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QUESTIONS PRESENTED

This is a companion petition to Blackstone Medi-
cal, Inc. v. United States ex rel. Hutcheson, No. 11-
269, which was filed on August 30, 2011. The district
court in this case dismissed plaintiffs’ claims based
on its interpretation of the federal False Claims Act
(the “FCA”) in Hutcheson. The First Circuit heard
plaintiffs’ appeal in this case on the same day that it
heard the Hutcheson appeal, and relied on its opinion
in Hutcheson in reinstating plaintiffs’ claims. This
case raises the same questions as Hutcheson in a
somewhat different context:

1. Whether a claim can be deemed “false or
fraudulent” within the meaning of the FCA because
the claimant violated a statutory, regulatory or con-
tractual obligation and, at the time the claim was
submitted, the government payor could have but was
not required to deny the claim on that ground.

2. Whether the draconian provisions of the FCA
can be used to enforce compliance with statutes, reg-
ulations, contractual obligations, or other program
requirements, even though no statute, regulation or
contractual provision expressly conditions payment
on compliance with those obligations.



ii

PARTIES TO THE PROCEEDINGS
AND RULE 29.6 STATEMENT

The following list provides the names of all par-
ties to the proceedings below.

Petitioner Amgen Inc. (“Amgen”) was a defen-
dant-appellee in the First Circuit. Amgen is a pub-
licly held company. No publicly held company owns
10% or more of the stock of Amgen.

Petitioners International Nephrology Network
(“INN”), renamed Integrated Nephrology Network,
d/b/a Dialysis Purchasing Alliance, and ASD Health-
care ("ASD") were defendants-appellees in the First
Circuit. INN is a division of AmerisourceBergen Spe-
cialty Group, which is a wholly-owned subsidiary of
AmerisourceBergen Corporation. ASD is a wholly-
owned subsidiary of AmerisourceBergen Specialty
Group, which is a wholly-owned subsidiary of Ameri-
sourceBergen Corporation. AmerisourceBergen Cor-
poration is a publicly held company. BlackRock Inc.,
a publicly held company, has reported in a Schedule
13G dated July 31, 2011, filed with the Securities
and Exchange Commission, that it is the beneficial
owner through several of its subsidiaries of 10.03% of
the common stock of AmerisourceBergen Corpora-
tion.

Respondents, Relator Kassie Westmoreland ex
rel. the States of New Mexico and Georgia, the States
of New York, California, Indiana, and Illinois, and
the Commonwealth of Massachusetts, were plain-
tiffs-appellants in the First Circuit.

Amerisource Bergen Specialty Group and Ameri-
sourceBergen Corporation were also named as de-
fendants in the district court and were nominally



iii

appellees in the First Circuit. However, plaintiffs-
appellants did not challenge their dismissal in the
court of appeals.

The following additional parties were originally
named as defendants in the district court but were
dropped by Relator from her Third Amended Com-
plaint; as a result, these parties were neither defen-
dants in the district court proceedings at issue here
nor were they appellees in the First Circuit: WEBMD
Health Corp.; Medscape, LLC; Wyeth; Wyeth Phar-
maceuticals; Immunex Corporation.

The States of Delaware, Florida, Hawaii. Louisi-
ana, Michigan, Nevada, New Hampshire, Tennessee
and Texas, the Commonwealth of Virginia, and the
District of Columbia intervened and were plaintiffs
in the district court, but either voluntarily dismissed
their claims or chose not to appeal the district court’s
dismissal of the complaint and thus were not appel-
lants in the First Circuit.
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PETITION FOR A WRIT OF CERTIORARI

Petitioners Amgen Inc. (“Amgen”), International
Nephrology Network (“INN”), and ASD Healthcare
(“ASD”) respectfully petition for a writ of certiorari to
review the judgment of the United States Court of
Appeals for the First Circuit in this case.

OPINIONS BELOW

The First Circuit’s opinion is reported at __ F.3d
__, 2011 WL 2937420 (1st Cir. July 22, 2011), and
reproduced at page 1a of the appendix to this peti-
tion. (“Pet. App.”). The District Court decision grant-
ing petitioners’ motions to dismiss is reported at 707
F. Supp. 2d 123 (D. Mass. 2010), and reproduced at
Pet. App. 27a.

JURISDICTION

The First Circuit entered its judgment on July
22, 2011. This Court has jurisdiction pursuant to 28
U.S.C. § 1254(1).

STATUTORY PROVISIONS INVOLVED

The federal False Claims Act (“FCA”) provides,
in relevant part, that:

[A]ny person who—

(A) knowingly presents, or causes to be pre-
sented, a false or fraudulent claim for payment or
approval; [or]

(B) knowingly makes, uses, or causes to be made
or used, a false record or statement material to a
false or fraudulent claim;
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* * * is liable to the United States Government
for a civil penalty * * * plus 3 times the amount of
damages which the Government sustains because of
the act of that person.

31 U.S.C. § 3729(a)(1) (2010).

The First Circuit applied its construction of the
federal FCA to the various state false claims acts at
issue in this case. Relevant portions of those statutes
are reproduced at Pet. App. 57a-62a.

