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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-G/-1769-M

ABBOTT LABS.,et al.,

Defendants.

MEMORANDUM OPINION AND ORDER

Before the Court are a Motion for Partial®mary Judgment [Docket Entry #44filed
by Relator KevirN. Colquitt (“Relator”) anda Motion for Summary Judgment [Docket Entry
#443], filed by Defendants Abbott Laboratories and Abbott Vascular Solutions,dgether,
“Abbott” or “Defendants). For the reasons statduhth motionsare DENIED.

l.

This is aqui tamaction brought by Relator, a former employee of Guidant Corporation
(“Guidant”) and Guidant’s successioHnterest Abbott, for alleged violations of the False
Claims Act, 31 U.S.C. 88 3728 seq(“FCA”), in connection with claims for reimbursement
of vascular stenting procedures involving Guidant- and Abbott-brand biliary stentsttedto
Medicare between Febmya23, 2004 and June 21, 2006eeMem. Opinions [Docket Entry ##
160, 313, & 434]. Because this case has been the subject of several prior opagionshe
Court limits its discussion to the select legal and factual issues upontiviofotions for

summary judgment turn
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.

As a preliminary matter, Relator has filed a Motion to Strike [DocketyEt 459] and a
Supplemental Motion to Strike [Docket Entry #4985y hismotiors to strike, Relator seeks
excludesix categories of evidence relied upon by Defendants in their summarygaotdgm
motion and response, including: (1) undisclosed fatrtesses; (2) inadmissible hearsay
evidence from fact witnesses through proposed expert testimony and rep@psni@)
evidence from physicians solely designated as fact witnesses; (4) indieresgiert testimony
relying on the opinions of the phy&a fact witnesses; (5) evidence not timely disclosed in fact
discovery; and (6) inadmissible heay evidencé. Relator's supplemental motionfisrther
directed to striking an email exchange betwBerGary Dorfmamand Dr.KatherineKrol,
which occurred durinthe course of Dr. Krol's engagement as an expert in this case. Relator
seeksto strike the emagxchangend Krol's reliance on it because the document is (1)
inadmissible hearsay, and (2) Dr. Dorfman is an undisclosed fact witness.olittdn&s not
relied onany of ths allegedlyobjectionable evidence in making its determination on the
pending summary judgment motions. Accordingly, Relator’s Motion to Strike and
Supplemerdl Motion to Strike ar®ENIED as moot.

Relator also has filed a Motion to Exclude tastimony ofDr. Krol. [Docket Entry
#488]. Dr. Krol, an interventional radiologist, has offered opiniongDrthe correct Medicare
codes for placement of biliary stents in the peripheral vasculature; (2) theepropMedicare
reimbursenent for use of biliary stents in peripheral vascular procedures; and (3) the

appropriateness of of&belbiliary stentuse during thearly to mid2000s. Relator objects to,

1 Relatoridentifiesthe objectionable evidence Bsf. App. 3-18,78101,113-31, 174-88,198261,266-
72,361-591,1236-41, 1269-1271,128)-85, 1297-98, 1312, 13981478,1498,1505,1514, 153034, 1709-10,

171113, 1734-36, 2033-40, 2041-52, 2053-69, 2099-2101,210209, 2107-09, and 2818-21.
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and moves to exclude, these opinions on grounds of itejiand relevancy. First, Relator
argues Dr. Krol's opinions that Medicare contractors knew of and agreed to regnpibaviders
for peripheral vascular stenting procedures using unapproved biliary stents aleabts r
because they are based on inedible hearsay frorather physicians. Relator also contends
that Dr. Krol's Medicare coverage and coding opinions are unreliable becauseetihaged on
alleged informal conversations with CMS, local contractors, and FDA, not offiiialy
statement&rom a relevant agencyrurther, Relator contends that Dr. Krol's role as an advocate
prevents her from offering objective testimony and that Dr. Krol's lay wsttestimony should
be excluded because she was not timely disclosed as a fact wNlmdsgthstanding these
objections, Relator frequently cites@o. Krol's testimonyin support of his own summary
judgment motion The Courtdetermines that it can resolve the pending motions without relying
on Dr. Krol's expert opinions. Accordingly,will not consider Dr. Krol's opinions as evidence
on summary judgment. The Court reserves RelaBmigbertchallengegor determination
either at trial or at a pretrial hearing for that purpcSeeNielsen v. Alcon, Inc2011 WL
4529762 at *5 (N.DTex. Sept2, 2011)rec. adopted2011 WL 4529674 (N.Drex. Sept30,
2011)(recognizing that a trial setting normally provides the best environment &dvires
Daubertchallenges)
1.

