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I. INTRODUCTION

" As corporations are increasingly discovering, there are
myriad lederal and stawe statutes and regulations govern-
- corporiLe activites weross a muldtede of ndusuies,
not the least of which is healtheure. When corporntions
receive federat funds, those corporatons may well have
-absorbed addivonal exposure. Specilically, e reach of
the modern federal False Clabns Acu (FCA), the federal
goverpment’s prinury civil ool for purported fraud
involving governmentfunded programs, has expanded w
~resultin potential Hability not only for virtoally any
i\]i{{:g;ﬁci;x-’ioémion of a lederal or stk statute or regula-
© tion, but alse for allegations of improper awards of con-
_'E.ll".l'l'(i:.i_ﬁ.(ii‘.l the st instance) as well as deficiont contiact
performance during the duradon of the conwact.!
" Accordingly, Uiere is poremial “cradie w grave linbiliy”
undc:r the modem FCA, namely, from the very inception
of the receipt of federat funds untit lermination of purtc-
ipation in a federally funded program. Pares in FCA
actions, as well as virtually every company invelved in gov-
emmentfunded programs (such as hospitals, healthcare
providers, ph:u'mnccmicul munudacturers, and prescrip-
tion, benefit managers), must understand the expanding
theories of liability under the FCA.

Given the breadth ol this subject, this artdcle will be pre-
sented as o ovo-part series. Afier a brief overview of FCA
liability principles, the st part ol tis discussion will
offer an in-depth survey of FCA theories of liability based
on fmudutent inducement ol i contract wnd on false cor-
ification of complinnce with federal or state law, The sec
‘ond part in this series, which will appear in next month's
issuc, will coneltde the discussion by exiunining the

© other major FCA theories of liability including [or provid-
“ing “worthless serviees,” for inudequite guality of care,

for offabet uses of prescription drugs, and lor failure 1o
comply with conirc requircmonts,

I, GENERAL PRINCIPLES OF FCA LIABILITY

The FCA simply states that there is liabiliv Jor
anyone whao:

s knowingly presents. or causes to be presenied . .. a

[akse oy fandulent ¢laim for payment o approvad &y

@ knowihigly makes, uses, or causes W be made or used, i
a record or suttement w geta fulse or fmudualent %

B . “ o
clim paid or approved by the Governmeni or o

o kirowingly malkes, uses, or causes 1o e made or used,
a ftbse record vr stitement 10 conceal, avoid, or
decrease an obligation o pay or transmithmoney or
propery W the Gevernment,

41 G.S.C § 37200 (1), (), (7) (2006).7 The critical
question. however, is which theories of liubiliy may he
used in FCA cases te impose Habilite, The answer to thin
queston is not merely an academic exercise, 1F linbilit is

A
i
i

i

. by

estblished under the FCA, a person may be liable tora 5
civil penaly of not Tuss tan §5,500 and nowmore than &
S11.000, in addition w 5 times the amount of damages R,

that the Governmen sustains because of the act of :
that person{.]” 31 US.C. § 3720(61) (emphasis added), X
eoneneled by, 25 CLER, § 85.3(a) (9) (20065).

In the past, FCA tidgation priviarily centered on the
submission of individual claims or invoices for payment
for pardeular products or services provided w the gov
ermment. Recently, the government’s focus has shilted w
an analysis of the entive reladonship with a government
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prograny, including the circwmstances under which a con-
tract was avarded (inchuding any misrepresentations as w
auiadity or capabitities). In addition. a detniled examina-
tion olien will be undertaken as w a potential defendant’s
express or implied certilicawions o complinnee with
contrict.

As g result, unbeknownst to many practitioners, providers,
and healtheare corporations, the potential thearies of lia-
hiliy under the FCA have expanded well bevond what
one ypicaily would expect Jrom phrases such as “false

or fandulent claim.” The Supremue Court has construed
broudly what constituies o clainy under the Act, noting
tha "{1lhis remedial stuate reaches beyond ‘cluims’
which might be legnlly enforced, o alt frandnlem
attempis we canse the Governmoent t pay oul stnis of
money,” United Sterles v Negfort\White Co, 390 TLS, 998,033
CEIGRY. Accordingly, the Supreme Court has found that
the FCA was “intended 1o veach all nyes of fraud, without
uralilicacion, thar might resubt in financial joss 10 he
Covernment.” fd. s 282 e alse Cool: Coanty, I o United
Stedes ext vl Cheeneller, 388 UUS 119, 124 (20405), As o resuly,
theories of liability have arisen that encompass every
aspect ol performance under o government-lunded
prOEIm.

