changes to
Cognis—nbut not Teligen—and deceptively referred to the revisions as modificattbnsitw
disclosing that they were fixing defects in the initial versions of the deldc§ 14344, 147.
“Lacking a full and accurate description of the new Version 2 of the set scree/htee FDA
approved the PMA Supplement on March 18, 2009 without any required action as to the
defective Version 1 devicesId. 1 148.

BSC began selling “Version 2” of the devices in March 2009 but did not recall or stop
selling the allegedly defective original gerns, which physicians continued to implant. Am.
Compl. 11 149-52. The company prioritized sending the new, corrected versions to aistomer
who had complained the modd. at 1 15354.

Higginsor his peers at the same hospitaplanted the devicas at least 14 patients
between September 2008 through February 2009 for whom the hospital sodighteived
Medicare or Medicaid/MedCal reimbursementSeeAm. Compl. § 201id. Ex. A.

On July 20, 2009, the FDA issued a notice for the Class Il recall of the Cognis and
Teligen devices “containing the original set screw system.” Am. Conijll {quoting FDA
notice). Allegedly based on BSC’s misleading assurances to the FDA yhasaes with the
devices became apparent within 30 days of implantiregF-DA’s recall was limited to devices
that had been implanted less than 30 days before the rietd]l162.

Il. Subject Matter Jurisdiction

The Court raised the question of whether it had subject matter jurisdiction under 31
U.S.C. 8§ 3730(e)(4)(Adf the False Claims Aand requested briefingseeDkt. No. 89. The
parties, and the federal government in its Statement of Interest, agrée thed-2010 version of
§ 3730(e)(4)(A) applies to this action, which challenges conduct occurring in 2008 through 2009.

SeeGov't SMJ Br. 1-2, Dkt. No. 90; Def.’s SMJ Br. 1-4, Dkt. No. 91; Rel.’s SMJ Br. 5-6, Dkt.



No. 92;e.g, Cause of Action v. Chicago Transit Aut®15 F.3d 267, 273 n.6 (7th Cir. 2016);
U.S. ex rel. Antoon v. Cleveland Clinic FoyneB8 F.3d 605, 614-15 (6th Cir. 2016)S. ex
rel. May v. Purdue Pharma L.P737 F.3d 908, 915 (4th Cir. 2013). The applicable version of
the statute igurisdictional. E.g, U.S. ex rel. Ketroser v. Mayo Found29 F.3d 825, 828 (8th
Cir. 2013). The statute provides that “[n]o court shall have jurisdiction over an action usder thi
section based upon the public disclosure of allegations or transactions” in enureuated
unless “the person bringing the action is an original source of the information.” XL U.S
§ 3730(e)(4)(A) 2009. The Court may consider matters outside the pleadings in determining
whether it has jurisdictionOsborn v. United State918 F.2d 724, 730 (8th Cir. 1990).
The*“jurisdictional bar to an FCA claim exists gn/hen the essential elements
comprising [the] fraudulent transaction have been publicly disclosed so as ta reas®nable
inference of fraud; to bar the action, the disclosure must reveal the cigicergs of the
fraudulent transaction themselvedJhited States ex rel. Hixson v. Health Mgm’t Sys., B3
F.3d 1186, 1188 (8th Cir. 2010) (internal quotation marks omitted) (qudtiitgd States ex rel.
Rabushka v. Crane Ga10 F.3d 1509, 1512-14 (8th Cir. 1994)). Thus, the disclosure “must
reveal both the true state of facts and that the defendant represented thebfastnething
other than what they wereMinn. Ass’n of Nurse Anesthetists v. Allina Health Sys. Can
F.3d 1032, 1044 (8th Cir. 2002). “[T]he bar is given effect wheressential elements
comprising that fraudulent transaction have been publicly disclosed so as toreziserable
inference of fraud.”"Rabushka40 F.3d at 1514.
BSC argues that the allegations of Higgins’ Amended Complaint are suldtasmtidar
to (and thus “based upon” within the meaning of the statute) publicly disclosed facts, tha

Higgins is not an original source, and that the Court therefore lacks jurisdicti@hde®8ribes



several disclosures of problems or potential problems with tigai€and Teligen devicesSee

Def.’s SMJ Br. 89. It citespublicly filed adverse event reporéout the defibrillatorthat refer

to “connection error,” “loose or intermittent connection,” and related teantsalso citesome

statements or documerttst refer to issues or potential issues with the set screws and header.