Summary judgment is warranted “if the movant shows that there is no genuine dispute
as to any material fact and the movant is entitled tgmeht as a matter of law.” Fed. R. Civ.
P. 56. A disputas to a material facs genuine, if the evidence is sufficient to permit a
reasonable factfinder to return a verdict for the nonmoving p@tgwe v. Henry115 F.3d

294, 296 (5th Cir. 1997). Ractis material if its resolution could affect the outcome of the



action. Weeks Marine, Inc. v. Fireman's Fund Ins.,G330 F.3d 233, 235 (5th Cir. 2003). The
substantive law determines which facts are mate&ed. Anderson v. Liberty Lobby, \n&77
U.S. 242, 247 (1986).

A paty seekingsummary judgmenivho doeshot have theburden ofproof at trial, like
Defendantdiere need onlypoint to theabsenceof admissibleevidenceto supporthe
nonmovant'slaim. See Duffyw. Leading Edgérods., Inc, 44 F.3d 308, 312 (5th Cir. 1995).
Oncethemovantmeetsitsinitial burden, theburden shiftgo thenonnoving paty to produce
evidence odesignate specific fact® the recordshowingthe existence o genuine issue for
trial. SeefFordoche, Incv. Texaco,Inc., 463 F3d 388, 392 (5th Cir. 2006). yBcontrast,a
movantwho beargheburden ofproof at trial, such afkelator, musestablish “beyond
peradventurall of the essentiatlementsof the claimor defense tavarrantjudgmentin his
favor.” Fontenotv. Upjohn Co, 780 F.2d 1190, 1194 (5th Cir986)(emphasisn original).
The“beyond peradventuretandard isa“heavy” burden.SeeCarolina Cas. Ins. Co. v. Sowgll
603 F. Supp. 2d 914, 923-24 (N.D. Tex. 20009).

V.

The FCA imposes liability onrg person who (1) “knowingly presents, or causes to be
presented, to the United States Government a false or fraudulent claim fonpaym@gproval”
or (2) “knowingly makes, uses, or causes to be made or used, a false recoshwritai get a
false o fraudulent claim paid or approved by the Government.” 31 U.S.C. 88 3729(a)(1)(A),
(B). In this case, Relator proceeds on two theories of liabiBgerdingooth a “false
presentment” clainand a‘false statement” claim. Relator’s false presentment claim is based on

his argument that Defendants’ biliary stents were not eligible for Medieemdursement. His



false statement claim related to the use of billing codes that allegedly misrepresented the
nature of the stent used in the procedure for which reimbursement was sought.

Defendants move for summary judgmentioreegrounds (1) Relator cannot establish
the existence of any falsetaims (2) Relator cannot establish Defendants’ scienter; and (3)
Relator cannot show that Defendants eausny provider to submit claims for reimbursement
for vascular procedures using biliary sterfelatoralsomovesfor partial summary judgment
with respect to tree elementsof his FCA claim—falsity, materiality, and scienterandargues
that the case shuld proceed to trial on the issues of causation and damages.

a.

The threshold questian this cases whether claims for Medicare reimbursement of
vascular stenting procedures involving Defendants’ bikkéentsconstitute false claims under
the FCA. Relatorinitially contends that the claims at issue are false because they are
categorically ineligible for Medicare coverage. According to Relator, Medicdyepays
claims for items and services that qualify as “reasonable and necessary,” tamd@rservice
must be affirmatively determinday the Food and Drug Administration (“FDAt) be safe and
effective in order to qualify as reasonable and necessaator argues théthe FDAhad not
determined the safety and effectiveness of Defendants’ biliary stentsefar the vascular
systemand therefor¢he stents were not eligible for Medicare coveragecause Medicare
claims for expenses that are not covered and are ineligible for payment @aragasmatter of
law, Relator assertbat heis entitled to summary judgment affirmatively establishing the
primaryelement of his FCA clainDefendants dispute Relator’s assertions and dtwgighe
claims at issue wergligible for reimbursement, and, in fact, properly reimbursed by the private

insurance companig¢isat were charged with the task of processing Medicare claims.