Hi. FCA THEORIES OF LIABILITY

While cours have adedressed o varien of lnbiline theories
wcer the FCAL there are cerin major thenries of 1iabili-
w i be considered in connection with almaost any mod-
erit FCA case, Fach of these will be discussed in o
helow and in ihe second part of this wrticte appearing
next month,

A. FCA Liability Based on Fraudulent Inducement of
a Contract

The very inception ol a conmractial relatonship involing
A govermmentlimded progrm may nliimaely form the
hasis of a claim under the FCAL Specilically FCA finbiliy
may be premised on conduct thit occurred prios 1o the
heginning of the contraceual relatonship becawse Hability
has been extended nnder the FCA ro conosaas alfegedly
induced by N, T United Stades wx id, Mesens w0 Hess, 317
LS. BA7, 5342 (1943}, the United States held that contrac-
oy were Habile for claims submited under governament
contraels that were obtsined vin coliusive bidding. In
Murews, the Supreme Court held thi each chio submit-
1eel under the conrrmct was a Fibse or fmudulent cladn:

This Iraud did not spend iself with the execution
ol the contma. Tis 1aint entered e every swollen
esthmawe which was the busic cause for povment of
every dnlku paid by the [government] ... . The
initial frudelent action and every step thereafier

tiken, pressed ever we tre uldnue goul—pavment
o movernmens money w persons who had coused it
 be defiuude,

S 54514, Follenwing the Moy decision, cours have
recognized a claim fov "Haud i the inducement” of a
contraan. As suveed by the LS. Court of Appeals for the
Fourth Cirenie “[Clowuns, including the Supreme Cousy,
[Lawve} Totnd False Claims Act Hability for each elaim sub-
mitted 1o the soverament under a coniract, when the
contract or exiension of government benelit wag obtained
originally through false statements o fraudulent con-
cducs.” Harvismi v, Westinghouse Scveerenale River Co, 176 F3d
770, 78T {4 Gie HHY.

Accordingly, FUA Hahilit exists "when a contract was orig-
inally obtained based on fdse information or fraudulent
pricing.” . a 787-88 (duescribing jrast cases); see alio
Lovited Stertes ex seld, Bettis s Cdelbvecht Ceontractors of Cal. Ine.,
98 Fid 1321, 1326 (D.C Cir 2008) ("[Cluonrs have
emploved a ‘frand-inahe-inducement’ theory o establish
Hability under the Acy for each claim submined wothe
Government under a contract which was procured by
fraeed, even i the absence of evidenee that the claings
were Danduakenn i themselves," Y, Uiited States ox v,
Willerrel v Fhwmene Health Pleos of Tex., Tne., 336 F5d 375,
354 (5th Cir 2002) ("FCA Hability hos in corlain cases
been imposed when the conwact under which payment. is
made was procered by faad.”); United States ox vel, Sclroedt
w Planning Reseerch Corfr, 39 T30 196, 199 (D.C. Cie
19493) (noting possibilin: of clabm for fraud i tie induce-
ment based o “an inidal misrepresemation about [the
defendant’s] capubiline w perform the conwact .. . and
ihat this original misrepresentation wined every subse-

Cguens clidm nukle in relvdon w the conwact )y Dnited

Steates i ved. Hund v, Meech-Medea danaged Cure, L1.C., 356
F. Supp, 2 480, 4349 (E.D, Pa. 2004) ("Muedeo was
required o submil cenilicadons of its performance which
were used to assess contraciual penaddes and w deder
mine whether s conuuet with Bhue Cross would be
renewed. To the extens that these cerdficadons were false,
they could have fuudolentdy induced Blue Cross 1o venew
its conumct with Meden™Y: Uniled States ox vel, Wilkins 1.
Newth Ameviean Const: Core,, 178 F. Supp. 2d 601, 624 (5.D.
Tex, 2007) (A claim may be ‘false” even iFicis lwrsdly
true, i the claimint previously made misrepresentaions
or omissions or conumitted misconducet in order to induce
the govermmnent w enter into twe contmet in the st
plice.y. FCA Hability therctore, nuwy be imposer hasad
o a claim ol fraudulent inducement of a govermmen-
finded contact,