See id.BSC also argues that the FDA's Class Il recall notice was a public disclofstine

potential problems with the devices, stating that they “could be subject to dgddteracute

non-secure lead connections when implantéd.”at 9 (quoting July 20, 2009 recall notice).
Without deciding whether all of these disclosures fit withinehemerated sourc@s

8§ 3730(e)(4)(A), the Court finds that the statemetestified by BSCwhile alering the public

to potential issues with the devices, did not disclose essential etayhém fraud alleged by

Higgins. The statements did not discltisat BSCallegedly knew the problems were caused by

design defectanddeceptively hidhis factfrom the FDA and physicians—and by extension,

from the arm of the federal governmeasponsible fofulfilling Medicare and other

reimbursement requests, the Centers for Medicare and Medicaid Services (“CM8 nere

fact thd the devices had malfunctioned or had the potential to malfunction would not, by itself,

“raise a reasonable inference of frauéée Rabushkd0 F.3d at 1514. To take oexample,

BSC argues that hundreds of adverse event regavenotice that th&€€ognis and Teligen

defibrillators as initially released were potentially malfunctioning. tBatfiling of an adverse

event report is not necessarily an admission that the device . . . caused or contributed to the

reportable everit 21 C.F.R. § 803.16. Moreover, those reports did not disclose the fraudulent

! Higgins quted the same two sentences from the Class Il recall notezém.
Compl. 1 161.The recall noticefor Cognisand Teligen, respectively, aagailable at
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/reédd:t84049 (last accessed
August 29, 2017)andhttps://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/reda#m
84050 (last accessed August 29, 2017).



elements alleged by Higgins, such as that BSC improperly and deceptively chtusél@ot

many other adverse event repoméor does it disclose that BSC allegedly hid from the FDA the
numerous malfunction reports it was receiving from Europe as the FDA was cmustter

PMA Supplement filed in December 2003imilarly, in its motiorto-dismiss papers, BSitself
cautions against inferring fraud from thnere fact of theecall. See, e.gDef.’s May 9, 2017

Ltr. 3, Dkt. No. 87. In summary, none of the statements brought to the Court’s attention
disclosed the critical elements of the fraud[]Hixson 613 F.3d at 1188. Therefore, the public
disclosure bar does not apply, and the Cowaissfied that it has jurisdiction over this action.

. BSC'’s Motion to Dismiss

BSC moves to dismiss the Amended Complaint pursuant to Fedéeal &(Civil
Procedure 12(b) and 9(for failure to state a claim on which relief can be granted and failure to
plead fraud with particularity.

To survive a motion to dismisscamplaint “must contain sufficient factual matter,
accepted as true, to ‘state a claim to relief that is plausible on its fadeubauer v. FedEx
Corp., 849 F.3d 400, 404 (8th Cir. 2017) (quotiaghcroft v. Igbal556 U.S. 662, 678 (2009)

“A pleading that offers labels and conclusions or a formulaic recitation of tmeeie of a cause
of action will not do. Nor does a complaint suffice if it tenders naked assertions devoid of
further factual enhancementldl. (quotinglgbal, 556 U.S. at 678).

Moreover, tomplaintsalleging violations of the FCA must comply with R@ig).

United States ex rel. Joshi v. St. Luke’s Hosp., ¥l F.3d 552, 556 (8th Cir. 2006). The rule
requiresthat “[ijn alleging fraud or mistake, a party must state with particularity the
circumstances constituting fraud or mistake,” although “[m]alice, intent, letmel and other
conditions of a person’s mind may be alleged generally.” Fed. R. Civ. P. T(satisfy the

rule, “the complaint must plead such facts as the tpta®e, and content of the defendantalse



representationgs well as the details of the defendant’s fraudulent imctisiding when the acts
occurred, who engaged in them, and whas obtained as a resultJoshj 441 F.3d at 556
(citations omitted). fh other words, ‘the complaint must identify the who, what, where, when,
and how of the alleged frautl.Olson v. Fairview Health Servs. of Min831 F.3d 1063, 1070
(8th Cir. 2016) (quotindoshij 441 F.3d at 556).

