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UNITED STATES DISTRICT COURT
WESTERN DISTRICT OF KENTUCKY
OWENSBORO DIVISION

CIVIL ACTION NO. 4:20-CV-00066-JHM

UNITED STATES OF AMERICA PLAINTIFF
V.
KISHOR N. VORA, M.D., DEFENDANTS

OWENSBORO MEDICAL PRACTICE, PLLC, and
OWENSBORO HEART AND VASCULAR

M EMORANDUM OPINION AND ORDER

This matter is before the Court on DefendaiMotion to Dismiss for Failure to State a
Claim. [DN 12]. Fully briefed, this mattas ripe for decision. Hothe following reasons,
Defendants’ motion i®ENIED IN PART AND GRANTED IN PART .

|. BACKGROUND

According to the Complaint, Dr. Kishor N. Y& (“Dr. Vora”) is a physician in private
practice in Owensboro, Kentucky. [DN 1 § 12He is the president and sole member of
Owensboro Medical Practice, PLLC, which opiesaunder the assumed name Owensboro Heart
and Vascular. Ifl. at 17 9-11].

Dr. Vora began communicating with a sales representative from Natural Molecular Testing
Corporation (“NMTC”) in January 2012ld[ at 11 3, 29]. Prior to &se conversations, Dr. Vora
had occasionally referred somédmatory tests to NMTC, but NMC wanted him to refer more
tests to the lab, specifically pharmacogenomics testid. at §28]. The NMTC sales

representative enticed Dr. Vomaith “financial rewards” if he referred large numbers of

! Pharmacogenomics is the study of “how genes affg@eirson’s response to drugs.” U.S. Nat'l Libr. of Med.,
What is pharmacogenomics? NAT'L INST. OF HEeALTH (last updated Aug. 17, 2020),
https://ghr.nim.nih.gov/primer/g@micresearch/pharmacogenomics.
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pharmacogenomics tests to the NMTC laboratohy. dt 14 30—-31]. After gnificant discussion,

Dr. Vora and NMTC ultimately agreed to enter into a “PRIDE Registry Agreement” on April 17,
2012. [d. at  18]. The PRIDE RegigtAgreement was a “data@iagreement,” under which Dr.
Vora agreed to refed50 pharmacogenomics tests to NMTaZle month in exchange for $150 per
referral. [d. at 11 20-22].

Dr. Vora referred significantly more pharnagenomics tests to NMTC while the PRIDE
Registry Agreement was in place. Before the agreement, Dr. Vora referred 47 pharmacogenomics
tests to NMTC for Medicare beneficiariesle eleven-month period between March 1, 2011, and
January 31, 2012.1d. at 1 28]. In March 2012, the firmonth Dr. Vora thought the PRIDE
Registry Agreement was active, legerred 537 tests fdledicare beneficiarieis a single month.

[Id. at §40]. But the PRIDE Registry was nadt active, and Dr. Vora’'s orders dropped
significantly as a result—he=ferred only 48 tests to NMTC in April 2012d[at 7 50]. During
this time, Dr. Vora sent several messages tof@Mtating he would “not . . . send any samples”
until they finalized the PRIB Registry Agreement. Id. at 1 43—-49]. The PRIDE Registry
became active in May 2012, and Dr. Vora’s teldrrals increased again—he referred 1,206 tests
to NMTC of Medicare beneficiariebetween May 2012 and March 31, 201RI. &t 7 51-52].
NMTC submitted a claim to Medicare for each tedt. 4t § 71f During this eleven-month
period, NMTC paid Dr. Vora $335,700 throutife PRIDE Registry Agreementld| at § 15].

In March 2013, NMTC allegedly notified Dr. Va it was reducing per-test payment from
$150 to $105. Ifl. at 1 53]. In response, Dr. Voradaificantly reduced ta number of orders”

he referred to NMTC, and substantially redubedoverall referrals of pharmacogenomics testing

2 In support of this allegation, the Complaint alleges two specific claims submitted to the government. [DN 1
1 71, Exhibit R, Exhibit S].



to any lab. I[d. at 11 53-54]. After 2013, he never redd more than 32 total pharmacogenomics
tests of Medicare beneficiaries in any yedd. &t 1 54-55].

On April 30, 2020, the United States of Ameari¢Government”) broughthis civil action
against Dr. Vora, Owensboro Medi¢ractice, and Owensboro Heartd Vascular (collectively,
“Defendants”) for violations of the Falsediihs Act, 31 U.S.C. 88 3729-3732. The Government
alleges that the PRIDE Registry Agreement ameditd an illegal kickback scheme between Dr.
Vora and NMTC. [DN 1 1Y 70-72]. As a resualtcording to the Government, Defendants are
liable under two separate theoried~aise Claims Act (“FCA”) liability.

Under the first theory, Dr. Vora is liabhleder the Anti-Kickback &tute (“AKS”) because
he “referred pharmacogenomicstiag orders to NMTC, at lef part, because NMTC paid
renumeration.” Id. at  26]. Since AKS viations are “false claims” for purposes of the FCA,
see42 U.S.C. § 1320a-7b(g), the Governmelteges all 1,206 claims NMTC submitted for
reimbursement are “false claims” under the FOBN 1 § 72]. Dr. Vora is liable because he
“caused” NMTC to submit the false claimdd.[at § 73].

Under the second theory, Dr. Kois liable because certaiests did not comply with
Medicare regulations and therefore were “roally unnecessary.” Specifically, the Complaint
alleges Dr. Vora ordered pharmacogmics testing without an inddiialized assessment of need,
[id. at 1 74-82], did not usecetipharmacogenomics test riésin patient treatmentid. at 71 83—
110], and used pharmacogenomicsitgsto predict warfarin respoivgness in patients that did
not meet Medicare testing criteridd.[at 7 111-112].