Potemial liahility for a [randulent inducement claim can
be staguering, Courts have enuncinted o simple and
straightorward measure of damages—cvery claim subimis
ted by a defendant in connaecdon with a frwudulently

P e asy Vo e e

P T

Sluemg

Ta

T

ek



o induced contract is false ar fiaudalenc Se, e, COedibreht,

593 Fod a 1328 (" [Flaud-in- lhv«mduccmulﬁ theary [of

: :h_nbslu}] establish[es] labiliy under the Act for cach
claim submitied 1o the Government under a contract
which was procured by frsued, ever in the absence of ovi-
clence that the claims were fimudulent in themsches”™):
© FHarvison, 176 E3d a1 787 {*{Clow, incuding the
) Suprcmc Court, found False Claims Act Tabiliy for each
claim submited o the government under a consiey,

avhen the contruct or extension of government benefic

wis obiined oviginally through lalse stements or faud-
':ui(.ni(.rmclisct 'Y sew afse Nowth Awerican Consiv, Corfo, 178
CF. Supp. 2d at 631-62 ("The [ake statements or fmudulent
conduet originally used tw ehinin the conwact render the
ensuing claims for payment false or fraudulent, even if
those claims contain no flse statemenis.”); United Stales
exael, Athinson v Pennsyhoenio Shiphuilding Co., No. Civ. A,
047816, 2000 WL 1207162, ac *8 (ED. Pa. Aug. 24, 20010}
(“[Ulnder the FCA, a government contracior is liable for
‘every cliim submitted under o convact if the conuact
\m.s_'['r;iuclulczmly ebutined, even i the work is performed
o govertinent specificadons and at te agreed price™).
‘In FCA cases, therelore, partics must analyze in detwd] the
- circumstances underlying the wvard of a contact in the
st instance to determine whether a claim based on
fraud in the inducement might be pursued as an FCA
theory of Hability.

Any unalysis of 1 fraud in the inducement theory of liabil-
ity will involve a detailed review of the response 1o n
'wqm_. for proposal (o similar documeniation) submic-
Cted W a govermmentfinded program where an entity typ-
_ -1';:1]5) represents it qualifications and capabilities as well
- .05 its past performance. The acearacy of thuse represen-
utdons (as Welfis whether thase particular representa
tons were crideal in the award al any conuact) wmay well
determine potential FCA labilit:, Therelore, the theory
of fraud in the inducement may be explored as a claim
that suikes at the core of any contractual reladonship
with the goveriment.’?

'B. FCA Liability Based on False Certification of
‘Compliance with Federal or State Law

The maost recent developing theory of FCA liabiliy is the
“false cerdficuion” theory Although this theory adses in
“innomerable contexts, at i core, itis based on an asser-
tion that FCA liahility should exist hecause o party provid-
ed a “false cerdficadon” of compliance with lederal Taw,
state Jaw, or contractual requirements,

In generul, the “false certilicadon” theory ol liabiliy has
nwo separate : aspects—the "facwadly fuse” dieory and the
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“legatly false theory” The “faciially false” theory is more
strnightdforward because it "involves an incorrect descrip-
tion of gouds or services provided or a request for reim-
Bursement [or goods or services never provided.” Mike o
Straus, 274 R 687, 697 (2d Cin 2001, The “hawally
[alse” Ltheory, by its plain meaning, applies where a defen-
dant falsely clidms 1o have provided the product or seine
ice atissue,