To state a clainunder 31 U.S.C. § 3729(a)(AHiggins must show that BSC “knowingly
present[ed], or cause[d] to be presented, a false or fraudulent claim for paynpproeag’id.
§ 3729(a)(1)(A)® or “knowingly ma[de], use[d], or cause[d] to be made or used, a false record or
statement material to a false or fraudulent claich,3 3729(a)(1)(B).A “claim” under the
statute “includes direct requests to the Government for payment as well asrseiméiot
requestsnade to the recipients of federal funds under federal benefits programsérsal
Health Servs. v. United States ex rel. Escph36 S. Ct. 1989, 1996 (2016) (citing 31 U.S.C. 8
3729(b)(2)(A)). “Knowingly” means “that a persomith respect to informatien-(i) has actual
knowledge of the informatiorfii) acts in deliberate ignorance of the truth or falsity of the
information; or(iii) acts in reckless disregard of the truthfalsity of the information . ..” 31
U.S.C. § 3729(b)(1). The knowledge requirement does not require “proof of specific intent to
defraud.” Id. 8 3729(b)(1)(B). The term “material” meansVing a natural tendency to
influence, or be capable of influencing, the payment or receipt of money or progdrty.

8 3729(bj4). “If it alleges a systematic practice of submitting fraudulent claims, the FCA

% The parties agree that analysis of Higgsetonctlaim, which alleges violation of the
California False Claims Acghould beconsistent wh an analysis of the federal claiBeeBSC
MTD Br. 31, Dkt. No. 66; Rel. MTD Opp. 38, Dkt. No. 70.

% The Eighth Circuit has summarized the elements of a § 3729(a)(1)(A) clainuiing
that “(1) the defendant made a claim against the United States; (2) the claim was fals
fraudulent; and (3) the defendant knew the claim was false or fraudu@isbh 831 F.3d at
1070 (citation omitted).



complaint ‘must providesomerepresentative examples of [the] alleged fraudulent conduct,’
specifying ‘the time, place, and content of the defendant’s fraudulent acts, inchitenghe

acts occurred, who engaged in them, and what was obtained as a rémitet States ex rel.
Roop v. Hypoguard USA, In&59 F.3d 818, 822 (8th Cir. 2009) (citations omitted). Moreover,
the “falsehood in the claim must be material t® playment decision.Olson 831 F.3d at 1070
(citation omitted)see also Escobafl36 S. Ctat 1996(“A misrepresentatio@about compliance
with a statutory, regulatory, or contractual requirenmenst be material to the Government’s
payment decision inrder to be actionable under the False Claims Act.”)

Relators must plead with particularity actual claims that were submitted to thd federa
governmentandare allegedly falseSee Roopb59 F.3d at 8225 (affirming dismissal where
relator did not pleadith particularity“the details of any false Medicare reimbursement claim
presented to, or paid by, the United States or its agent”). Violations of another statut
regulation will not create False Claims Act liability if they aredependent of anfalse claim”
thus,it does not suffice to “[m]erely alleg[e] that a scheme was \naadgling—and, therefore,
that a fraudulent claim wggesumablysubmitted . . . .” United States ex rel. Kelly v. Novartis
Pharms. Corp.827 F.3d 5, 13-14 (1st Cir. 2016) (emphasis added).

BSC argues that Higgins’ False Claims Act claidvances &raud on the FDA” theory
of liability that courts haveejected BSC sums up Higgins’ theory as follows: BSC misled the
FDA,; if the FDA had not been misled, it would have taken different action and mightugot ha
approved the Cognis or Teligelefibrillators for domestic sales or might have recalled them
earlier; and as a result, BSC caused healthcare providers to submit falsefatdimse devices.
BSC maintains that thithieory of causation fails to state a False i@faAct claim as a matter of

law. Higgins counters that he has adequately pleaded False Claims Actyliahiér theories of

10



fraudulent inducement, false certification, an@fective devicé. The Governmet although it
does not take a position on the merits of the aages generallthat False Claims Act claims
may bebased on fraudulent inducement, fraudulent nondisclosuaetheory thaa defective
device wasepresented to be something different than what was provided.

A. Whether the Amended ComplaintFailsto State a Claim

Setting aside for the moment whetherntlaeepleaded with adequate particularity,
Higgins’ False Claims Act the@s couldbe viable. According to the allegatiomdjich are
accepted as true at this staB8C made multiple misleading statements and misstatetgnts
omission to the FDA. Firsthe PMA supplement that BSC submitted to the FDA in December
2007was rendered false and misleading when BSIEd toupdate its pending submission to
inform the FDA of themanymalfunction reports that BSC received from European physicians
after BSC launched Cognis and Teligen defibrillators in Europe in February 2008coBBIC
have but did not amend its pending PMA supplement to provide this additional infornfagien.
21 C.F.R. 88 814.37(alc)(1) @llowing an applicant to amend a pending PMA supplement “to
revise existing information or provide additional information” and noting that thes-@2&iew
may take longeif the applicant submits a “major PMA amendment” that contains “significant
updated data” or “significant required information previously omittédAllegedly wninformed
of this material information, the FDA approved the devices on May 8, 2008e the devices
were approved and introduced to the United States market, BSC allegedly cordikeeq the