The Government brings foeauses of action against thef@edants; each cause of action
separately incorporates both theories ofiliigh Counts | through lllare brought under the FCA

and allege that the Defendantsdwingly caused to be presentiedise or fraudwent claims to



Medicare for payment or apprdya31 U.S.C. § 3729(a)(1)(A) (Count 1), “knowingly made, used,
or caused to be made or used, false recordsitmnsénts material to false or fraudulent claims,”
31 U.S.C. § 3729(a)(1)(B) (Count II), and “conspired to commit a violation of [the FCA].” 31
U.S.C. § 3729(a)(1)(C) (Count llI)Count IV alleges a common law unjust enrichment claim.
[DN 1 162].

In response to the Governman€omplaint, Defendants mosdo dismiss this action for
failure to state a claimoatesting all four of the Govement’s causes of action.

[I. L EGAL STANDARDS
A. Motion to Dismiss: Standard of Review

On a motion to dismiss for failure to stageclaim pursuant to Federal Rule of Civil
Procedure 12(b)(6), a court “musistrue the complaint in the lightost favorable to plaintiff] ],”
League of United Latin Am. Citizens v. Brede&fl® F.3d 523, 527 (6th Cir. 2007), “accept all
well-pled factual allegations as truég., and determine whether the “complaint states a plausible
claim for relief.” Ashcroft v. Igbal556 U.S. 662, 679 (2009). Undéis standard, the plaintiff
must provide the grounds for his or her entitlememelief, which “require more than labels and
conclusions, and a formulaic recitation of the elements of a cause of action will n@elbAtl.
Corp. v. Twombly550 U.S. 544, 555 (2007). A plaintiff saiesf this standard only when he or
she “pleads factual content that allows the couwtttawv the reasonable inference that the defendant
is liable for the misconduct allegedlfbal, 556 U.S. at 678. A compldifalls short if it pleads
facts “‘merely consistent with’ a defendant’s liabilitygl. at 678 (quotingf'wombly 550 U.S. at
557), or if the alleged facts do tntpermit the court to infer moréhan the mere possibility of
misconduct.” Id. at 679. Instead, the allegms must “show[ ] that the pleader is entitled to

relief.” 1d. at 679 (quoting ED. R.Civ. P. 8(a)(2)).



When, as here, a claim isdught under the FCA, the compifialso must satisfy the
Federal Rule of Civil Procedurel®(heightened pleading standaRiule 9(b) states “[i]Jn alleging
fraud . . . a party must state with particularite #tircumstances constitag fraud . . . [m]alice,
intent, knowledge, and other cotidns of a person’s mind méye alleged generally.” 8. R.
Civ.P. 9(b). A plaintiff must “allge the time, place, and contenthe alleged misrepresentation
on which he or she relied; the fraudulent scheneefrdudulent intent athe defendants; and the
injury resulting from the fraud.”Coffey v. Foamex L.P2 F.3d 157, 161-62 (6th Cir. 1993)
(internal citations omitted). dditionally, in an FCA action, the plaintiff must “allege specific
false claims” actually submitted to the governmensatisfy the Rule 9(b) standard, because the
fraudulentsubmissiorof a claim is “thesine qua norof a False Claims Act violation.'United
States ex rel. Bledsoe@mty. Health Sys., Inc501 F.3d 493, 504 (6th Cir. 2007).

B. Applicable Legal Standards
1. Medicare

The Medicare statutory scheme provides lasis for this FCAction. Under Medicare
Part B, the portion of Medicare at issue here,gbvernment reimburses ttbacare providers for
providing covered medical treatmet Medicare beneficiaries. However, the government does
not reimburse for covered services that are ‘heaisonable and necessary for the diagnosis or
treatment of iliness or injurgr to improve the functioning acd malformed body member.” 42
U.S.C. §81395y(a)(1)(A). The implementinggutations provide additional clarity on what
services are “reasonable anecassary.” One provian relevant here is 42 C.F.R. § 410.32(a),
which states:

[A]ll . . . diagnostic laboratory tests must be ordered by the physician who is

treating the beneficiary, that is, the physncveho furnishes a consultation or treats
a beneficiary for a specific medicalgimiem and who uses the results in the



management of the beneficiary's speatiiedical problem. Tesinot ordered by the
physician who is treating the benefigy are not reasonable and necessary.

Federal courts have come tefer to such provisions as diditions of payment” because
§ 1395y(a)(1)(A) explicitly states the government will not pay for services that do not meet these
requirements because they are not “reasonable and necesaey€.gUniversal Health Servs.,
Inc. v. United States ex rel. EscopaB6 S. Ct. 1989, 2001 (2016).

Comparatively, many Medicare regulationg anot explicitly defined as conditions of
payment. For example, 42 C.F.8410.32(d)(2)(i) provides thatH#& physician . . . who orders
the [diagnostic laboratory test] must maintain documentation of medical necessity in the
beneficiary's medical record.Since this provision does nobndition payment on compliance
with its terms, a providersoncompliance does not necesganiean that Méicare will deny
payment. However, a provider sticomply with the provision® become a Medicare-approved
provider. Therefore, these prowiss sometimes are referred to as “conditions of participation” in
the Medicare systemSee United States ex rel. Hobbs v. MedQuest Assocs.71dcF.3d 707,
714 (6th Cir. 2013) (delineating conditionspatrticipation from conditions of payment).

2. False Claims Act

The FCA *“is an anti-fraud statute thatopibits the knowing submission of false or
fraudulent claims to the federal governmermlédsoe342 F.3d at 640. The applicable provisions
create civil penaltieagainst any person who:

(A) knowingly presents, or causes to begented, a false draudulent claim for

payment or approval;

(B) knowingly makes, uses, or causes to bdea used, a false record or statement

material to a false or fraudulent claim;

(C) conspires to commit a violat of subparagraph (A), (B) . ..