Ty comruast, the "legaily false” ceviification thenry “is pred-
icated wpon a false represeniation of compliunce with a
!r.dua] staute ar reguladon or a preseribed conuactuad
e ff. ai GO, The “legally false” cerdfication theary is
further divided into two additdonal wypes of certifications,
namely, "express false certificadon” and “implied false
certificadon.” As stated by the ULS, Court of Appeals for
the Second Cireuin “An exprossly false claim is, as the
wim suggests, a claim that falsely conilies complinnce
with @ particular stmiute, regulation or conunciual erm,
where compliince bs a prerequisite o payment,” fl at
(98, In contrast: “An implied fdse cenificadon claim is
based on the notion that the act ol suluniuing a claim for
reimbursement iwelf implies compliance with governing
federal rules that are o preconditon w paviment.” . a
HYY: sew b Laited Strdex e el Avgustine o Cendury Health
Servs, Ine., 289 F3d 409, 414 (Gith Cir 2002) {recognizing
implied fulse certilication theory); Ab-Tech Constr:, Tne. o
Uinited Stetes, 51 TFed. CLL 429, 43334 (Fed, Cl 1994)
{sune), aff'd, 37 Fad 1084 (Fed, Cirn 1995

A false certilicalion of charges under a federally funded
conttey, therelore, may give vise 1o lability under the
FCA. See United States o el Schmidt o Zimaney; Ine., 356
T3¢ 955, 243 (Ad Civ 2004) (*{A] false certfication of
compliance [with applicable law] cecates Habiliy [ender
the FCAT when certificuion isa prcrequisiw to ohiaining
a government benelit™) (modilicadon in ariginal) {cita-
tion omiued). As sinted by the US. Cowt of .\PPL‘-!LH for
the Fourth Clreuitin Herrisom

A number of courts in a variety of contexts have found
dolations of the False Clainms Act when o gvemment
contrct or program required compliance with certain
conditions as a prerequisite 10 a govermnent henefi,
paviment, or pragran: the defendant failed w comply
with those condidons; and the defendant faksely cevti-
fied that it had complied with the conditions in erder o
induce the government henefit,

- i

Fervisen, 176 F3d au 786, see alvo United Stertes ex o,
Thennpson v Cotonliia/HCA Healtheare Corp., 125 Flid 889,
602 (3th Cir 1998) (“Thus, where the governmers has
conditoned payment of a chim upon a claimant’s certifi-



cation of compliance wills, for example, o stane or regu-
latton, a elaimant subanis « false or baudulent claim
when he or she falsely cenifies complisnee with thay
stane or regulation.”}.

Reg 1rcllws:. of whether the theary of “express certilica-
don” or “implied certificadon” is pursued, it may well be
i distinetion without a difference. Cenification linbiliey
may only prove 1o be i viable theony il the Government,
can establish by a preponderance of the evidence that
payment was conditoned on complianee with the sanue
ar regulation that was the subject of the allegedly false
certificaton. Seey e, United Stetes ox vl Quinn 1.
Onmnticare, Ine., 382 1"‘-3:1 452, 441 (8d Cin 2004 {"The
“certification theory” of FCA liabilit is based on a false
representation of complinnee with a conunct wen,
saunte or regulation-—when payment is candidoned on
compliance with thae requirement.”); s olso Mikes, 274
FAd at 6897 ("[A} chaim under the [FCA] is legally false
only where a party certifies compliance with a statie or
:vrrul.tuun as a condition o governmental payment.™);
United Startes ex nl, Sivaich jam.'vmn et and Eng's, Ine,
214 M8 1572, 1376 (D0C. Cin 20005 (°(A] [.llht. certfica-
tomn of compliance with a stanute or reguladon cannot
serve as the basis for o g/ tancacdon under the FCA
unless payment is conditioned on it certification.™).
Simply sted,

a defendant’s fulse certification ol adherence wa
stae or regulation, stmding alone, cannot form the
hasis of an FCA claidm. Raher such certification of statu-
tory/regulaory compliance must he a preveguisite 1
governmental payment, In other words, where u defen-
cant’s “wlleged noncomplinnce would not hiwe influ-
enced the government's decision w pay, the filure o
comport with the regulations cannot serve as the basis
for an FCA claim,

Unitedd Stetes ex vel. Tavlor v, Gabedli, 345 F. Supp. 2d 313,
335 {(S.DUNY. 2004 (fvomote omived). The following
are the major areas where “certifieation lidgation' ]1kds
will arise.