INTRODUCTION

This is one of literally hundreds of qui tam ac-
tions that are pending in the federal courts in which
plaintiffs allege that the defendants’ alleged violation
of some statutory, regulatory or contractual obliga-
tion rendered a claim “false or fraudulent” within the
meaning of the federal FCA or its state analogs. For
example, in this case plaintiffs allege that Amgen vi-
olated federal and state anti-kickback laws in its
marketing of a drug used to treat certain kinds of
anemia and, in so doing, “caused” healthcare provid-
ers to submit “false or fraudulent” claims to Medicaid
for that drug.

The Circuits have applied a dizzying array of dif-
ferent tests in deciding whether claims like this qual-
ify as “false or fraudulent” within the meaning of the
FCA. Most of the Circuits have adopted some version
of an analytical framework in which allegedly false
claims are viewed as either “factually false” or “legal-
ly false.” In the Medicare or Medicaid context, a clas-
sic factually false claim would be a provider’s claim
for reimbursement for drugs that the provider never
actually administered to the patient. What makes a
claim legally false, on the other hand, is the clai-
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mant’s certification that he or she has complied with
a legal obligation that must be met in order for the
claim to be paid. For example, if a Medicare provider
seeks reimbursement for services actually rendered
but falsely certifies in her claim that she has com-
plied with statutory restrictions on patient referrals
that must be observed as a condition of payment, the
claim will qualify as a “false” claim under the FCA.

In every Circuit, a claimant who expressly certi-
fies compliance with a specific legal obligation in or-
der to get a claim paid, knowing that the certification
is false, may be subject to liability under the FCA.
Where the Circuits disagree is about whether and
under what circumstances the mere submission of a
claim without any explicit certification can neverthe-
less be deemed an implied certification of com-
pliance. Three Circuits have resisted the concept of
implied certification altogether. Four others have
held that certification can be implied, but only when
the legal obligations in question have been explicitly
made a condition of payment. These courts have held
that the mere submission of a claim cannot be
deemed an implied certification that the claimant
has complied with all of the myriad conditions that
are imposed on participation in the Medicare or Me-
dicaid program.

Two Circuits have rejected this limitation, hold-
ing that the key issue is whether it should have been
apparent to the claimant that its compliance would
be material to the government’s decision whether to
pay the claim.

In United States ex rel. Hutcheson v. Blackstone
Medical, Inc., 647 F.3d 377 (1st Cir. 2011), pet’n for
cert. pending, No. 11-269, the First Circuit took the
most extreme position yet. The relator in Hutcheson
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sued Blackstone under the FCA on the theory that it
had violated the federal Anti-Kickback Statute (the
“AKS”), 42 U.S.C. § 1320a-7b(b), by the way in which
it marketed a medical device to physicians and, in so
doing, caused hospitals to submit “false or fraudu-
lent” claims to Medicare for surgeries in which its
medical device had been used. The district court
dismissed the complaint because the hospitals’ certi-
fications were true — the hospitals had certified only
their own compliance with the AKS and it was un-
disputed that they had no knowledge of the alleged
AKS violations.

On appeal, the First Circuit reversed. It refused
to analyze the relator’s claim by using the “legal fal-
sity” framework other Circuits have employed, call-
ing that framework an “artificial barrier” to FCA lia-
bility that could “obscure and distort” the statute’s
purpose. 647 F.3d at 385. Thus, the court found it ir-
relevant that the hospitals had accurately certified
their own compliance with the AKS. The court
treated those certifications as evidence that com-
pliance with the AKS is a precondition of payment of
Medicare claims and as a representation that there
had been compliance with the AKS at every step in
the supply chain. Id. at 393. Because, in the court’s
view, Blackstone had “caused” the hospital to unwit-
tingly file a false claim by making a representation of
compliance that was untrue, the court concluded that
the relator had stated a claim against Blackstone
under the FCA. Id. at 391-92.1

1 The court reached that conclusion despite the fact that under
Medicare regulations the hospital’s claim was for a fixed
amount attributable to the diagnosis and did not seek reim-
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The First Circuit’s follow-up decision in this case
demonstrates the breath-taking scope of the test it
adopted in Hutcheson. The Medicaid providers whose
claims were at issue here never expressly certified
compliance with the AKS or state anti-kickback sta-
tutes in connection with their Medicaid claims. Nor
did any statute, regulation or agreement specifically
provide that otherwise valid claims could not be paid
if the provider had received benefits that could be
deemed kickbacks. Nevertheless, the court treated
the providers as having represented that there had
been compliance with anti-kickback statutes. It
reached that conclusion based on the theory that
compliance could be deemed a “condition of payment”
even though compliance was not actually required to
get a claim paid so long as the government could
have denied claims or could have terminated a clai-
mant from participation in the Medicaid program as
a sanction for accepting kickbacks.