31 U.S.C. §3729(a)(1)(A)—(C).The statute authares treble damages against anyone found

liable, making the penalties “essentially punitive in naturdriited States v. Brookdale Senior



Living Cmtys., InG.892 F.3d 822, 826 (6th Cir. 2018) (quotiBgcobar 136 S. Ct. at 1996).
Notably, all three relevant subsens rely on the “falser fraudulent claimelement—if a claim
is not “false or fraudulent,” thenéhe is no liability under any subsection.
3. Anti-Kickback Statute
The AKS is a criminal statute that makes itelony offense toknowingly and willfully
solicit[ ] or receive[] any remuneration (incladi any kickback, bribe, orebate) directly or
indirectly, overtly or covertly in cash or in kind—in tern for purchasing, leasing,
ordering . . . any good, facility, service, or itemn ¥ehich payment may be made in whole or in
part under a Federal health cagmgram.” 42 U.S.C. § 132&é(b)(1)(B). While the AKS
primarily is a criminal statutat explicitly authorizes civienforcement under the FCA for any
AKS violation: “In addition to theoenalties provided for in this section . . . a claim that includes
items or services resulting from a violation of this sectionstitutes a false or fraudulent claim
for purposes of [the False Claims Act¢2 U.S.C. § 1320a-7b(g) (emphasis added).
[1l. D ISCUSSION
The Government’'s Complaint alleges four counts against Defendants: three violations of
the FCA and one common law unjust enrichment claim. All three FCA causes of action rely on
two distinct theories of liabtly: (1) Dr. Vora caused false alas to be submitted because he
engaged in an illegal kickback scheme with NMih@t violated the Anti-Kickback Statute (“AKS
theory”), and (2) Dr. Vora caused false claimsbto submitted because he referred medically
unnecessary testing through NMTC (“Medical Nedgstsieory”). The Government uses these
two theories as alteative methods to establifite “false or fraudulent clai” element of the FCA.
See31 U.S.C. § 3729(a)(1)(A)—(C). If the allegatiomither theory do not amount to a “false or

fraudulent claim,” thenlbthree FCA counts fail to the extethey rely on that theory.



Both parties argue the two distinct theorigsasately. Therefore, the Court will consider
each theory in turn.

A. Counts I-lll: FCA Anti-Kickback Theory of Liability

The Government’s first theoryf liability is based on the AKS—the claims that NMTC
submitted to Medicare were “falee fraudulent” because they weggnted by illegal kickbacks.
Since AKS violations “constitute[ ] a falser fraudulent claim” undethe FCA, 42 U.S.C.

§ 1320a-7b(g), the Complaint musifficiently allege (1) Defendasitactions violated the AKS
(therefore making it a “false or fraudulent clajnahd (2) Defendants’ actions satisfy all other
elements of the FCA causes of action.

Since the entire AKS theory fallapart if there is no AKS efation, the Court will first
consider whether the Complaintffsciently pleads an AKS violatin. If so, the Court will then
analyze whether the Complaint adequately alleges the remaining elements of the three FCA causes
of action.

1. Underlying AKS Violation

AKS liability attaches against any person whkoowingly and willfully . . . receives any
remuneration . . . in return fo. . ordering . . . any good, faty, service, or item for which
payment may be made in whole or in part unald-ederal health care program.” 42 U.S.C.
§ 1320a-7b(b)(1)(B). To prove an AKS viotat therefore, the government must prove the
following: (1) defendant received renumeration,i2)eturn for ordering a good or item paid for
through government health care programg (3) done knowingly and willfullySeeUnited States
ex rel. McDonough v. Symphony Diagnostic Servs,, 36d-. Supp. 3d 773, 777 (S.D. Ohio 2014).

Defendants contest two elements of the dydey AKS allegations: (1) the Complaint

failed to allege “Dr. Vora . . . ordered that®willfully for the purpos of receiving renumeration



from NMTC,” [DN 12 at 18]; and (2) the tests wenedically required for Dr. Vora’s patients, so
it does not matter whether there was an AKS violatiah]. [Defendants’ firsargument, however,
actually raises two separatssues—the intent reqed to violate theAKS and whether the
Complaint sufficiently alleges the Defendants actatbWingly and willfully.”
a. AKS: Intent

Defendants first argue the Complaint failed to allege Dr. Vora referred the tests “in return
for” renumeration from NMTC. Tén Government only alleges Dr. Vora referred tests through
NMTC “at least in part” because NMTC provided renumeration [DN 1  26]—Defendants claim
partial intent to receive renweration does not violate the AKS.

Defendants’ contention primir is a legal question—doesdefendant violate the AKS
when illegal kickbacks were “one purpose” the referral, but not the sole purpos&edDN 12
at 17, 19-20; DN 13 at 5]. The issue is salienthee the Complaint exgssly relied on the “one
purpose” theory of liability—it stated Defendantsferral decisions were motivated “at least in
part” by renumeration.JeeDN 1 § 26]. Defendants argue mixedtives are insufficient to allege
AKS liability—Dr. Vora must have been motieat solely by illegal renumeration for his conduct
to violate the AKS. Taupport the claim that Dr. Vora wastmaootivated total} by renumeration,
Defendants point out that Dr. Ya referred pharmacogenomics testing to NMTC before the
alleged kickback scheme begase¢DN 1 q 28], and he continued ttefer tests after the alleged
scheme ended.d. at § 53].

The Government does not contend Deferglasble purpose was renumeration. It
implicitly agrees with Defendants that the Cdanmpt only alleges thedhe purpose” theory of

liability, but it claims the AKS is violated whenevesrfe purposef renumeratiorjis] to obtain



money for the referral of services.” [DN 13Ht(emphasis added). If the “one purpose” theory
is not enough, the Complaint doest state a claim for relief.