FDA in the dark by adopting an informal policy to suppress the number of adverse poetst re

* A PMA supplement must comply with the procedures set out in 21 C.F.R. § 814.20,
which requires, among many other fields of information, “[a]n identificatiocudson, and
analysis of any other data, information, or report relevant to an evaluation aféheand
effectiveness of the device known to or that should reasonably be known tplibardgrom
any source, foreign or domestic, including information derived froncommercial marketing
experience.” 21 C.F.R. 88 814.39(c)(1), 814.20(b)(8)(ii).

11



it was required by law to submit to the FD#ee21 C.F.R. § 803.50(&)and by failing to seek
FDA approval for the revised implantation instructions 8&€ published on August 4, 2008,
see?2l C.F.R. 88 814.39(a)(2), (d)(2) (requiring submisstorthe FDAbefore making labeling
changes, including changes “tlaatd or strengthen an instruction that is intended to enhance the
safe use of the device”Higgins also alleges that BSC misli@ FDA when it submitted a
PMA supplement for revised versions of the Cognis defibrillators but omitteththegvisions
were intended to fixdefects in the original versipwhich BSC was thus able to keep on the
market for a while longer. Lastly, Higgins alleges that even once the RBBSAC began the
process of recalling the first version of the Cognis and Teligen dawiceis-2009 BSC misled
the FDA by representing that the recall need only extend to devices intplatiien 30 days of
the recall, when in fact defects in implanted units could renasemt for longer than 30 days.
Higgins then pleads how these alleged violations of FDA regulations and laws and
omissions of information to the FDA “cause[d]” false claims “to be presented . . yioepaor
approval.” See31 U.S.C. 8§ 3729(a)(1)(A). Without the FDA'’s approval, BSC would not have
been able to market its revised Class Ill medical devices domestiSalgzl U.S.C. § 360e(a);
21 C.F.R. § 814.39(a)(6). Higgins alleges that had the FDA been informed of the European
reports, it would not have approved the new versions of theseiltkgtitlos for marketing in the

United States. This allegation might be considered mere specul8genRoops559 F.3d at

> Defendants argue that this allegation is not plausibly alleged, asking the ke t
judicial notice of the fact that numerous adverse event reports for Cognis anah Telige
defibrillatorswere filed in a publicly accessible database, MAUDE. Even if the Court were to
take judicial notice of the fact that some reports were filed, however, it would radeneg
Higgins’ allegation that many more reports weuppressed based on the informal policy
identified in the Amended ComplainBeeAm. Compl. § 138.BSC acknowledges that
sophisticated medical devices will almost inevitably hayeedictable failure rateSeeBSC
MTD Br. 14. The submission sbmeadverse event reports therefore would not necessarily
alert the FDA to the alleged fact that the tno@function rates merited recalling the devices.
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825. But Higgins also alleges that had BSCmisied the FDA after the devices were approved
in May 2008—by, for examplesuppressg the submission of adverse event reports relating to
United States physicians’ complairtehe FDA would have recalled Cognis and Teligen earlier.
SeeAm. Compl. T 187 (“[O]nce the truth about Cognis and Teligen became (partially) known,
the devices werrecalled.). This allegation is removed from the realm of pure speculation by
the fact that the FDA, onadlegedlymore fully informed about issues with the devices, did issue
a recall of the devices.

Moreover, Higgins alleges that the recall is eni@ to medical care providers’
reimbursement claims because “medical devices that lack approval from the FDA are not
reimbursable.” Am. Compl. § 187 n.3 (citing 42 C.F.R. 88 411.15(0) and 405 1C{a)ms
arenot reimbursable under Medicare, which is just ohthe programs at issue haféhe
medical items or servis “are not reasonable and necessary for the diagnosis or treatment of
illness or injury. . ..” 42 U.S.C. 8§ 1395y(a)(1)(A). FDA approval is requicgdCMS to
considerClass llimedical deviceso bereasonable and necessaalthough it is not the only