The Center for Medicare and Medicaid Services (“CMS”) oversees the Medicare
program at a national leyddut it does not process individual claims submitted by health care
providers for reimbursement. Instead, CMS contracts with private insurancercesmosact
as its agents in reviewing and processing Medicare claé8aeRel. App. at 497, 1 10. CMS
has the authority to make Medicare coverage eligibility determinatiomsedical devicesn a
nationwide basis When it makes a rule regarding the scope of coverage for a particular device,
CMS issues a National Coverage Decision (“NCD8ge42 C.F.R. § 405.1060(a)(1) (“An
NCD is a determination . . . of whether a particular item or service is coveredatigtunder
Medicare.”). An NCD is binding on all private Medicare contresctéd., 8 405.1060(a)(4),

(b)(1). The private contractors are alsaund by the terms of the Medicare statute in making
reimbursement decisions. Among other things, the statute provides that “no paymést may
made . . . for any expenses incurred for items . . . [which] are not reasonable anairynéaess
the diagnosis of illness or injury. . . .” 42 U.S.C. § 1395y(a)(1)[®)e private Medicare
contractors determine which items are reasonable and necessary for purpogesageaander
the statute.SeeRel. App. at 500, 1 15. If there is no NCD in pladedicarecontractors can
issueLocal Coverage Determinations (“LCDgHat addresthe reimbursement eligibility of
certainproceduresld., 1 16. LCDs are binding only in the local areas for which the particular
contractor has authority. 42 U.S.C. 8§ 1395ff(f)(3)(B

In this case, it is undisputed that there was no NCD in effect between 2004 and 2006 that
addressed whether claims for vascular stenting procedures using siiaty were covered by
Medicare and eligible for reimbursemei@eeRel. App. 505.Despitethe lack of a nationwide
rule, Relator argues that Defendants’ stents are categorically ineligitNéetlicare coverage

because they cannot satisfy the statute’s reasonable and necessary reqiNtedieante



contractors look tahe Medicare Progm Integrity Manual (“MPIM”), promulgated by the
Secretary of Health and Human Servides guidancan applying the “reasonable and
necessary” standarcseeRel. App. 414-51.The MPIM directs that a device witle considered
“reasonable and necessaifythe contractor determirsthat the item is “safe and effective
“not experimental or investigatiofahnd “appropriate” in terms of accepted medical practice
andthe patients medical needld. at 424. Relator contends thae FDA’s determinationsf
safety and effectiveness are “dispositive” for purposes of determiniathera product
satisfies the Medicare statute’s reasonable and necessary requiremerst.cdsdlite FDA
determined that Defendants’ biliary stents “had not been established” teelsndatffective
when used in the vascular systeand even required the stents to carry a label to that.effect
SeeRel. App. at 1503-1150Therefore, Relator argues, Defendants’ biliary stents were
ineligible for Medicare coverage on a nationwide basis.

Relator’'s argument oversimplifies the eligibility question. An FDA determination
regarding thesafety and effectivenesd a devicds not a substitute for CMS revieof whether
the device is eligible for coverag€MS and its contractors determine when a device is
reasonable and necessaagd thus eligible for coverage, under the Medicare staBe¢e68
Fed.Reg. 55,634 (Sept. 26, 2003). The FDA conducts premarket review of products under
different statutory standard$d. A device may be approved or cleared by the FDA and still not
be eligible for Medicare coverag&ee id.Further, &ck of FDA approval or clearance for a
specificuse does not categorically disqualify a devioefMedicare coverageSee id.
Medicare reimbursement for affibel usess permissible in some instancéhited Satesex
rel. Modglin v. DJO Global In¢48 F. Supp. 3d 1362, 1392 (C.D. Cal. 2034 alsdJnited

Statesex rel. Bennett v. Medtronic, InG47 F.Supp.2d 745, 754 (S.D. Tex. 2010) (observing



that Medicare does not impose an absolute ban on coverage for off-label use of drugs and
devices)United States ex rel. Nowak v. Medtronic,.]Jil806 F.Supp.2d 310, 347 (Mass.
2011)(same);Strom ex rel. United States v. Scios, ,186¢6 F.Supp.2d 884, 886 (N.D. Cal.