The Court is convinced the “one purpose” tesh more accurate pietion of the law.
While the Sixth Circuit has not deled the issue, every circuiturb to address the question has
determined a defendant violates the AKS whene'purpose” of referral decisions is to receive
renumeration.United States ex rel. Ruscher v. Omnicare,, 1663 F. App’x 368, 374 (5th Cir.
2016); United States v. Borrasi639 F.3d 774, 781-82 tfv Cir. 2011); United States v.
McClatchey 217 F.3d 823, 835 (10th Cir. 200Q)nited States v. Bay State Ambulance & Hosp.
Rental Serv., In¢.874 F.2d 20, 30 (1st Cir. 1989)nited States v. Kat871 F.2d 105, 108
(9th Cir. 1989)United States v. Greber60 F.2d 68, 72 (3d Cir. 1985).

Furthermore, the “one purpostst appears to align besttivihe Sixth Circuit’s general
approach to the scienter requirent under the AKS. The Sixthr€uit has stated that, under the
AKS, renumeration is received “in return for” arer if the recipient is “duly induced or moved”
by the renumerationJones-McNamara v. Holzer Health Sy&30 F. App’x 394, 401 (6th Cir.
2015);see also United States ex iRobinson-Hill v. Nurses’ Rgstry & Home Health Corp No.
5:08-145, 2015 WL 4394203, at *5 (E.D. Ky. July 15, 20{®termining that an AKS violation
depended on whether “remuneratiorsvpaovided with the itent to induce or rgard referrals”).

In defining “inducement,” thdones-McNamaraourt endorsed an Office of Inspector General
(“OIG”) guidance document, which defined “induce™#%e necessary intent ‘to lead or move by
influence or persuasion.” 630 Rpp’x at 401 (quoting OIG AntKickback Provisions, 56 Fed.
Reg. 35952, 35938 (July 29, 1991)). Neither “inflc&nnor “persuasionimply a complete
purpose to take a particular action—both worddead suggest thatanly must be enough to

move a person from one course ofti@t to another course of actiorsee Influence

10



Merriam-Webster Online, https://www.mem-webster.com/dictionary/influencePersuade
Merriam-Webster Online, https://www.merriam-wedystom/dictionary/persuade. Therefore, a
person is “induced” if renumerati is persausive enough to causanto alter theibehavior. A
partial purpose is enough.

The OIG guidance that the Sixth Circuit rel@a supports this interpretation. In the next
paragraph after the firition quoted by thelones-McNamaraourt, the OIG guidance endorsed
the GreberandKatsdecisions for the principlthat a defendant violatdse AKS if “one purpose
of the payment is to induce future referralOIG Anti-Kickback Povisions, 56 Fed. Reg. at
35938 (quotingGreber, 760 F.2d at 69). The Sixth Cirtsireliance on OIG guidance when
interpreting the statutory languagensightful forhow it would analyze the provision’s scope.

While there is some disagreement amlmwger courts in the Sixth Circuitompare United
States v. Millennim Radiology, In¢ No. 1:11cv825, 2014 WL 4908275, at *7 (S.D. Ohio Sept.
30, 2014) (permitting an AKS allei@n to survive a motion to disss when the plaintiff alleged
referrals were “one purpose of the arrangemenit)y United States ex rel. Villafane v. Solinger
543 F. Supp. 3d 678, 698 (W.D. Ky. 2008) (decliningdopt the “one purpose” test), this Court
is convinced the “one ppose” test is a more accurate depiction of the law. The Government’s
Complaint is sufficient if it alleges that Defendants were partially motivated by referrals.

Defendants also contend, howeeythat the Government’s word choice requires dismissal
because the Government used “at least in padésaribe Defendants’ purpose for referring tests
through NMTC, rather thatone purpose.” $eeDN 12 at 18-19, DN 17 at 13]. Defendants cite
no authority in support of thisonclusion, and the Court is nawvare of any. Instead, it appears
that courts use a variety ofniguage choices to convey the ideatth defendant acts “in return

for” renumeration if renumeration is “one purpose” for the acti®ee, e.gUnited States ex rel.

11



Bilotta v. Novartis Pharm. Corp50 F. Supp. 3d 497, 520-21 (S.D.N.Y. 2014) (“plausible
opposing inference”)Millennium Radiology 2014 WL 4908275, at *7 (“plausible alternative
motives”);U.S. ex rel. Daugherty v. Bostwick Lak$o. 1:08-CV-354, 2013 WL 3270355, at *32
(S.D. Ohio June 26, 2013) (“one purpose”)Vhile “one purpose” is the most common
terminology, it is not the only acceptable terminology.

Here, the Government alleges the followitiuring the relevantime period, Defendants
referred pharmacogenomics testingders to NMTC, at least ipart, because NMTC paid
renumeration.” [DN 1  26]. This allegationpgorted by numerous detailed factual allegations,
sufficiently alleges that renumeration was “qnepose” of the Defendants’ referrals to NMTC.

b. AKS: “Knowing and Willful”

The AKS’s “willful” requirement requires alimtions that a defendant acted with a purpose
to commit a wrongful act but doe®t require knowledge of the aliéd or intent to violate the
statute.McDonnell v. Cardiothoracic & Vascular Surgical Assocs., IiNo. C2-03-79, 2004 WL
3733402, at *8 (S.D. Ohio July 28, 2004). Ciratamtial evidence can prove willfulnesSee
United States ex rel. Derrick v. Roche Diagnostics C&p8 F. Supp. 3d 1106, 1113 (N.D. IlI.
2018) (“[WI]illful conduct can bgroven circumstantially.”).

The Complaint includes numerosigecific factual &gations that support an inference the
Defendants acted “willfully.” For examglthe Government alleges the following:

e Defendants ordered 47 pharogenomics tests through NMTdLiring the eleven-month
period before the alleged scheme began, ihemreased their orders to 1,206 tests during
the eleven-month period NMTC was paying $150 per test. [DN 1 {1 28, 51-52].

e Defendants “significantly reduced the numioé orders” when NMTC reduced payment
to $105 per test.Id. at § 53].

e Defendants ordered 537 tests during Ma2©12, when Dr. Vora believed NMTC was
paying $150 per testld. at 1 40]. When he found out thaas not yet the case, he sent a
text message stating “I'm going to tell myaftnot to send any samples to the company
until all this is clarified.” [d. at | 43].