Together, Blackstone’s and this petition provide
the Court with the opportunity to eliminate the con-
fusion the conflicting tests used in the various Cir-
cuits have created in interpreting the federal FCA.
The petitions also seek to return the FCA and its
state law analogs to their proper sphere and to prec-
lude qui tam plaintiffs from expanding them into an
all-purpose enforcement mechanism to police a wide
variety of regulatory, statutory or contractual de-
faults.

bursement for the cost of the medical device used in the sur-
gery. 647 F.3d at 394.
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STATEMENT OF THE CASE

A. Plaintiffs’ Claims Against Amgen, INN
and ASD.

Relator Kassie Westmoreland is a former Amgen
employee who brought this action in 2006 under fed-
eral and state False Claims Acts on behalf of the
United States, seventeen States, and the District of
Columbia. After the complaint was unsealed, fifteen
States and the District of Columbia intervened to as-
sume and directly pursue the claims brought on their
behalf. The United States, however, did not inter-
vene and Georgia and New Mexico took no action. As
a result, the States’ claims proceeded in tandem with
the Relator’s claims on behalf of the United States,
Georgia and New Mexico.

Relator and the States (referred to collectively as
“plaintiffs”) alleged two distinct claims against Am-
gen arising out of its marketing of Aranesp,® a liquid
injectable drug that is used to treat severely anemic
patients. First, plaintiffs alleged that Amgen had in-
duced some healthcare providers to prescribe Ara-
nesp® by offering them “kickbacks” in violation of the
AKS, including sham consulting arrangements and
all-expense paid weekend seminars. Plaintiffs’
second and more sweeping claim is that Amgen also
violated the AKS by including allegedly excessive
amounts of “overfill” in vials of Aranesp.®

Under regulations issued by the Food & Drug
Administration, all liquid injectable medicine must
contain more than the labeled amount in order to en-
sure that there is enough medicine in the vial to en-
able any provider or self-administering patient to
withdraw the full amount of the labeled dose. See 21
U.S.C. § 351(b); 21 U.S.C. § 352; 21 C.F.R. §
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201.51(g). In this case, plaintiffs alleged that Amgen
included more overfill in vials of Aranesp® than was
necessary and used the excess as a marketing tool.
During the period at issue, Medicare and Medicaid
reimbursed providers for liquid drugs based on a set
amount for each unit of medicine they administered,
rather than based on the cost of the individual vial.
Plaintiffs alleged that Amgen’s sales force had ex-
plained to some providers that they could profit by
billing Medicare and Medicaid for the “overfill” in
Aranesp® vials and claimed that these communica-
tions, along with the overfill itself, constituted an il-
legal “kickback” in violation of the AKS.

As for INN and ASD, plaintiffs alleged that INN,
a group purchasing organization (“GPO”) for neph-
rologists, assisted Amgen in offering sham consulting
agreements and all-expense paid weekend seminars
and in promoting overfill to providers. Plaintiffs also
alleged that INN passed through to ASD a portion of
the fee that INN received under Amgen’s and INN’s
GPO agreement. The pass-through allegedly enabled
ASD, which is a wholesale distributor of pharma-
ceuticals to physician practices and a sister-company
of INN, to offer kickbacks in the form of discounts on
Aranesp® to INN’s GPO members.

Plaintiffs took the position that the providers
had either expressly or impliedly certified that they
had complied with the AKS and argued that the al-
leged AKS violations therefore rendered their claims
for Aranesp® reimbursement “false or fraudulent”
within the meaning of the FCA. With respect to her
overfill claim, Relator went so far as to argue that
every claim for reimbursement of Aranesp® was
“false or fraudulent” — regardless of whether the
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provider ever billed for overfill — because there was
a “liquid kickback” in every vial.

B. The District Court’s Ruling.

The district court assumed that plaintiffs had
sufficiently alleged AKS violations, but dismissed
their complaints because plaintiffs had not shown
that Medicaid providers had ever expressly or im-
pliedly certified that they had complied or would
comply with the AKS. Plaintiffs argued that Medica-
id providers had expressly certified compliance by
agreeing in enrollment forms to comply “with appli-
cable state and federal laws” and “to not engage in or
commit fraud or abuse.” Pet. App. 48a. The court
found this broad language too general to be deemed
an express certification of compliance with anti-
kickback statutes. The court contrasted the language
of the Medicaid enrollment forms with the Medicare
forms, which it characterized as “essentially con-
tain[ing] a prospective express certification that the
provider will comply with Medicare laws including
the anti-kickback statute and acknowledg[ing] that
compliance with the anti-kickback statute is a condi-
tion of payment.” Pet. App. 45a. “Unlike the Medi-
care CMS Forms 855A or 855I, however, the state
Medicaid provider enrollment forms contain no lan-
guage stating that providers must be in compliance
with state or federal anti-kickback statutes.” Pet.
App. 47a-48a.2

2 Although the district court concluded that Medicare providers
had expressly certified compliance with the AKS, it neverthe-
less dismissed Relator’s complaint on behalf of the United
States under the federal FCA. The court held that Relator had
not alleged any basis for concluding that the providers knew
they would be taking the alleged kickbacks when they signed
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The district court also rejected plaintiffs’ implied
certification theory. Relying on Mikes v. Straus, 274
F.3d 687, 700 (2d Cir. 2001), and its earlier decision
in Hutcheson, the district court held that there can
be no implied certification of compliance unless the
relevant statute or regulation expressly states that
compliance with the provision in question is a pre-
condition of payment. Pet. App. 49a. The court noted
that neither the States nor the Relator had cited any
state law that expressly required compliance with
anti-kickback statutes as a condition of Medicaid
reimbursement. Thus, their implied certification
theory also failed as a matter of law. Pet. App. 52a.