1. Rickharks. Refervals, and Cost Reforts: Patential Areas of
Certifiention Liability for Medical Providers

Three major areas of FCA “cenilicaton lidgadon” have
invalved: {1) clainis that cermin provider wrmngements
vialated the federa] anti-kickback Lowvs; (2) claims tha
ceriain provicer nmangements violated the federal anti-
referrl laws (1he socalled “Stark Law™); and (3) the sub-
mission of cost reports under the federal Medicare
Program. In each area, courts have held that providers
may face poteniial FCA liabiline for alleged “false certifica-
ton” of complinnce.

Firgy, the cenification theory of liabiliv specifically has
been applicd o alleged violadons of the federal Ani-
Kickback Stmnute, 42 US.CL § 1520a-7b (2006), where
courts have found that vialadon of the statute may ereate
FCA liability, Se, eg, MeNuwtt o Huleyoille Med, Supplies,
fur., 428 F8d 19 3(*; 1260 (11th Cir 2005} (recognizing
clain based on false certificndon of Ani-Kickback Statute
hecause "compliance with the [sJtatwie is necessary for
reimbursement under the Medicare program”); Zimmer,
386 F3d ar 24144 (halding that complaint alleging faise
cerdficadon under And-Rickback Act sufficienty stated
violation of FCA); United States ex vel. Bartttt v Tyrone
Hosp., fne, 234 FRD. 115, 126 (W.D. Pa. 2006} {“Specilic
claims for reimbursement under Medicare . . . which the
Government does not owe because of the claimant's non-
compliance with the Anu-kickback statute, can establish
liability under the FCAL"Y; Unifed States ox 1el, Bideni w.
Lawis, 264 F. Supp. 2d 612, 615 (N.D. 111 2003) (cdenving
summary judgment and allowing implied certification
claim based an viokuion of And-Kickback Stance to pro-
ceed).)

Secand, courts also have allowed FCA. claims 1o be based
upon violations of the federn) andreferra) nws (nown as
the “Surk Law™, 42 US C § 1395nn (2006).5 S, e g,
Zimer, 356 F.3d ar 241, 24544 (holding that compiaint
alleging false cerfication with the Stark Law sufficienty
stated vinlaton of FOA): Unifed States oy rel. Pogir o,
Dicbetes Tieatment Cvs. of America, Ine., 258 F. Supp. 2d
258, 266 (D.D.C. 2002) {“[TIhe developing law has sup-
ported [the] finding that violadons of And-Kickback and
Stark aws can support a claim under the False Claim Act

"1 Guble v NovaCare, Ine., 62 T, Supp, 2d 547, 355
{D. Muss, 1999) (denving motion w dismiss stating that,
*fai number of courts, however, have recognized that the
submission of a false cerdfication of compliance with the
Stark Law in order 1o qualilfy for Medicare reimburse-
ment can constitute a false ckabm under the FCA™Y,;
Thompron, 20 F. Supp. 2d ar 1047 ("Relator has stated a
claim under the FCA for violation of the express werms of
§ 1539300 ol the Stk law. .. "),

Finally, courts have recognized FGA claims based on
Medlicare cost reports. For example, in In e Cardiar
Didees Qui Taon Litigntion, the conrt held:

[W]e Bnd that the submission of the annnal Cost
Report [orms with their accompanying certdfications
that the reports were true, correct, and complete and
preparecd in accordance with applicable instructions,
constituted the submission of a claim.

L]
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o Although the Cost Reports were not requests for pay-
ent with respect o the specific services provided w

. the Medicare beneficiaries, hose chrges were included
“in the Cost Reports and were subject to the cenification
U they were sue and correct. Given the Secontl
Chreuit’s expansive interpretadon of the term “claim,”
we find 1hat the annual Cest Repors constiierd
Cchaims” within the mesning of the FCA,

I Cardiae Devices Cuat Tam Litigation, 221 FRI). 812, 344
(D, Conn, 20043 see alse Thompson, 125 E3d w902
(Y[ Plaindff] fuirly allegud that the government's payment
of Medicare claims is condidoned upan certificuion of
cump%innce with the laws and reguluions regarding the
provision of healthcare services, mc%uclmn‘ the and-kick-
‘back starwe and e Suark laws, and that clLtcn(l s sub-
mitted false claims by falsely certifving tat the services
identified in their annual cost repoarts were rendered in
complianee with suclt buvs and reguladons.™.

s I Thowmpnen, the U.S, Distia Court for the Southern
* Diswict of Texas held thatu plhindff had sufficiendy
- alleged three sepamte and distinet FCA claims lor:

ghe allegedly false cerificnions of complinnce with all
apphicable Medicre samites and regulations on which

the government conditioned paymenis, the submission
- of Medicare claims in vielaion of the Stk laws'

express prohibitdon, wed the submission of ciaims {or
Cservices rendered in violation of the Medicare Ang-
CFraud and Abuse Act [ and-kickback staute].