2009) (same)Relator has not established “beyond peradventure” that all claims for Medicare
reimbursement of vascular stentinggedures involving Defendants’ biliary stents are false
claims under the FCA.

In the absence of an NC@dverning the vascular stenting procedures at issue in this
case, local Medicare contractors had discretion to make coverage determiregfaydsng the
procedures.SeeRel. App. at 505, T 29. Between 2004 and 2006, local contractors with
responsibility for roughly half of the United States issued at least fffgreint LCDs
addressingnon-coronary vasculanenting SeeRel. App.at 1501-2293. These LCDs expressly
recognized that coverage was allowdbleprocedures involving the off-label use adtanting
devicein various circumstanceslo determine whether procedures using Defendants’ biliary
stents were covered requires afatensiveanalysis of the specific terms of each LCPBor
example, New Jersey’s Part B Medicare carrier had an LCD in placeamidry 3, 2005 that
limited coverage to stents “used for the FDA-approved indication.” Given thistiiom,
Defendants concede that Medicare claims for vascular procedures usingithgistents were
not eligible for reimbursemenSeeDef. MSJ Br. at 30; Rel. App. at 537, { 47. Therefore, a
claim submitted to New Jersey’s Part B Medicare carrier while this LCDmef$eict woudl
constitute a false claim. Defendants are not entitled to summary judgment twr'REBA
claims that involve requests for Medicare reimbursement governed by theehsmy glan.

This analysis must be repeated for each Lgibsuant to which claims foeimbursement were



processed. The parties have not attempteetiorm such an analysid this juncture in the
litigation, and the Court declines to dosma sponte SeeFranklin, 2003 WL 22048255, at *3.
Relator contends thae can establish falsity as a matter of law withoutl2D-

specific analysis because all of the LCDs “uniformly required the use ddArapproved
vascular stent,” and Defendants’ stents were neither “vascular stemt$”DA approved
The Court rejects thigttempt to circumvent the necessary analy$ise LCDs do not
“uniformly require”any particular element; instead, the LCDs require different combinations of
distinct conditions. The Court further observes tleatsal ofthe LCDsuse the term “vascular
stent” in a manner that does not necessarily preclude coverage of “biliary stemd.CDs in
effect in Region X, an area that covers several northwestern states, déscdbeites that
may be used in covered procedures as\i!

A dgentis definedasa tubularshaped devicasedto providepost

dilitation supportor narrowed or obstructed structulesg.,

vessels, biliaryract, and esophagudp induceor maintain

patencyin ananatomic site.Vascularstentsare used to maintain

patencyin arteries and veingsually at the site of stenoticlesions

Vascularsentsaretypically made of meallic interlockingthreads

thatconpressto fit near the tipof a catheter.Theyare deployed

with theused ofradiologicalguidanceinto avessel witheither

self-expanding capabilitiesr with theuse of abdloon catheter.

Oncedeployed, thedevice remainsn thevesselto provide

supportand patencyf the narowed vessel.
Def. App. at 2442see also idat 2451, 2460, 2469, 2478. Thas)east somef the applicable
LCDs define “vascular stents” with respect to their function, or use in thesarte veins.
Such a definition does not automatically prohibit a “biliary stent” from functioagg vascular
stent

Relator argues that Defendants’ stents are ineligible for coverage bacagerity”

of the LCDs provide that “[c]loverage for above indications for caronary vascular stents



depends on the use of BBA approvedstent” and “[s]tent placement is covered by Medicare
only when arFDA approvedstentis ... used” Rel. App. at 1942 (emphasis addezbe also
id., at 1501-2076. The Court has previously determined that this language creates a plausible
basis to infer that the LCO=ntaining this limitatioronly provide coverage for ofé&bel uss
of Class lllvascular stentthat have received approval through the premarket approval process.
United States ex rel. Colquitt v. Abbott Lal864 F. Supp. 2d 499, 531 (N.D. Tex. 2012)
(“Colquitt I'). However, this inferenceyithout more is insufficient to satisfy Relator’s burden
on his motion for summary judgment.