The district court dismissed the States’ com-
plaint and the Relator’s state law claims and granted
a Rule 54(b) certification to allow plaintiffs to imme-
diately appeal its ruling. Five States (New York, Cal-
ifornia, Massachusetts, Illinois and Indiana) ap-
pealed, as did Relator on behalf of Georgia and New
Mexico.

C. The First Circuit’s Decision.

Although this case involves claims brought by, or
on behalf of, seven states pursuant to their respec-
tive state false claims acts, the parties have recog-
nized throughout the course of the litigation that it
addresses fundamental issues of federal FCA law.
The United States appeared as amicus in the First
Circuit to provide the court with its views concerning
the proper interpretation of the federal FCA. And the

the enrollment forms and thus Relator had not shown that the
certifications were false when made. Pet. App. 46a. Relator sub-
sequently amended her complaint and the court concluded that
she had cured this deficiency. See United States ex rel. Westmo-
reland v. Amgen Inc., 2010 U.S. Dist. LEXIS 98280 (D. Mass.
Sept. 20, 2010).



10

court of appeals scheduled this case and Hutcheson
for argument on the same day before the same panel
because it perceived the cases as raising the same
FCA issues.

In reversing the district court’s decision, the
First Circuit began by noting that each of the states
at issue construed their own FCAs to follow the fed-
eral statute. Therefore, the court of appeals applied
the “mode of analysis” it had articulated in Hutche-
son in evaluating plaintiffs’ claims. Pet. App. 11a &
n.6; id. 12a (defining the issue as “whether the plain-
tiffs have identified false or fraudulent claims under
the seven state laws” and analyzing it with “refer-
ence to our case law interpreting the meaning of that
phrase under the federal FCA”).

Applying and expanding on its reasoning in Hut-
cheson, the First Circuit held that violation of a regu-
latory requirement causes a claim for payment to be
“false or fraudulent” if the government agency has
discretion to decline payment on the basis of the vi-
olation. With respect to the specific violation alleged
by plaintiffs, the court stated that under Hutcheson
the only issue was whether compliance with anti-
kickback statutes was a “precondition of payment” of
Medicaid claims. Pet. App. 12a-13a.

The court of appeals concluded that, for six of the
seven Medicaid programs, anti-kickback violations
were sufficient to render claims for reimbursement
“false or fraudulent” for purposes of the FCA. The
court held that “falsity” was established under the
FCA simply by showing that the Medicaid program
could deny claims based on anti-kickback violations.
See, e.g., Pet. App. 18a (citing Massachusetts law
providing that Medicaid program “may withhold
payments to a provider” who has “committed any vi-
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olations”) (emphasis added). The court thus equated
claims that are subject to a government agency’s dis-
cretionary decision to decline payment with claims
that fail to satisfy a precondition of payment. See
Pet. App. 20a (holding that non-compliance with not
only a “precondition to payment” but also “a precon-
dition of being entitled to payment” is enough to
render claims false under the FCA) (emphasis add-
ed).

The court of appeals further held that non-
compliance with a provider agreement gave rise to
FCA liability even where the agreement sets forth
terms of participation in the program, rather than
conditions of payment for specific claims. See, e.g.,
Pet. App. 21a (noting that in California providers
were required to sign a provider agreement “to par-
ticipate in the state’s Medicaid program”) (emphasis
added). The First Circuit rejected the distinction
made in other Circuits between conditions of pay-
ment and conditions of continued participation in the
government program. Pet. App. 23a. The court held
that agreements that required providers to comply
with anti-kickback provisions or warned that viola-
tions could result in sanctions “amount to a repre-
sentation of compliance with the relevant anti-
kickback statutes,” which the alleged kickbacks
“rendered incorrect.” Id.

As it had in Hutcheson, the court of appeals held
that it was irrelevant whether the Medicaid provid-
ers who submitted claims for reimbursement knew
that these “representations” were “incorrect.”3 The

3 Amgen argued that providers had no reason to view the FDA-
approved overfill in Aranesp® vials as a kickback. The court
brushed off this argument in a footnote, on the grounds that the
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court concluded that it was enough that defendants
were alleged to have knowingly violated anti-
kickback statutes, “causing” the providers to submit
claims that supposedly made the “representations” in
their provider agreements “incorrect.”

Finally, the court of appeals affirmed the dismis-
sal of the Relator’s claims on behalf of Georgia be-
cause she had not shown that Georgia had a statute
prohibiting kickbacks and nothing in the regulatory
scheme made kickbacks relevant in any way to eligi-
bility for payments under Medicaid.4

REASONS FOR GRANTING THE PETITION

I. THE FIRST CIRCUIT’S DECISION ADDS
EVEN GREATER CONFUSION TO AN AL-
READY FRACTURED DEBATE OVER THE
LIMITS OF FCA LIABILITY.