12



e There were numerous meetings and emaitdsen Dr. Vora and NMTC describing the
PRIDE Registry Agreemenhd potential renumerationld| at 71 34-38].

Taken as true and combined with allegat that Dr. Vora was aware of the AKS,
[id. at 1 118-120], the Complaint sufficiently gks that Dr. Vora acted “with a purpose to
commit a wrongful act”—a purpose tefer pharmacogenomics testing to NMTC because he was
receiving kickbacks.

This conclusion accords with the South®&istrict of New Yaok’s rationale inBilotta, 50
F. Supp. 3d at 520-21. Bilotta, the government sued a groupdottors for receiving kickbacks
from a pharmaceutical company in exchafeprescribing Novartis drugdd. at 501-02. The
complaint conceded the doctors wrote prescriptionslovartis drugs beforthe kickback scheme
began, but alleged the doctors vergignificantly more prescriptions after they started receiving
kickbacks. See id.at 502—-03, 520-21. The doctor defendants argued the government did not
sufficiently allege that kickbacks influenced tth@ctors because the doctgrescribed the same
drug before the renumeration begad. at 520. The court rejectedatrargument, sting that the
significant increases in the doctors’ Novartis prescriptions were “sufficient to allege that the
doctors were prescribing Novartisugss in exchange for kickbacksld. at 521.

Here, the Government’s Complaint features similar allegations of extreme disparities in
Dr. Vora’s pharmacogenomics test referralsuigfoNMTC during the relent time period. These
allegations, combined with the specific allegaticeiating to Dr. Vora’s beavior during that time
period, adequately alleges Dr. Vora ordered rigsthrough NMTC in exchange for kickbacks.
Seeid

The Complaint makes sufficiently detailed allegas that Defendants acted with intent to
receive kickbacks, and that the Defendants were aware of the AKS’s prohibitions. The Complaint

sufficiently pleads that Defendants acted “knogly and willfully” in violation of the AKS.
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C. AKS: Medical Necessity

Next, Defendants suggest the underlying AW8lation fails because the Government
“wholly failed to allege how [WMTC’s] claims were anything othehan medically necessary for
Dr. Vora’s patients.” [DN 12 ait8]. Defendants misstate the law. Medical necessity is not
relevant for the AKS theory of liabilityUnited States v. Eggleston F. App’x __, 2020 WL
4548119, at *3 (6th Cir. 2020) (“The [AKS] makes distinction betweekickbacks earned from
medically necessary services and those eafr@mn unnecessary ones.”)When determining
whether Defendants violated the AKS@atherefore the FCA), the questiomist whether Dr.
Vora ordered medically unnecessaegts for purposes of reggig renumeration. The question
is whether Dr. Vora ordered testscause of renumeration

Since the Defendants’ AKS arguments all fhle Court finds that the Government has
sufficiently pled a “false or &udulent claim” based on AKS vidians. Therefore, the Court will
now analyze whether the Government allegeélalhents of the three FCA causes of action.

2. Countl

Count | alleges that Defendants “knowingly sad to be presented false or fraudulent
claims,” in violation of theAKS and 8§ 3729(a)(1)(A) of the AC [DN 1 1 145-146]. Since the
underlying AKS violation established the “false or fraudulent claim” presg 42 U.S.C.
§ 1320a-7b(g), the remaining question is whetbefendants “caused” ¢hfalse claim “to be
presented” to the government for payment.

Defendants argue that the Gawment’s allegations leaveut a required element of a
§ 3729(a)(1)(A) claim. In adddn to the “false or fraudulentaim” and “presentment” elements,

they argue, the Government also needed todealke specific certification of compliance with the
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AKS.” [DN 17 at 11]. Since the Complaint does atbege NMTC or Dr. Vora “submitted a claim
certifying compliance with the AKSPefendants claim Count | must dismissed. [DN 12 at 17].

The Court disagrees. As part of the Patfrdtection and Affordde Care Act of 2010,
Pub. L. No. 111-148, 124 Stat. 119 (2010), Congres=nded the AKS to state “a claim that
includes items or services resultiingm a violation of this sectioconstitutes a false or fraudulent
claim for purposes of [the False Claims Acty2 U.S.C. § 1320a-7b(g¢mphasis added). The
word “constitutes” is important—it shows thain AKS violation automatically meets all
requirements of a “false d&raudulent claim,” ashe term is defined in the FCASee Guilfoile v.
Shields 913 F.3d 178, 190 (1st Cir. 2019) (“The [AKBlse of the term ‘@nstitutes’ would be
meaningless if courts had to engage in a materiality analysis—for example, by inquiring into
whether the entity submitting the claim hadrtified its compliance with the AKS—after
establishing that a claim resultt]dm an AKS violation.”). Therefa, certification simply is not
an element when proceeding undarAKS theory of liability.

This interpretation of § 1320a-7b(g)’s plain textonsistent with theiews of most courts
that have considered the issi&ee, e.gUnited States v. Cath. Health Initiative¥l2 F. Supp. 3d
584, 594 (S.D. Tex. 2018) (“Due to an amendnierhe ACA, liability under the FCA for AKS
violations does not require tliefendants to have expressly et their compliance with the
AKS.”); Bilotta, 50 F. Supp. 3d at 529 (certification onlgueed for AKS violations before the
2010 AKS amendment)jnited States ex rel. Parikh v. Citizens Med. &7.7 F. Supp. 2d 654,

664 n.3 (S.D. Tex. 2013) (no certificari required for post-2010 claims).