Relator points to testimony by Defendants’ experts to support his inteiqgmetéithe
LCDs, but the experts’ testimony is neither entirely clear nor unequivoctdtoRaso ignores
Dr. William Mangold’s experteport—that he included in the summary judgment record—
which explainghat Medicare contractors use the term “FDA approved” to refer to devices
merely “cleared” through the FDA’s 510(k) process, like Defendailtaiystents. The
summary judgment record establishes that a genuine dispute exists as & W@€k that
limit coverage to procedures involving “FDA approved” devices encompasses Détenda
biliary stents?

Local contractors with responsibility fdné resiof the United States did not issue LCDs
for noncoronary vascular stenting. Relator asserts that “[i]n the absence of kgattved
coverage, off-label uses are considered not reasonable and necessary.” sReltgtipport

for this assertionsithe"Krubsack lettérand Dr. Krol's testimony explaining the letter, which

2 In addition to conditioning coverage on the use of an “FDA approved” stantber of the LCDs also
require that the use of the stent be “supported by the peer medical i@ematiimatthe use “represent current
standard practice in the medical community.” Expert testimony is requidtérmine the import of the peer
medical literature and the standard practice in the medical community. The expadrg®n these subjects is in
corflict, and much of the testimony has been challengeBarbertand other grounds. The Court is notv
taking any position on th@dmissibility of theexperttestimony
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he objected to and moved to strike. The Court has determined not to consider this evidence for
purposes of the summary judgment motions. Without this or any other eviderater Rahnot
satisfy his summary judgment burden.

b.

Next, Relatorargues that claims to Medicare involving Defendants’ biliary stents were
false because the claims were assigned billing codes that misrepresentedréefriae stent
used in the proceder Claims are submitted to Medicare usingdigit billing code based on
the Current Procedural Terminology Manual (“CPT code”), promulgated by theidame
Medical Association. Each CPT code corresponds to a specific medical sarditiee @amount
Medicare pays for a service is based on the CPT code. CPT codes 37205 and 37206 correspond
to the placement of antravascularstent in a norcoronary vessel. Defendants allegedly
instructed their customers and health care providers to use CPT codes 37205 and 37206 to bill
Medicare for vascular stent procedures usitigry stents, rather than a code for an unlisted
procedure, like CPT code 37799 for “unlisted procedure, vascular surgery,” or a code @ith a G
modifier, which would convey additional information about a claim wherecooered items
were used.

In support of his argument, Relator points to testimony by Defendants’ codingsexper
that concede CPT code 37205 does not inform the Medicare contractor that an FDA\ cleare
biliary stent may have been used in the intravascular stenting procedure—oe pmoyid
information whatsoever regarding the nature of the stent involBedRel. App. at 3692.
Defendants respond that their experts also testify that CPT codes 37205 and 37206 were
unqguestionably the correct codes for health care providers to usesulbraitting claims to

Medicare for reimbursement wéscular stenting procedures using their biliary steGeeDef.
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App. at 1670, 1675-81Medicare reimbursement procedures and coding requirements are
proper subjects of expert testimoriynited States. White 492 F.3d 380, 403-04 {(&Cir.
2007). Here, he expert testimonsegarding the propriety of using CPT codes 37205 and 37206
on claims involving Defendants’ stenssn conflict and raises a genuine dispute of material
fact that makes summary judgnt inappropriate.
C.

Relatoralsomoves for summary judgment on the issue of materiality with respect to his
false statement claimd.iability under the FCA requires that the falsiig material to thelaim.
In the Fifth Circuit, “a false statement is material if it has a ‘natural tendencfjuennoe, or
[is] capable of influencing, the decision of the decision-making body to which it was
addressed.”United States ex rel. Longhi v. United Sta&e& F.3d 458, 468 (5th Cir. 2009)
(quotingNeder v United States527 U.S. 1, 16 (1999)).