As the First Circuit acknowledged in Hutcheson,
the concept of “legal falsity” had fractured the Cir-
cuits even before the First Circuit weighed in with
its own, wholly original approach. 647 F.3d at 387.
With Hutcheson and its decision in this case, the
First Circuit added to the already high level of confu-
sion in an area of high-volume, high-stakes litiga-
tion.

If applied correctly, the “legal falsity” construct
makes sense. All of the Circuits agree that if the gov-
ernment requires a claimant to certify its compliance

providers’ state of mind was irrelevant and that, in any event,
plaintiffs had sufficiently alleged that they acted with scienter.
Pet. App. 23a-24a, n.12.

4 This petition does not seek review of the court of appeals’ deci-
sion with respect to the claims filed on behalf of Georgia.



13

with particular contractual, regulatory or statutory
requirements in order to get a claim paid, a knowing-
ly false certification renders the claim “false or frau-
dulent” within the meaning of the FCA. The implied
certification theory is based on the notion that, even
when the government does not expressly require a
certification, the mere act of submitting a claim is an
implicit representation of compliance if it is clear
that the claim will not be paid unless the claimant
has complied with the conditions in question. For ex-
ample, the Stark Act affirmatively prohibits the
payment of Medicare and Medicaid claims that arise
out of prohibited physician referrals. 42 U.S.C. §
1395nn-1396b(s). Thus, any physician who submits a
claim to Medicare or Medicaid could be deemed to
have impliedly certified his compliance with the
Stark Act.

The Stark Act is, however, unusual in explicitly
conditioning payment on compliance.5 Government
contractors in general and healthcare providers in
particular are typically subject to a long list of per-

5 For example, during the period at issue here, the AKS did not
have any comparable provision prohibiting Medicare payments
if the provider had been illegally induced, in violation of the
AKS, to buy goods or services for which Medicare reimburse-
ment was sought. The AKS was amended by the 2010 Patient
Protection and Affordable Care Act to provide, as a new penal-
ty, that “a claim that includes items or services resulting from a
violation of this section constitutes a false or fraudulent claim
for purposes of [the federal FCA].” Pub. L. No. 111-148, 124
Stat. 468, 759 (enacted as 42 U.S.C. § 1320a-7b(g)). These
amendments are not retroactive and “are not applicable to
pending cases.” Schindler Elevator Corp. v. United States ex rel.
Kirk, 131 S. Ct. 1885, 1889 n.1 (2011); Graham Cnty. Soil &
Water Conservation Dist. v. United States ex rel. Wilson, 130 S.
Ct. 1396, 1400 n.1 (2010).
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formance and ethical requirements set forth in con-
tracts, regulations and statutes without any sugges-
tion that compliance with those requirements is a
precondition to payment. Where the Circuits have
split is on the question of whether and to what ex-
tent violations of these types of requirements can
give rise to FCA liability, even in the absence of an
express certification of compliance.

A. The Circuits Are Hopelessly Split Over
The Right Approach To “Implied Certi-
fication” Claims.

Blackstone’s petition outlines the array of differ-
ent tests the Circuits have used. Some, like the Se-
venth, Fourth and Fifth Circuits, have taken posi-
tions that are incompatible with an implied certifica-
tion theory. See United States ex rel. Yannacopoulos
v. General Dynamics, __ F.3d __, 2011 WL 3084932,
at *3 n.4. (7th Cir. July 26, 2011) (“[t]he FCA is a
fraud prevention statute; violations of * * * regula-
tions are not fraud unless the violator knowingly lies
to the government about them”); Harrison v. Wes-
tinghouse Savannah River Co., 176 F.3d 776, 786-87
n.8 (4th Cir. 1999) (“that there can be no False
Claims Act liability for an omission without an obli-
gation to disclose, also makes questionable an im-
plied certification claim in the Fourth Circuit”);
United States ex rel. Marcy v. Rowan Cos., 520 F.3d
384, 389 (5th Cir. 2008).6

6 The Fifth Circuit, along with a number of other Circuits, has
held that even an express certification cannot give rise to FCA
liability unless the certification is required in order to receive
payment. See United States ex rel. Steury v. Cardinal Health,
Inc., 625 F.3d 262, 269 (5th Cir. 2010).
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Other Circuits have adopted the implied certifi-
cation concept, but carefully limit its application. The
Second Circuit’s decision in Mikes v. Straus, 274 F.3d
687 (2d Cir. 2001), is the leading case taking this
view. In Mikes, the court held that the scope of the
implied certification theory must be limited to the
relatively rare situation where there is a statute or
regulation that expressly provides that compliance is
a condition of payment. The court concluded that this
limitation was necessary to avoid turning the FCA
into a “blunt instrument” to enforce compliance with
all types of statutes, regulations, and contractual
and other program requirements. Id. at 699. Mikes
distinguished between conditions of payment, which
can provide a basis for an implied certification
theory, and the wider universe of condition of partic-
ipation in the Medicare program, which cannot. Id.
at 702.