- Thompson, 20 F. Supp. 2d au 1021, As stated by the cour,

- the cost reporss required for the Medicare pr ogram®
coulci form e basis of an FCA cluim: “[Tihe court con-

}chdm that Plaintifs have stated a claim [or violadon of

" s the FCA by Defendams” alleged false cevification that the

Medicare services identified in the unnual hospial cost
reports complied with the laws and reguluions dealing
with the provision of healtheare services,” Thamjison, 20 F.
Supp. el nr 1046,

\.zm,clsm} provider, therefore, should undertake ¢
dewmiled analysis to ensure thae {1) any Onancial armange-
wents do not consituie prohibited relermls or kickbacks;
and (2) any services or products rendered are in compli-
ance with Medicare laws and reguladons. Abseot com-
plete compliance, an FCA “certification claim” likely will
be pursued.
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2 Certification Liability for Prescviption Bingfit Providers

The U.S, Governiment’s most recent, and now one of its
more substntinl healtheare expendinres, is the new federad
prescription diug benelit vinder the Medicare Parc D
Program. An approved sponsar under Medicare Part 13,
however, must understand that, unlike most federd s,
the federml regulaiions implementing the Medicwre Parc D
Progwm have effecdvely codified the FCA cenification thee-
ry of liabilin. §\L‘g1l]d[i{)!}h for the Medicare Pare D Program
requise, as a condidon of pavment, full compliance wisl all
federal and ste lws, including specilically the federal And-
Kickhack Iaws, This is a signiicant provision,

An endorsed sponser” under the Medicare Part D
Program Is subject 1o the following:

Complinnee with applicalie ke, Ao endorsed sponsor
must coniply with all applicable Federal and State haws,
including the Federa) and-kickback stanue (section
1138B{1y of the Act).

An endorsed spemsor must certily tay based on best
knawledge, information, and belief, the reported infor-
mittdon is accuriwe. complete, wuhiul, and supporable.

42 CURR. §03.806(c), (1(3) (2006). Similarly, a wguied
c_cmuduu.\! provision for any conwact with a Pare D plan
sponsar is the foflowing:

Comply with State kaw and precmption by Federal Taw
requirements describec in subpart ol this part.

2N I

Requirements of aher laws and regulations, The Part D
plan sponsor agrees w comply with—{1} Federal Liws
and reguliions designed o prevent fraund, waste, und
abuse, including, utnot Tmiled w applicable provi-
sions of Feder! criminad ko, the False Claims Act (38
LLS.CC 88 8724 et seq,), and the and-kickback suuute
(secdon 1LZRBDL) of the Ac).

42 CFR §493.505(0) ([5). (M (1) {2006}, Finally, the
fedemd luruhuanm specifically require o detailed cenifica-
Hon asa mnrhlmu Sor peiynient;

{1) General rule, As 2 condition {or veceiving nmonthly
pavment tnder subpart G of this part {or for llback
entities, payment wider subpark €3 of this pact), the Part
D plan sponsor agrees that its chiel execitive officer
{CEG), chief inaneil aflicer (CFO). or an individuad




delegated the authority to sign on behall’ of one of these
ollicers, anel whoe reports directly to the officer, must
request pinment under e contact on a document
that certifies (hased on best knowledge, informaton,
and belied) the accuracy, completeness, and wuthfulness
of al data rebued w payment. The da nay inclede
specilied enrollment information, claims da, bid sub-
mission dae, ane orher diy thie CMS specifies,