consideration.See, e.g42 C.F.R. § 405.201(a)(18<tablishing thaEMS “uses the FDA

® BSC asserts that it initiated the reda#fore the FDA acted point that Higgins
appears to concede in pdwtaring briefing.SeeMay 4, 2017 Notice 4, Dkt. No. 86. Even if
BSC did voluntarily request that customers return the original versions of Goghikeligenit
is still significantthat the FDA then characterized that request as a recall. The FDA'’s recall
notices explain that “[a] record in this database is created when a firm initiatesctioaror
removal action.The record is updated if the FDA identifies a violation and classifies the action
as arecall. ...” E.g, FDA, Class 2 Device Recall Boston Stiic COGNIS CRTD,
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/rédd:#84049 (emphasis added).
See als@?1 C.F.R. § 7.46(a) (“A firm may decide of its own volition and under any
circumstances to remove or correct a distributed product. . . . Such removal oraomgtbe
considered a recall only if tHeood and Drug Administration regards the product as involving a
violation that is subject to legal actipe.g, seizure.”)emphasis added)The Court may take
judicial notice of theecall notices on a motion to dismiss, because they are embraced by the
pleadings and are in the public reco&ke In re Kel Int'l, Inc. Secs. Litig.300 F.3d 881, 889
(8th Cir. 2002).
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categorization of a device as a factor in making Medicare coverage decisitvM$)Medicare
Program; Revised Process for Making Medicare National Coverage Determina@®ifR
55634-01, 2003 WL 22213011 (Sept. 26, 2003) (WADA-regulated product must receive
FDA approval or clearance (unless exempt from the FDA premarket reviewgroced least
one indication to be eligible for Medicare coverdgeCMS, Medicare Benefit Policy Manual
CMS Pub. No. 100-02, Ch. 14 § 10 (Rev. 198) (“Devices that may be covered under Medicare
include the following categorieBevices approved by the FDA through the Rrarket
Approval (PMA) proces®evices cleared by the FDA through the 510(k) process; FDA-
approved Investigational Device Exemption (IDE) Category B devices; anutaldRB-
approved non-significant risk devicgs(emphasis addedavailable at
https://www.cms.gov/Regulatiorend Guidance/Guidance/Manuals/Inter@@nly-Manuals
|IOMs.html (last accessed Augus®,22017)! see alsdnt’| Rehab. Scis. Inc. v. Sebelj88 F.3d
994, 1002 (9th Cir. 2012) (“FDA clearance is necessarybut notsufficient for Medicare
coverage. . . To bereasonable and necessdiyr treatment, a device must be ‘safe and
effective,” but other considerations are also relevalike-whether there are less costly but
equally effective devices available(citations omitted)

Finally, Higgins allegesomespecific examples of claims for federal reimbursement for

implanting Cognis or Teligen deviceSeeAm. Compl. 201 & Ex. A. He alleges that these

" BSC argues that defibrillators are subject to Medicare coverage pursiéiidoal
Coverage Determinations that authorize coverage of this type of devertan “[clovered
[[indications.” SeeCMS, Medicare National Coverage Determinations ManuaMS Pub. No.
100-03, Part 1 Ch. 1 88 20.4, 20.8 (Rev. 182ailable at https://www.cms.gov/Regulations
andGuidance/Guidance/Manuals/Interf@ty-ManualslOMs.html. These coverage
determinations specify medicadnditions that the agentyas deemedppiopriate to treatisirg
the devices, but they do not supplant the requirement that the devices be approved bydbe FDA
indicatedin theMedicare Benefit Policy ManualSeed., Part 1, Forewords{ating in reference
to the “Benefit Policy” and other CM@anuals that[t] here should be no inconsistencies among
the instructions in angf these manualand the NCD Manual pertaining to coverédpe.
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claims for reimburseent were false because theystl certified, on certain forms, that “the
services provided were ‘medically necessary and appropriate for the heakhpatient,”or
“necessary to the health of the patiedgi. Compl. 1 174-75, when in fact the Cognis and
Teligen devices were natedically necessary because of their defects and the availability of
more reliable alternative devices on the markee, e.g.Am. Compl. 11 179, 183.
Suchallegations broadly speakingnight state a clainfior relief under the False Claims
Act underthe theorieof implied false certification and fraudulent inducement. The theory of
implied false certification, which the Supreme Court endorséthiversal Health Services, Inc.
v. United States ex rel. EscobaB6 S. Ct. 1989 (2016), provides a bésid-alse Claims Act
liability where “a defendant makes representaiarsubmitting a claim but omits its violations
of statutory, regulatory, or contractual requirements . Id.’at 1999.“[T] hose omissions can
be a basis for liability if they render the defendants’ representationsachrgjewith respect to
the goods or services providedd. As the Supreme Court notede act “imposes civil liability
on ‘any person who . . . knowingly presentscauses to be presentafalse or fraudulent
claim for payment or approval . . . 18. (quoting 31 U.S.C. § 3729(a)(1)(A)) (emphasis added)
see also United States ex fdlarcus v. Hess317 U.S. 537, 542-43 (1943)perseded by
statute on other grounds as recognized by Schindler Elevator Corp. v. United States ex,rel. Kirk
563 U.S. 401, 412 (2011 hegistof Higgins’ allegations fi this mold: He alleges that BSC
defrauded the FDA into approving and maintaining its approval of the Cognis and Teligen
defibrillatorsas safe and effectiyéhat the devices would not have been approved had the FDA
been fully informed,; that the devices were therefore not medically necessaguaed for
Medicare reimbursement; and that BSC thus causedrdoatselect their products and then to