According to Relator, th€EPT codes are material because a “cled@rn205 or 37206
code, without a GZ modifier, resulted in automatic payment. Defendant does not dispute thi
assertion, but points out thaelator’'sown expert testified that use of a GZ modifier or even the
37799 code would not necessarily result in claim denial. Def. App. @B0Belatorhas not
established materiality “beyond peradventure,” and his motion for sumuotgygnt as to thi
element is denied

d.

Both parties move for summary judgment on scieniére scienterequirementomes
from the FCA’srequirement that the person to be held liable must have acted “knowirkgly.”
purposes of the FCA, the term “knowingly” means thaersor(1) has actual knowledge of the

truth or falsityof theinformation; (2) acts in deliberate ignorance of the truth or falsity of the

12



information; or (3) acts in reckless disregard of the truth or falsity of toenmattion. 31 U.S.C.
8§ 3729(b). No proof of specific intent to defraud is requireld. The state of knowledge is
usually a factual inquiry. However, summary judgment may be grante@ Wiee is no
evidence of the requisite scientésnited States ex rel. Tayldfick v. Smith513 F.3d 228, 231
(5th Cir. 2008).

DefendantarguethatMedicarecoverage of biliary stents was “arcane and confusing”
and thatas a matter of laythey did not have scienter because they objectively and reasonably
believed that Medicare properly reimbursedatdar stenting procedures using biliary stents
between 2004 and 200®@efendants have produced evidence that they believed such
procedures were reimbursable and that thelief was reasonable becaitseas shared by
numerous providersnedical societies, and Medicare contractdRelator, on the other hand,
has pointed to evidence, which if believed, indicates Defendants hadeadhrng scheme to
unlawfully benefit from an off-label use of their products and never had a gdod&hef that
their stents were eligible for Medicare reimbursement. Circumstantial evidensemaort a
scienter inferenceFin. Acquisition Partners LP v. Blackwefi40 F.3d 278, 287 (5th Cir.
2006).

Relatoralso has adduced evidence that Defendants avoided making any inquiries that
would confirm whether claims for vascular procedures using its stentseiigibde for
reimbursementRel. App. 3043, 3063, 3067, 3040-50. The evaluation of this evidence,
including the testimony dguidant’s Director of Reimbursement Linda Dickes, requires
credibility determinationsNVhether Defendants objectively and reasonably believed that
Medicare could properly reimburse vascular stenting procedures using liialy isa

genuinelydisputed fact question that is not appropriate for summary judgment.
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e.

Finally, Defendants move for summary judgment on causafibe. FCA does not
define the phrase “cause to be presenhtaake31 U.S.C. § 372%t seq, andthe Fifth Circuit
has nodelineated a specificausation standa@pplicable to FCA claimsThe Court thus finds
it appropriate to apply common-law tort concepts of proximate causataetermine whether
there is a sufficient nexus between the Defatalaonduct and the ultimate presentation of the
allegedly false claim. This approach is consistent with thaetfreasoned decisions by other
courts. See, e.g., United Statex rel. Sikkenga v. Regence Bluecross Blueshield of Wizh
F.3d 702, 714-15 (10th Cir. 200&)anklin, 2003 WL 22048255, at *5. Accordingly,
Defendants’ conducehay be foundo have caused the submission of a claim for Medicare
reimbursemenif the condue was (1) asubstantial factor in inducing providers to submit claims
for reimbursementand (2) if the submission of claims for reimbursement was reasonably
foreseeable or antwated as a natural consequence of Defendants’ conBrantklin, 2003 WL
22048255, at *5.