3 Many defendants have also chosen not to contest the certification requirement for AKS violations after 2010
See United States ex rel. Kester v. Novartis Pharm..C48pF. Supp. 3d 332, 364 (S.D.N.Y. 2014) (stating that the
defendants “do not argue” the falsetdmation issue for claims submitted after March 2010, because § 1320a-7b(g)
stated that a reimbursement clasmtomatically implied AKS compliancégeven in absence of any express
certification of compliance”)United States v. Millennium Radiology, Inblo. 1:11CV825, 2014 WL 4908275, at
*10 n.5 (S.D. Ohio Sept30, 2014) (revealing that defendants “do not dispute” that “it is not necessary to allege
certification for [an AKS] case of action under the FCA based on claims submitted after March 23, 2010").
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The 2010 amendment to the AKS created a categjotite that all elements of the “false
or fraudulent claim” inquiry are safied when the plaintiff pleadsn AKS violation. Therefore,
submitting a claim for Medicare reimbursemaihways certifies AKS compliance—no special
certification is required.

Defendants cite several cases to support their claim that false certification is required to
allege an AKS violationNone are prevailing. F@xample, Defendants citiited States v. Teva
Pharmaceuticalsbut the opinion expresslyates that “there is noeed for an independent of
assessment of materiality” rfall claims submitted after Meh 23, 2010 (the date of the AKS
amendment) because “Congress has dedtessk claims to be ‘fraudulent.’United States v.

Teva Pharm. USA, Inc13 Civ. 3702, 2019 WL 1245656, at *28 (S.D.N.Y. Feb. 27, 2019).
Furthermore, an earlier opinionTeva Pharmaceuticalsquarely held that “after March 2010, the

act of submitting a claim for reimbursemetself implied compliance with the AKS.'United

States v. Teva Pharm. USA, Ink3 Civ. 3702, 2016 WL 750720, at *20 (S.D.N.Y. Feb. 22, 2016)
(quotingUnited States ex rel. Kester v. Novartis Pharm. Getp F. Supp. 3d 332, 364 (S.D.N.Y.
2014)). In another case citbg Defendants, the plaintiff idnited States ex rel. Bruno v. Schaeffer

did allege that the defendants “falsely ceiif] compliance with the Anti-Kickback Statute”™—

the court found these allegatiosisfficient to state alaim under § 3129(a)j@A). 328 F. Supp.

3d 550, 557-59 (M.D. La. 2018). But this case does little to bolster Defendants’ argument because
alleging false certification clearly is acceptable—it just isT@aiessaryo allege an FCA violation

on an AKS theory of liability.

4In United States ex rel. Benaissa v. Trinity Healb. 4:15-cv-1592018 WL 684362 (D.N.D. Dec. 31, 2018),
another case Defendants cite, a calisiissed a relator's FCA complaint because the relator “failed to plead
representative examples of claims feimbursement.” 2018 WL 6843624, at *12 (emphasis added). The relator's
“certificates, cost reports, and forms” were insufficieetduse they were not “claims” under the meaning of § 3729,
not because it lacked express certificatilth. However, to the extent that the courT hornton v. Nat'l Compounding
Co, No. 8:15-cv-2647-T-36JSS, 2019 WL 2744623 (M.D. Fla. July 1, 2019) required the plaintiff to plead false
certification to survive a motion to dismiss, this Court respectfully disagrees.
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In its Complaint, the Government pledmple facts to allege NMTC submitted
pharmacogenomics testing claims, referredipyVora, to Medicare. [DN 1 §{ 70-71, Ex. G
(claims data)]. It also pled two specific exapgpbf allegedly kickbackainted patient claims
submitted to Medicare. [DN 1AL, Exhibit R, Exhibit S]. Thesspecific examples of allegedly
false claims are sufficient to meet thel&f(b) heightened pleading standa&eeUnited States
ex rel. Bledsoe v. Cmty. Health Sys., |601 F.3d 493, 510 (6th Cir. 2007). And since the alleged
timeframe for the fraud was after 2018e¢DN 1 | 3], the submission of the claims alone was
enough to certify AKS compliance. If Defendarsubmitted the claims while NMTC and Dr.
Vora were engaged in an illegal kickback soke Defendants violated the False Claims Act.

The Court concludes the Government did not negallead facts alleging false certification
by NMTC. Defendants’ motion to dismiss will E2ENIED for Count I, to the extent the
Government relies on th&KS theory of liability.

3. Countll

Count Il of the Complaint alleges violations of 31 U.S.C. § 3729(a)(1)(B), which subjects
a person to liability if he “knowingly makes, uses, or causes to be made or used, a false record or
statement material to a falsefeaudulent claim.” The AKS portion of the Complaint alleges the
Defendants violated § 3729(a)(1)(B) because thelymitted “false reads and statements,”
including “false certification®n Medicare provider enrolimeifdrms and false and misleading
representations on claiforms that claims for pharmacogenomiesting submitted to Medicare
by NMTC complied with the Anti-Kickback Stagjt when in fact, th@s claims violated the
Anti-Kickback Statute.” [DN 1 { 152].

In the AKS portion of Count II, the Governmegibstantively allegetwo types of false

records. First, the Government alleges that bedats caused NMTC to submit false claim forms
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to Medicare. [DN 1 7152]. Second, the Goweent alleges thaDefendants made false
statements on Medicaregwider enroliment forms. Id.]. Defendants challenge both categories
of records. $eeDN 12 at 20-23]. The Court will address both the “claim forms” and “Medicare
provider enrollment forms” separately.
a. Claim Forms

The Complaint’'s substantive allegations related to false claim forms based on AKS
violations are as follows:

142. Each claim submitted by NMTC for .Dfora’s orders of pharmacogenomics

tests included a statement whereby NMd&tified that the information on the

claim form was “true, ecurate and complete.”

143. As explained in Section II(A)(ii) abovthis statement is false, because the

claims were tainted by kickbacks.
[DN 1 1 142-143].