(2) Cenifiertdon of enroliment and pavinent inlormi-
gon, The CEQ, CFO, ar anindividual delegated the
authorizy o sign on hehall of one of these officers, and
who veports directdy wthe ollicer. most certfy {based
on best knowledge, informustdon, and beliet) that each
errallee for whom the avganiztion is requesting -
ment is validly enrolled in o progrun effered by the
organization and the information GMS relics on in
determining payment is accurae, complete, and wuth-
(ul anel ackneswledge that this informeation will he used
far the pusposes of obtaining Federad reimbursement,

49 CRRL§ 4233051 (1-(2) (2006), The cenificadon
requirement also extends 1o any refated entity, contacion,
or suhermtractar of the Pl I sponsor

(3) Cerdlication of claims data, The CEQ, CFO, aran
individual delegated with the anthoriy we sign on behail
ol one of these oflicers, und who repons directly w the
ofticer, must certify {hasecd on hest knowledge, informa
tion, and belie!) that the elaims dats itsubmis under §
A23.5389¢03) (31 {or forr fallack endues, under §
ALBETLN G are accurug, complew, and v usinlu] anet
seknenvledge thar the claims duawill e used Tor e
parpose of obaining Federal reimbrsement. 1 the
claims dua wre generied by arelaed entdigy, contrctor,
o subconusetor of a Part D plan spavsor, e enlity,
connactorn, or subeontractor must similarly ceroly
fhased on best knowledge, infornnion, and Leliel)

the acenzey, completeness, and wuthfniness of the daun
anel sicknowleduye that the claims dana will be used for
the purpuses ol abiaining Federal retmbursement,

42 GFR, 423505k (3) (2006}, Thus, pharnacy henelit
provieers under the Medieare Part D Pragram (anel all
relased entitics. conunctors, and subcontactors) will like-
v find themselves the subjeet of futee FEA lidgatdon in
the context of “certification lidgation.”

A, False Cortifivation of Eligihility to Participute in Federal
Prageam

One last majeor wrea where “ldse certificadon” liabiliy
may arise involves the theory that a puttive defendant
violuerd the FCA by falsely conifving i cligibiliny 1o pariie-
ipute I governmentdunded pragram. Courts bave ree-
ognized that a false assordon of cligibility may constiwie a

violaton of the FCAL For example, in Gabelli, the court
held that an FCA acton could proceed against the suc-
cessful hidders for wireless welecommunication licenses in
connection with the public bidding procedures of the
Communication Commission:
Accepting the facrual allerutions conwined in the
Complaint as rue. defendants defiberately viokated
FCC regulations by conceating relevant financial
xc).\unmlnps and l‘d}acl\ certifying that they were eli-
gible for fedeal monies, The 1LC. reguladons pun
date that suetion participants make dewiled disclo-
stves relating w their eligibiliny 1o hoth (13 partici-
pate in auetions in which Heenses reserved lor snall
husinesses will be awarded and (2) receive {edend
discounts because of their status as small businesses,
Tavlor asserts that defendants parposclully sices
stepped these vegulations in an efforc o induce
the Governunent Lo give them moaey. At this early
stage In the proceedings, tese allegations are sulli-
cient w satisgly Ure “faise or fnudulent smement”
clemens of FCA claims,

Crdelli, 345 F. Supp. 2d ae 336-37 (foounaies omitted)
(emphasis in original); see also Poterson v, Weinberger, 508
F2d 45, 52 (5th Cin 1973) (staring that false certilication
as to eligibility constitnted o false claim).

Recently. in MdeNndt, the US, Court of Appeals for the
Eleventh Circuit held that “when a violator of govern-
ment reguladons is ineligible to purticipate in a govern-
men progrim wad that viokwor persists in presenting
claims for pavment thar the violator knows the govern-
ment does novowe, that velator is Jiable, under the Act,
far s submission of these Blse elaims ... ® AeNun, 423
F3d ar 1259,

The coneept that a false certilication of eligibility may
constitte an FCA volation is supported by the legislive
history ol the modern FCA, which states: fa] false claim
for retmbursement under the Medicare, Medicaid or sim-
itar program is pcdonable under the act. . and such
claims may be false even though the services are provided
as claimed if, for example, the claimant is ineligible w
paridcipate in the program .. .. * 5, Rep. No. 98345 el
(TOB6), wprinted in 1986 L5, C (. AN, B2066, HY74.