unwittingly falselycertify to the governmerthat the devices were medically necessary in

15



submitting their reimbursement claimdiggins’ allegationsuggest thathe claims filed did

“not merely request payment, but also ma[de] specific representations abgobdseor

services provided,” anthatBSC'’s “failure to discloseto the FDA BSC’s*noncompliance with
material statutory, regulatory, or contractual requirements makes tipossenetatiorisby its
customers, who thought they implanted devices that met FDA standaidigdding hal

truths.” SeeEscobar 136 S. Ctat 2001. Materiality is demanding standaral. at 2003, but
Higgins’ allegations appear calculated to meeGit. United States v. Adle623 F.2d 1287,

1291 (8th Cir. 1980(*What makes a statement material is that it is required to put the claimant
in a position to receive government benefits, whether rightfully or wrongfullin essence,
Higgins’ theory appears to be that BSC misleadingly convinced doctors that Cognidiged Te
were in “compliance with a condition of eligibility to even participate in a tdg@ogram”

when the devices actually would not have been approved and thus would hagatbgencally
ineligible for Medicare reimbursement had fBA known the truth.SeeEscobar 136 S. Ctat
2002. This theory appears to hawerit.

In addition courts have recognized fraudulent inducement as a basis for False Claims Act
liability. E.g, United States ex rel. iNer v. Weston Educ., Inc840 F.3d 494, 499 (8th Cir.
2016);In re Baycol Prods. Litig.732 F.3d 869, 876 (8th Cir. 2013) (discusdttegs 317 U.S.
at 543-44. The False Claims Act “incorporates the comnten meaning of fraud.”"Escobar
136 S. Ct. at 1999. And the common law recognized fraud by misrepresentation or misleading
omission. See idat 2000 feferring to “the rule that hatfuths—representations that state the
truth only so far as it goes, while omitting critical qualifyimformation—ean be actionable
misrepresentations”Ison 831 F.3d at 1074 [A]t common law, fraud encompassed material

nondisclosures by those with a duty to disclose.”). Courts have applied these ctawmon-
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principlesto statements made to induce ixtension of government benefits or funding
contingent on government certificatiok.g., United States v. Perry57 F.3d 166, 176 (4th Cir.
2014) @ffirming convictionunder different statutory provision for fraudulently obtaining Social
Security benkts based on the common-law principle that “suppression of the truth with the
intent to deceivé,i.e., concealmentmay “give rise to an action for fraud”) (citingnited States
v. Phythian 529 F.3d 807, 812 (8th Cir. 2008Ynited States ex rel. Main v. Oakland City
Univ., 426 F.3d 914, 916-17 (7th Cir. 2005a(se Claims Act claim could lie if university
applied for certification making it eligible to receive federal funds knovhagit would not
comply with regulations) (quoted Miller, 840 F.3d at 500). Indeetthe Eighth CircuitCourt of
Appealshas applied the fraudulent inducement theory to False Claims Act ctam<.g.