In response, Defendants attabk underlying allegations,atiming the Government failed
to plead the underlying AKS claimgith “particularity.” [DN 12 at21]. But, for the reasons
discussed above, the Government adequatetythe AKS violationsvith particularity,see supra
Section lll.A.1, and the same allegations heweugh particularity to satisfy § 3729(a)(1)(BYeg
DN 1, Exhibit R, Exhibit S].

b. Medicare Provider Enrollment Forms
The Government’s allegations that Dr. Varede a “false record or statement” on the

Medicare provider enrollment forms warrantesgr attention. Unlik€ount | and the “claim

form” allegations in Count Il, these provider enradimh form allegations do not rely on Dr. Vora
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“causing” false claims to be smiitted through NMTC. Instead, treeallegations assert that Dr.
Vora made a “false record or statemdnthself [DN 1 9 151-152, DN 13 at 20].

The substantive allegations assert that Dr. \fr@m®been a Medicapeovider since 2001.
[DN 1 19 113-114]. As part of his Medicare diment form in 2001, Dr. Vora signed paperwork
stating he “understood that pagnt of a claim by Medicare . is conditioned on the claim and
the underlying transactions complyg with such laws, regulaths and program instructions
(including the anti-kickback statute . ), and on a provider/suppligeing in compliance with any
applicable conditions of participation . . . . Id[at § 118]. Dr. Vora ab asserted he understood
the penalties for falsely certifying AKS compliancal. [at 7 119], and stated he would “not
knowingly present or cause to be presented a fadraudulent clainfor payment by Medicare
or other federal healtbare programs.” Idl. at § 120].

Defendants assert that Dr. Ns statements in a 2001 Medre enrollment form cannot
possibly create liability for an alleged fraud thabk place more than a decade later. [DN 12 at
21-23]. In response, the Government disclaims reliance on the 2001 Medicare enrollment form.
Instead, it points to the “revalidat[ion]” forms Dr¥ora must submit every five years. [DN 13 at
20]. The revalidation form asserts Dr. Vomas “read the [Medicare] requirements and
understand[s] them.” [DN 13 @0; DN 1 Exhibit AA, at 8-9].The Government did not include
these allegations in the Comipia but the 2019 revalation form was attadd as Exhibit AA.

To satisfy the Rule 9(b) partitarity standard, the Governmargeded to allege a specific
example of a false statement represiareaof its § 3729(4)L)(B) allegations.SeeFeDp. R.Civ. P.
9(b). The Government apparentiglely relies on the 2019 providenrollment fom to satisfy
that standard. The question, therefore, is whietlee2019 provider enroliméeform is a sufficient

representative example affalse or fraudulent claim.
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A 8 3729(a)(1)(B) claim has thredements: “(1) [T]he defendamakes a false statement,
(2) the defendant knows that the staént is false, and (3) the faltatement is material to a false
claim for payment.”United States ex rel. Brooks v. Stevens-Henager Coll,,368.F. Supp. 3d
1088, 1109 (D. Utah 2019). There is no “presenttheequirement in 8729(a)(1)(B), but the
plaintiff must assert a “connection between #tleged fraud and an actual claim made to the
government.”Chesbrough v. VPA, P.(55 F.3d 461, 473 (6th Cir. 2011).

In Brooks a relator attempted tdlege § 3729(a)(1)(B)iability againsta college that
submitted documents assertingrq@iance with a host dégal requirements359 F. Supp. 3d at
1108. The court dismissed thengglaint because the allegedbise documents were “nothing
more than a set of statements or assertiolus.at 1109. The connection between the documents,
which were not requests for payment, and thegatley false claim wab attenuated to form a
basis for liability. 1d.

Here, the Government’slaations are deficient fdhe same reason asBnooks See id.
at 1108-10. The Government wholly fails to gdehow a 2019 genericvaidation form that
never requested reimbursemeist material to Medicare’s decision to reimburse false,
kickback-tainted claims thalMTC submitted in 2012 and 2013See id.at 110 The
revalidation forms are far too attenuate form a basis for liabilitySee Chesbroug55 F.3d at
473.

To summarize, therefore, Defendantstion to dismiss Count Il will bBENIED to the
extent the Complaint relies on the AKS theory and alleges that Defendants “caused” NMTC to

make a false record or statement material gefalaim forms. Defendants’ motion to dismiss

5 Unlike the discussion in Section I1.A.2, which ognized AKS violations always are material in the
government’'s payment decision, “materialitginains relevant to determine whetherftilee statemenwas material
to the false claim. The revalidation form’s materialitgt the AKS violation’s materiality, is lacking here.

20



Count Il will be GRANTED to the extent the Complaint redi on the AKS theory and alleges
Defendants’ false statementsmnovider enrollment forms provide the basis for liability.
4. Count Il

Count lll alleges the Defendaritsiowingly entered into one @nore conspiracy to present
or cause to be presented, false and fraudulemglr payment or approval to the United States,
including those claims for reimbursement ohphacogenomics tests that violated the AKS and
FCA.” [DN 1 1 157]. Defendants only contéls¢ underlying AKS allegeons. [DN 12 at 23].

As discussed above, the Cdaipt sufficiently alleges amAKS violation. Therefore,
Defendants’ motion to dismiss will @ENIED on Count Ill, to the exte Count Il relies on the
AKS theory®

B. Counts I-lll: Medical Necessity Theory of Liability

As noted earlier in this Opinion, the Goverant’s second theory under the FCA is that
Dr. Vora is liable because certain tests did ganply with Medicare mgulations and therefore
were “medically unnecessary.”According to the Complaint, Dr. Vora (1) did not make
individualized assessments @&et before referring pharmacogenios testing, (2) did not use the
test results in treatment, (3) did not documemiepaneed for pharmacogemics testing in their
medical records, and (4) ordengtirmacogenomics tests for patients receiving warfarin treatment
who did not meet the Medicare coverag@eria. [DN 1 1 74-112, DN 13 at 11]. The
Government alleges these actions violated & dibsedicare laws andegulations, making the
tests “not reasonable and necegsand therefore a false claiper se [DN 1 1 123-136; DN

13 at 18-19].