4. Likely Incrvase of False Certification Cleims Under Hhe
Meslivere Progreon

Finally, “false certification” claims based on an alleged
Lack of eligihiliy may become more {requent with the
adoption of new regulatons for participation in the
Medicare Progrun., Specificatly, 42 C.FR. § 424051 (elfec
thve June 20, 2066) requires the submission of detailed
informittion for participation in the Medieare Program




lor all providers and suppliers currendy paricipating in
the Medicare Progran. See 42 C.ER. §8 424.510. 494.515
(2006). In submiuing the enroflment application, the

provider or supplier must complete 1 comprehensive cer-

tfication as w eligibility and complianee with all applici-
ble sttutes, regulations, aud progrun reguirements:

(8) Signature(s) required on the enroflment applica-
tion. The certdfieation statement lound on the envoll-
ment applicadon must be signed by an hadividual who
has the autheriy to bind the provider or supplier, bath
legally and financially, W the requirentiens set fort in
this chapter. This person must also have an ownership
or conwel interest in te provider ar supplic, is that
1erm is defined in seetion THH2H(a) (3 of the Acy, such
as, the general partner, chaimin of tie hoard, chiel
limancial officer, chiel exceutve officer, presidents. or
hold a posidon of similar staws and authoriy within the
provider or supplier organizaton. The signatne atlests
that the information submitted is acouvate and that dic
provider or supplicr is aware of, and abices by, all appli-
cable stawtes, reguladons, and prowam insuugions.

(i) Requiremens. The signuture requirements speeified
in paragraphs (d) (3) (i} (A) through (C) ol this section
outine who must sign the envolliment applicadon for
an enrolling presider ov supplier 1n the case of

(A} An individual praciitioner, the appling practi-
donen

(B) A sole propmieiorship, die apphing sole propriciar.

(C} A corpuraton, parmership, group. lhmited lia-
hiliy company, oy other arganizition (hereafter
referred w collectively in this section as an orani-
zatdon), an authorized oflicial, as defined in §
424502, When an authorized official signs the cer
tilication statement on behalf of an organizadon.
the signed sttement is considered legally binding
upon the organization,

42 C.FR. § 424.510(d) (3) (i) (2006).7
A Maise cerificntion” cluim, therelare, may be based on

the assertion thit an individual or entiy was incligible w
participate in the government-funded program in the
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lirst instance and, therelore, all requests [or payment con-
stitute "false claims” under the FCAL Given the increasing
number of federal reguiadons mandatng the exceution
ol certifications for efigibilivy and the propriety of charges
submitted, more “false certificadon” claims will avise in
FCA lidgaion.

Simply stated, the government may by able o assert u
“lalse cerdficadon™ in any FCA acdon, The eritical
inquiries that witl need w be made are:

= whether there §s any contact, staute, or regulation
expressly requiring a provider, conuactar, or entily 10
certdly the quality of its performance or product and/ or
the prapriety of wll amownts charged;

whether, in the absence of an express certificadon
requirement. the statutory and regoltorny schemes o
issue support an argument that,  receive any paymens,
a provicer, conuacion, or endey “implicity”™ has cerdfied
compiiance with applicable laws;

-3

whether any stalute or regulition could result in a con-
clusion that a provides, contractor, or entity was inclig-
ble o participaie in o government-funded program;
and

whether the particulir Jaw or regulation tha the
provider, contracton, or entty wlegedly violaed is erid-
cal o the ulimate pavment decision by the
Government.

We will conclude our discussion of "aradle w grave™ liabil-
iy under the modern FCA i the second part of this
series appearing in next month's issue.

Mare 8. Respeonti eond Grege Wo Mackuse are shanholders in
the Phitadelphia firm of Mille, Alfeio & Raspanti, PC. My
Raspanti concentrates s funetice in white collar eriminad
defense, complex connmercial litigation, and all ivpes of health
care fiand Btigation, including litigation of daims wnder the
state and Jederal fals cleims act (FCA ) thoughoud the Uhiited
States. M Machuse concentrates his proctice in complex conr-
wercial litigation, insurence litigation and healtheare fraud liti-
getion, Dnclueding ltigetion of clebms wnder the FCA
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