Miller, 840 F.3d at 49Baycol 732 F.3d at 876, and has given no indication that the theory
would notapply to such claims where the allegedly false representations were made té\the FD
as a link in the causal chain to the extension of Medicare or other governmensbémefit
Baycol the relator alleged that the defendant was liable for False Claimsofations under a
fraudulent inducement theory where defendant had allegedly fraudulently obtained FDA
approval for a drug and thereby fraudulently caused the government to reimbimseucider
Medicare and other programalthough the appellate couaffirmed the district court’s
dismissal of claims based on this theory, the dismissal was for failure to meet theglea
standards, not for failure to state a claim as a matter ofl@westion that went unmentioned.
See Baycol732 F.3d at 877-8Bee alsdUnited States ex rel. Roop v. Hypoguard USA, B89
F.3d 818, 825 (8th Cir. 2009)ismissing for failure to me®&ule 9(b) pleading standards where
plaintiff only alleged conclusorily the connection between FDA approval andcitedi

reimbursement and did not plead any particular reimbursement claimsBaybalandRoop
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decisions did not cast doubt as a matter of law on the fraudulent inducement theorypirtdke c
of federal healthcare reimbursements for products subject to FDA apprinéged, théaycol
Court’s summary of the relator’s theory included several citations suggésat the theory had
merit as a generalrinciple, even if it was nadequatelyleshed out to meet the pleading
standards.Seer32 F.3d at 878.

Courts inother circuits have allowed False Claims Aleims based on a fraudulent
inducement theory in this context or, like the Eighth Circwibided rejecting the theory as a
matter of law See e.g, Campie 862 F.3cat 902, 904 D’ Agostino v. ev3, Inc845 F.3d Y1st
Cir. 2016). InD’Agosting the First Circuit Court of Appeafeund thatthe relatordid not
adequately plead causation or materiality because althibeiibA had been aware of the
alleged device deficiencies for years, it had not recalled the devices in question3dBtBF
The court carefully noted that it was not rejecting thedulent inducement theory and offered
that “[c]ertainly some official action by the FDA confirming that its approval was actually
procured by the alleged fraudulent representations would fill that partgapan the proposed
complaint! Id. at 9. Tle First Circuit recently reaffirmed this key pointUnited States ex rel.
Nargol v. Depuy Orthopaedics, IndNo. 16-1442, 2017 WL 316762at *4-5 (1st Cir. July 26,

2017), holding that there could be no showing of materiality or causation whé®Ahence

8 BSCalso argues that the “worthless services” theory disclingeeRoopdecision see
559 F.3d at 824, should bar Higgins’ claimiie Governmentontendshat this theory has been
misapplied. The Court does not reach the question of whether Higgins has pleaded a valid
“worthless services” claim. This theory does not act as a shield to bar ckset dseparate
theories such as implied false certification or fraudulent inducensad, e.gUnited States ex
rel. Campie v. Gilead Scis., In&62 F.3d 890, 900 (9th Cir. 2017) (noting distinction between a
“worthless services” claim and a “nonconforigigoods” claim).The Roopdecision mpliesthat
even if a relator doesot succeed on‘@efective product” claim where the product was not
worthless, there might be False Claims Act liabilitg rfElator could “allege with particularity
how any productiefect or failure to submit MDR reports to the FDA was material to . . . the
government’s decisions to pay” reimbursement claiBee559 F.3d at 825.
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informed of alleged defectstill took noadverse actionln this case, by contrast, Higgins
alleges thathe FDA took action by recalling the first versions of the Cognis and Teligen
devices® This alleged facalso distinguishsthis case fronUnited States ex rel. Petratos v.
Genentech Ing855 F.3d 481 (3d Cir. 2017), in which the court nabedthe FDA had taken no
adverse action and that the relator “essentially concettegtiCMS wouldconsistently
reimbursethese claims with full knowldge of the purported noncompliaricéd. at490.

In summary the outline of Higgins’ fraudulent inducement claim appears vidte.
Court does not, however, decide whether the Amended Comgtlaieta claim as a matter of
law, becauseven assuminthat the allegations could state a claihe Amended Complaint
does not satisfy Federal Rule of Civil Procedure §b).

B. Whether the Amended Complaint Fails to Plead Fraud with Particularity

The Amended Complaint fails to plead fraud with particularity. Higgins does avoid one
hazard that often ensnares relatdgsilike the relators ilRoopandBaycol Higgins alleges
particular claims that were soiiittedto CMSand received federatimbursements. Nonetheless,

hestill does not State with particularityhe circumstancesonstituting fraud or mistakesee

® BSC construeBlargol as on all fours with this case becauseNhegol defendant
voluntarily discontinued its productee2017 WL 3167622, at *4, which is what BSC asserts
happened here. Even accepting as true that BSC initiated the return of its, degitast that
the FDA affirmatively characterized BSC'’s actions as a “recall” is meanin§kg. supranote 6.
In Nargol, there is no mention that FDA issued a recall notice.