A number of Circuits have agreed with the
Second Circuit’s approach in Mikes. In its recent de-
cision in United States ex rel. Wilkins v. United
Health Group, Inc., __ F.3d __, 2011 WL 2573380, at
*9 (3d Cir. June 30, 2011), the Third Circuit declined
to apply the implied certification theory “expansive-
ly” to allow a relator to use the FCA to litigate al-
leged violations of Medicare marketing regulations.
The court concluded that those regulations were
“conditions of participation” properly enforced
through administrative mechanisms, rather than
“conditions of payment” enforceable through the
FCA. Id. at *12 (allowing a relator to bring an FCA
suit based on such alleged non-compliance “would
short-circuit the very remedial process the Govern-
ment has established to address non-compliance with
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those regulations”).7 See also United States ex rel.
Conner v. Salina Reg’l Health Ctr., Inc., 543 F.3d
1211, 1221 (10th Cir. 2008).

In United States ex rel. Vigil v. Nelnet, Inc., 639
F.3d 791, 795–96 (8th Cir. 2011), the Eighth Circuit
also adopted the Second Circuit’s distinction between
conditions of payment and conditions of participa-
tion, holding that only violations of conditions of
payment can give rise to FCA liability under an im-
plied certification theory. As the court observed,
when a statute creates “‘a complex monitoring and
remedial scheme that ends * * * payments only as a
last resort,’ it would ‘be curious to read the FCA, a
statute intended to protect the government’s fiscal
interests, to undermine the government’s own regu-
latory procedures.’” Id. at 799 (quoting Conner, 543
F.3d at 1222). Thus, “if the regulatory violations
[are] only [violations of] conditions of * * * participa-
tion, they ‘are enforced through administrative me-
chanisms, and the ultimate sanction for violation of
such conditions is removal from the government pro-
gram,’” not FCA liability. Id. at 799 (citing Conner,
543 F.3d at 1220).

Even before the First Circuit weighed in on the
issue, however, other Circuits had adopted ap-
proaches less restrictive than Mikes. In McNutt ex
rel. United States v. Haleyville Medical Supplies,
Inc., 423 F.3d 1256, 1259 (11th Cir. 2005), the Ele-
venth Circuit rejected the distinction made in other

7 The Third Circuit held that the relators there had stated an
FCA claim based on their allegations of illegal kickbacks be-
cause the Medicare provider had specifically promised in its
enrollment forms to comply with the AKS. See 2011 WL
2573380, at *13.
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Circuits between conditions of payment and condi-
tions of participation, holding that a violation of ei-
ther one could give rise to FCA liability under an im-
plied certification theory. And in United States v.
Science Applications Int’l Corp., 626 F.3d 1257 (D.C.
Cir. 2010), the D.C. Circuit rejected the Second Cir-
cuit’s view that conditions of payment had to be ex-
pressly designated as such in the governing statute
or regulations. The Science Applications court held
that it was enough that a court later determined that
the contractual obligations the claimant allegedly vi-
olated were “material” to the government’s obligation
to pay. Id. at 1261.

In Hutcheson and in this case, the First Circuit
deepened the Circuit split by rejecting the distinction
between conditions of payment and conditions of par-
ticipation; holding that compliance qualifies as a
“precondition of payment” whenever the government
could theoretically reject a claim for non-compliance;
and dispensing with the “certification” framework al-
together, even though it provides the only explana-
tion as to why a violation of a contractual, regulatory
or statutory obligation renders an otherwise truthful
claim “false or fraudulent” under the FCA. The end
result is exactly what the Second Circuit predicted in
Mikes — that in the First Circuit at least the FCA
has been transformed into a “blunt instrument” to
enforce contractual, regulatory or statutory obliga-
tions that are already enforceable through a variety
of administrative and other enforcement mechan-
isms.
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B. The Different Tests Will Inevitably
Lead To Very Different Results.

The differing tests the Circuits apply are not
simply verbal formulations of the same essential
principle. Instead, they are diametrically opposed
standards that lead to very different results. This
very case proves the point.

This case would not have survived dismissal in
the Seventh Circuit, which has allowed FCA claims
like this to proceed only where an express certifica-
tion was alleged to be false. In this case, Medicaid
providers were not required to certify that they had
complied with the AKS or analogous state anti-
kickback statutes when they submitted claims. Nor
were they required to specifically promise in their
provider agreements that they would in the future
comply with those provisions. Thus, there was no ba-
sis for finding a false “express” certification of com-
pliance.8

As the district court held, this case also would
not have survived in the Second Circuit and other
Circuits that apply the Mikes test. In those circuits,
there can be liability under a theory of “implied false
certification only when the underlying statute or
regulation upon which the plaintiff relies expressly
states the provider must comply in order to be paid.”
Mikes, 274 F.3d at 700. Nowhere in any statute or

8 As Blackstone demonstrates in its petition, the Circuits are
also split on the issue of whether provider agreements that do
impose such a specific obligation create a continuing duty that
can give rise to FCA liability if breached or whether FCA liabil-
ity is dependent on a showing that the provider committed
fraud because he intended not to comply when he signed the
agreement.