6 Defendants make the same argument regarding the enjittiment claim in Coum—the unjust enrichment
claim must fail because the underlyingiols are not “false.” Since the Coh#s already rejected that argument for
the AKS theory of liability, Defendants’ motion thismiss Count IV necessarily fails as well.

21



Defendants contest this theory, arguing tlv&nment’'s Complaint fails to allege why
pharmacogenomics testing for the patients matsmedically necessary. [DN 12 at E&e also
DN 17 at 4-10]. While Defendantsearorrect that “a theory of alleged lack of medical necessity
is simply absent from the complaint,” [DN 17 at@®jat is not the theory of liability on which the
Government relies. According tbe Government’s theory d#bility, Dr. Vora knew Medicare
required certain actions to makeclaim reimbursabléie knowingly did not take those actions,
and he knowingly “caused” those claim$wsubmitted to M#care anyway. Thactualmedical
necessity of the tests is not relevant under tee@iment’s theory of liability. For example, 42
C.F.R. 8 410.32(a) provides that diagnostic latmwyatests are “not reasonable and necessary” if
not ordered by the treating physician. For Mediqaurposes, therefore, it does not matter if the
patient actually needed a diagtiogab test. The nomenpliance with § 410.32) makes the tests
unnecessary as a ttex of law.

Unlike the AKS theory, this second theorppeeds on the “false certification” theory—
Defendants are liable because they caused cexf@ims to be submitted to Medicare without
meeting Medicare’s reimbursente requirements. However, not all forms of Medicare
noncompliance give rise to FCAltidity. To the Defendants point, “[tlhe False Claims Act is not
a vehicle to police technical complianeégh complex federal regulationsUnited States ex rel.
Williams v. Renal Care Grp., IN®@96 F.3d 518, 532 (6th Cir. 2012). The Sixth Circuit previously
analyzed false certification claims based oretlier Medicare designated the condition as a
“condition[ ] of participation’in the Medicare program (whiakto not support aRCA claim) or
[a] ‘condition] ] of payment’ from Medicare funds (which do support FCA claimghited State
ex rel. Hobbs v. MedQuest Assocs.,,Ifd.1 F.3d 707, 714 (6th Ci2013). But the Supreme

Court overruled the Sixth &iuit's standard in 2018Jniversal Health Servs., Inc. v. United States
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ex rel. Escobarl36 S. Ct. 1989, 2001-04 (2016).Hscobar the Supreme Court rejected a firm
distinction between conditions of payment and ipgudtion in favor of a holistic standard that
considered whether a provision was “materalthe government’s payment decisida. at 2001—

03. Under this standard, a “condition of payment” designation is “relevant, but not automatically
dispositive” to the materiality analysisl. at 2001. Instead, the matdiiy analysis considers the
following:

() “[T]he Government’s decision to exgssly identify a progion as a condition

of payment”; (2) whether “th&overnment consistentlyfteses to pay claims in the

mine run of cases based on nompliance with the particular statutory, regulatory,

or contractual requiremendr if, with actual knowledgef the non-compliance, it

consistently pays such claims and thermigndication that itpractice will change;

and (3) whether the “noncompliance is miooiinsubstantial” or if it goes “to the

very essence of the bargain.” None of thesnsiderations is dispositive alone, nor

is the list exclusive.

United States v. Brookdafenior Living Cmtys., Inc892 F.3d 822, 831 (6th Cir. 2018) (quoting
Escobar 136 S. Ct. at 2001-04 & n.5). A plaintiffust plead enough fadis support a finding
of materiality in the complaint to survive a motion to dismiSge Escobarl36 S. Ct. at 2004
n.6.

While some of the statutes and regulations cited by the Government make compliance a
condition of paymentsee42 U.S.C. § 1395y(a)(1)(A); 42 C.F.R. § 410.32(a), this fact only
establishes the firdEscobarfactor. Most poskscobarcases suggest that, at minimum, the
plaintiff must plead at least twescobarfactors. See, e.gUnited States ex rel. Doe v. Heart Sol.,
PC, 923 F.3d 308, 318 (3d Cir. 2019nited States ex rel. Batos v. Genentech InaB55 F.3d
481, 489-90 (3d Cir. 201 Y nited States ex rel. LynchWniv. of Cincinnati Med. Ctr., LLONo.
1:18-CV-587, 2020 WL 1322790, at *21 (S.D. Ohio Ma@, 2020) (holding that a relator

sufficiently pled a FCA violatio based on allegations that the applicable provisions were

conditions of payment, the government would not have paid if it was aware of noncompliance, and
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the payment provision is injeal to the agreement¥ee alsoUnited States ex rel. Janssen v.
Lawrence Mem’l Hosp949 F.3d 533, 544—45 (10th Cir. 2020afuting defendant’s motion for
summary judgment despite a relator’s assertionrthatiple statutes “required express reporting
as a condition of payment” because the oEsobarfactors were not satisfied).

Because the Defendant did not specificallylieinge the materiality of the false statements,
this issue has not been adequateigfed by the parties. ThusgtlCourt is reluctant to decide it
now. Therefore, based on thegyaments made thus far by thefBedant, its motion to dismiss
Counts -1V based on the Government’s second the@¥gNIED.

V. CONCLUSION
For the reasons set forth abol/e]S HEREBY ORDERED that Defendants’ Motion to

Dismiss for Failure to State a ClaimD&ENIED IN PART AND GRANTED IN PART .

frismsi

Joseph H. McKinley Jr., Senior Judge

United States District Court

September 21, 2020
cC: Counsebf Record
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