The Court determines that Relator has identified eneuglence to raise a genuine fact
dispute as to whether Defendants’ conduct was a substantial factor in causinge¢h&peat
of Medicare claims$or reimbursementn particular, Relator has produceddence that
Defendants employea multitude ofsalesrepresentatives to market and sell biliary stents to
cardiologists, vascular surgeons, and interventional radiologists perfovasoglar
proceduressee, e.g.Rel. App. at 5514, 5536, and that, in connection with their sales efforts,
Defendants offerettaining and advice on Medicare reimbursement procedsgedsd.at 3906-
07. Relator’s evidence also raises at least the inference that Defendants’ customershieeeded t

sales representatives’ advice and submitted claims to Medicare for reimbureéprenedures
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using Defendants’ stents. Relator has produced a Novemhbkeg@l from Jim Neupert
Guidant’s Vice President of Marketinpata health care providetrsed a Medicare coding
guide provided by a Guidant employee in connection with a succeksfulfor
reimbursement. Rel. App. at 3873-Adthough the Neupert email is outside the relevant time
period for this action, it is undisputed that Defendants engaged in similartimarketivities—
and that Defendants’ customers continued to submihsléor Medicare reimbursement
betweenFebruary 23, 2004 and June 21, 2006.

Defendantslisputewhetheranyprovidereverused orrelied on information oadvice
provided byGuidantor Abbottin connection with the subssionof reimbursement claint®
Medicare. Amongother things, Defendantsote thathumerousndependensourcesnstructed
health cargroviders on the@ropersubmission of claim$o Medicare foreimbursemenof
vasculamproceduresusang biliary stents. See, e.gDef. App.at1676-79. They furthenote that
Relator'sown expert, Wendy Britton Knau, testifiedlar deposition thashehas no
knowledgeof anypersonwho relied on Defendantsbding guidelinesluring the period at
issue todetermine howo code a procedure where didry stent wasusedin the peripheral
vasculature.SeeDef. App. at 196. fie evidenceviewedas awhole, raises a factquestionon
the substantial factor element, ard the Court will leaveto thejury thetask of making credibility
determinationsind weighingconflicting evidence?

The summary judgment evidence is also sufficient to raise a genuine fate@dspa

whethernt was easonably foreseealtleat Defendants’ conduct would lead to the submission of

3 Defendants identify other evidence in support of their contention theitiprs did nousetheir coding
guidelines talecidehow to code the procedures at isButhis case including testimony by several doctavho
coded claims as part of their practicgee, e.gDef. App. 100, 1237, 1242, 127, 1330, 1451. However,
Relator has objected to tlesidence and moved to strike it from the summary judgment recorchen@btirt does
notrely on it to support its determination of the pending motions.
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false claims for reimbursemenv¥iewing the evidence in the light most favorable to Relator, as
the Court must do in considering Defendants’ summary judgment motion, a jury could find tha
a reasonably foreseeable result of Defendaftsitsto market and sell biliary stents to health
care professionals for use in vascular procedures would be the submission of &/ediozs

for reimbursement of those procedur&efendants’ effortspecifically included training and
advice orMedicare reimbursement.

To the extent Defendants contend there is no fact question on causation because there is
no evidence that they completed, or otherwise controlled the content of a clafadicare
reimbursement, the lack of such evidence is not necessarily fatal to Retddori. The law
does not reqee direct involvement in the submission process to establish liability. Rather, the
law merely demands more than mere passive acquiescence in the presentation of drelclaim
“some sort of affirmative act” that cassa assist the presentation of al$a claim See
Sikkenga472 F.3d 715see also United States v. MackB@1 F.3d 821, 824-26, 828 (9th Cir.
2001) (affirming FCA liability of owner/managing director of physittarapy clinic who
instructed the clinic’s billing company to use an improgmde on Medicare reimbursement
claim forms; stating, “[A] person need not be the one who actually submitted ithd@lans in
order to be liable) The evidence here is sufficient to raise a genuine dispute as to whether
Defendants engaged in an affirmative act that caused the presentation of aifalse cl
Accordingly, Defendants’ motion for summary judgment on the issue of causatieniésl.

V.
For the reasons stated, Relatdvistion to Strike [Docket Entry # 459] and

Supplemental Motion to Strike [Docket Entry #495] are DENIED as moot.
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Defendants’ Motion for Summary Judgment [Docket Entry #443] and Relator’'s Motion
for Partial Summary Judgment [Docket Entry #440]RENIED.
SO ORDERED.

Dated: January 7, 2016.

NORTHERN DISTRICT OF TEXAS
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