19

regulation cited by the First Circuit is there any ex-
press statement that compliance with anti-kickback
statutes is a condition of payment of Medicaid
claims. Under Mikes, the absence of such an explicit
condition would have defeated plaintiffs’ claims. As
the Second Circuit recognizes, in contrast to the First
Circuit, absent such an express condition, the mere
fact that Medicaid providers submitted claims for
reimbursement for Aranesp® did not constitute an
implied certification that the providers’ purchases of
that drug complied with all applicable anti-kickback
statutes.

It is true that the First Circuit purported to be
determining whether compliance with anti-kickback
statutes was a “material precondition of payment,”
which makes its test sound similar to the test em-
ployed in other Circuits. See, e.g., Pet. App. 14a. But,
as Blackstone notes in its petition, unlike the Second
Circuit in Mikes, the First Circuit’s test allows “con-
ditions of payment” to “be found anywhere the court,
or a relator, wants to look for them.” Blackstone
Pet’n at 29. This case proves the point, as the First
Circuit hunted through a variety of state rules, regu-
lations and provider agreements looking for some
causal link, however tenuous, between compliance
and payment. Ultimately, the court concluded that
compliance with a rule or regulation constituted a
“condition of payment” so long as the government
had the discretion to invoke non-compliance as a ba-
sis for denying a claim or kicking the provider out of
the program — no matter how unlikely it was that it
would ever do so.

Indeed, the very fact that both here and in Hut-
cheson the court found it irrelevant whether the
claimant knew that there had been an AKS violation
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demonstrates how extreme the First Circuit’s posi-
tion is and how disconnected it has become from the
theory behind the “implied certification” concept. The
theory is that the mere act of submitting a claim con-
stitutes a false representation because the claimant
understands that if the truth were known it would
not be paid. But if the provider has no reason to be-
lieve that there has been any AKS violation, any
such implied certification would be true and thus
cannot provide a logical basis for labeling the claim
“false or fraudulent.”

Similarly, the notion that compliance is, as a
practical matter, a precondition of payment falls
apart if the provider is innocent. Although the vari-
ous statutes, regulations and provider agreements
the court cited in this case all allow Medicaid direc-
tors to discipline providers who knowingly accept
kickbacks and engage in fraudulent practices, none
of them contains any provision suggesting that pay-
ment could be withheld from an innocent provider
because other parties in the supply chain acted im-
properly.

In any event, even if the pertinent government
agency had discretion to deny claims as a sanction
for violations of anti-kickback statutes or non-
compliance with other regulatory requirements, that
does not mean that either the provider or the manu-
facturer knew when the claim was submitted that it
would not be paid if the “truth” was known. There is
nothing in any of the rules, regulations or agree-
ments the First Circuit cited that suggests that re-
ceipt of anything that is later characterized as a
kickback will result in the disallowance of all claims
for reimbursement for the drug or product in ques-
tion. Nor is it likely that Medicaid directors would
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impose such a sanction, rather than invoking the
other remedies available to them under state law
and the provider agreements. Under these circums-
tances, the notion that compliance with anti-
kickback laws is a “material precondition of pay-
ment” is merely a convenient legal fiction used to
create “falsity” where none exists.

II. THIS CASE PROVIDES AN EXCELLENT
VEHICLE FOR RESOLVING THE CIRCUIT
SPLIT AND ENSURING THAT THE FCA
AND ITS STATE ANALOGS ARE NOT MI-
SUSED.

This case presents important questions of federal
law. Although, in the course of its opinion, the First
Circuit construed certain state statutes and regula-
tions, this petition does not ask the Court to review
that aspect of the court of appeals’ decision. Rather,
the petition challenges the court of appeals’ holding
that the claims at issue were false or fraudulent
within the meaning of the federal FCA, which the
court of appeals viewed as controlling the outcome.
The court repeatedly emphasized this point, noting
that federal case law “dictates” the “mode of analy-
sis” and that, “[g]iven the substantive similarity of
the state FCAs invoked here and the federal FCA
with respect to the provisions at issue in this litiga-
tion, the state statutes may be construed consistently
with the federal act.”9 Pet. App. 11a & n.6. With re-

9 Federal law explicitly encourages the States to conform their
FCAs to the federal FCA by providing that States that establish
certain minimum requirements consistent with the federal FCA
are entitled to a greater share of any FCA recovery for alleged
Medicaid fraud. See 42 U.S.C. § 1396h(a) & (b).
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spect to the central issue on appeal, the First Circuit
declared: “[W]e address whether the plaintiffs have
identified false or fraudulent claims under the seven
state laws with reference to our case law interpreting
the meaning of that phrase under the federal FCA.”
Pet. App. 12a. The court then explicitly applied its
recent decision in Hutcheson construing the federal
FCA. Id. (holding that “our decision in Hutcheson
controls” (citation omitted)).