191 ike BaycolandRoop some of the otheauthorities cited by BSC likewis#id not
reach the question of whether the relator’s claims failed as a matter of laweaadtases
therefoe do not support BSC’s argumehéat courts have rejectéldetheories entirely E.g,

U.S. ex rel. Ge v. Takeda Pharm. C&87 F.3d 116, 119 (1st Cir. 2013). Further, soases
apply the condition-opayment materialitanalysis rejected iBscobar 136 S. Ct. at 1996,
2003-04.E.g, United States ex rel. Rostholder v. Omnicare,, 45 F.3d 694, 701 (6th Cir.
2014) (finding in part that relator’s claim based on a manufacturer’s reguadtations in
manufacturing an FDApproved drudailed because the Medicare and Medicaid statutes “do
not require compliance with” the regulations &preconditiorto reimbursement”) (emphasis
added). The Couwtill not specifically address each nbimding case cited by BSC.
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Fed. R. Civ. P. 9(b), because he does not plead with particularity the acts taken @ngsatem
made to allegedly defraude FDA The essence of the Amended Complaint is that BSC
defrauded the FDA, and that this fraud permeated the consequent submissions of neiertiurse
claims. The Amended Complaint describes generally what actions or omisgiB8E€were
misleading—for instance, failing to submit a PMA amendment to update the FDA about reports
coming in from Europe, suppressing the submission of adverse event reports, and downplaying
the alleged device defects in the first versions of the devices when submitvidy a P
amendment for the second versions. Butgteeralized allegations as to these dotsot
identify “the time,place, and content of the defendanfalse representatiorss well as the
details of the defendant’s fraudulent acts, including when the acts occurred, [andjgabed
inthem . . .” Joshi 441 F.3d at 556 (citationgmitted). The Amended Complaint does not, for
example, identify any specific statements in any of BSC’s submissions to ghéh&Dwere
allegedly misrepresentations or misleading by omission. Nor does it provideoaesergative
examples of adverse aus that BSC should have reported but did not, or provide some other
details about the allegedly unreported events that would “give[] sufficieicenat. to permit
the preparation of an effective defens&treambend Props. I, LLC v. Ivy Tower Minneapolis,
LLC, 781 F.3d 1003, 1010 (8th Cir. 20XBitation omitted). Moreover, although the Amended
Complaint alleges thdhe FDA recalled the Cognis and Teligen devices, it does not allege
whetherCMS subsequently denieghyrequests for reimbursemeior implantingthose versions
of the devices.See Escobarl36 S. Ct. at 2003-04y’Agosting 845 F.3d at 7.

Arguingthat the Amended Complaint ssiges the “who, what, where, when, and hbw
requirementsee Olson831 F.3cdat 1070 (citation omitted)Higgins pointdo disparate alleged

facts that do not add up to complete examples of fraudulent represent&borexample,
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Higgins contend that the “who” requirement is satisfied, ligr one, the Amended Complaint’s
citing SumiDahm as admitting to customers that “BSC was aware of the malfunctions involving
the set screws/headers because the devices had been launched earlier in tliiy@@eand
similar problems had occurred there and had been reported to BSC.” Am. Compl. § 124
(emphases omitted). This allegation does not, however, indicate who imB&EC
misrepresentation® the FDA or the “when,” how,” or “what’ of alleged misrepresentatian

The Amended Complaint thus fails to meet the Rule 9(b) standaddwill be dismissed

C. Leave to Amend the Complaint

Higgins requests leave to file a second amended complaint if the Court finds the
Amended Complaint deficient. In light of the Court’s determination that theasiteg do not
appear tdail to state alaim as a matter of law, amendment wouldmetessarilye futile.
Because leave to amend should belyrgesen in the interest of justice, Fed. R. Civ. P. 15{s9,
Court in its discretion wilallow Higgins 21 days téle an amended complaitd atempt to cure
theRule 9(b)pleading deficienciesThe Court therefore dismisses without prejudicecefdrs
entry of judgment pending the anticipdfiling of a second amended complaint.

Based on the files, records, and proceedings herein, and for the reasons statdd above
IS ORDERED THAT:

1. Defendant Boston Scientific Corporation’s Motion to Dismiss Relator's Amended
Complaint [Dkt. No. 63] is GRANTED consistent with the above opinion.

2. The Amended Complaint is DISMISSEBBITHOUT PREJUDICE

3. Relator Steven Higgins SRANTED LEAVE TO AMEND. Relator’'s Second
Amended Complaint may be filed no later than 21 days from the date of this Order.

Dated:August29, 2017 s/ Joan N. Ericksen
JOAN N. ERICKSEN
United States District Judge
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