This Court has consistently held — even when
reviewing decisions of state courts purporting to ap-
ply state law — that it “retains a role when a state
court’s interpretation of state law has been influ-
enced by an accompanying interpretation of federal
law.” Three Affiliated Tribes v. World Engineering,
467 U.S. 138, 152 (1984); see also Ohio v. Reiner, 532
U.S. 17, 20 (2001); United Air Lines, Inc. v. Mahin,
410 U.S. 623, 632 (1973) (remanding “to avoid the
risk of an affirmance of a decision which might have
been decided differently if the court below had felt
free, under our decisions, to do so”) (internal quota-
tion marks omitted). The same principle applies with
even greater force here, where there are no limits on
the Court’s jurisdiction to reverse the decision below.

Furthermore, because it was based on an inter-
pretation and application of the federal FCA, the de-
cision in this case is binding within the First Circuit
in cases that arise under the federal FCA. Not sur-
prisingly, it has already been cited within the First
Circuit as binding authority respecting the scope and
meaning of the federal FCA. See United States ex rel.
Nowak v. Medtronic, Inc., Nos. 1:08-cv-10368, 1:09-
cv-11625, 2011 WL 3208007, at *29 (D. Mass. July
27, 2011).
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The issue presented in this petition and in the
petition filed by Blackstone is recurring and impor-
tant. Thousands of qui tam petitions have been filed
under the FCA over the course of the last decade.10

The District of Massachusetts, in particular, has be-
come a magnet for FCA claims against medical de-
vice and drug manufacturers and others in the
health care industry.11 The First Circuit’s decision in
this case is likely to accelerate that trend.12

As noted above, Congress changed the federal
AKS in 2010 to provide that claims submitted to the
federal government for goods or services that “re-
sulted from” a violation of the AKS shall be deemed
“false or fraudulent” claims under the federal FCA.
That may resolve for newly-filed cases the question
of whether proof of an AKS violation renders a claim
“false or fraudulent” under the federal FCA. But that
does not reduce the need for this Court to rule on the
issue.

There are still hundreds of federal FCA cases
that remain under seal that will continue to be go-

10 See United States Dep’t of Justice, Civil Division, Fraud Sta-
tistics–Overview, Oct. 1, 1987-Sept. 30, 2010, available at
http://www.justice.gov/civil/docs_forms/C-FRAUDS_FCA_Stati-
stics.pdf.

11 See Sheri Qualters, Cases Deluge Boston Court: Judges Un-
seal Dormant False Claims Act Suits, Nat’l L.J. (Aug. 1, 2011)
(noting that “[i]n recent years, whistleblowers have flooded Bos-
ton’s federal court with health-care related False Claims Act
cases”).

12 See Pamela Johnston, et al., First Circuit Rejects False
Claims Act Analysis And Rescues Anti-Kickback Claims Against
Medical Device Company, Mondaq (June 20, 2011) (noting that
following the ruling in Hutcheson, “whistleblowers may find it
easier to assert FCA claims in the First Circuit”).
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verned by the pre-2010 version of the AKS, which did
not provide a federal FCA remedy for claims result-
ing from a violation.13 In light of the mandatory civil
penalties imposed by the FCA, and its provisions for
treble damages, those cases could have enormous
consequences for the litigants and industries in-
volved.

More importantly, the issue raised here and in
Blackstone’s petition is not limited to the use of the
FCA to pursue alleged violations of anti-kickback
statutes. On the contrary, the court of appeals’ hold-
ing applies broadly to all manner of statutory, regu-
latory or contractual violations that allegedly render
claims “false or fraudulent” under the FCA. As the
cases described above demonstrate, the issue has
arisen, and will continue to arise, in a variety of sit-
uations in which a government contractor allegedly
violates a contractual obligation or some statute or
regulation.

Relators will invoke decisions like Hutcheson and
this case in an attempt to turn the FCA into an all-
purpose enforcement statute under which they can
challenge virtually any alleged violation, on the
theory that the government might have decided to

13 It can take many years for FCA cases to be unsealed and re-
solved. See, e.g., United States ex rel. Health Outcomes Techs. v.
Hallmark Health Sys., Inc., 349 F. Supp. 2d 170, 171–72 (D.
Mass. 2004) (FCA case filed in 1996 unsealed in 2004). As of
January 4, 2011, there were 1341 qui tam cases pending under
seal in the federal courts, 885 alleging health care fraud and
180 alleging fraud in connection with pharmaceutical market-
ing. See Letter from Ronald Weich, Assistant Attorney Gen.,
U.S. Dep’t of Justice, and Jim Esquea, Assistant Sec’y, U.S.
Dep’t of Health and Human Servs., to Sen. Charles E. Grassley
13 (Jan. 24, 2011).
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deny the contractor’s claim had it been fully aware of
the violation. Examples from the case law abound.
They include Vigil, 639 F.3d at 795, where the rela-
tor sought to declare billions of dollars worth of
claims false or fraudulent because of alleged viola-
tions of loan marketing regulations with respect to
some loans; Schindler Elevator Corp. v. United
States ex rel. Kirk, 131 S. Ct. 1885 (2011), where the
relator alleged that $100 million worth of claims for
elevator repair work were “false or fraudulent” be-
cause the claimant had allegedly failed to file accu-
rate annual reports regarding the number of Viet-
nam veterans it employed; and United States ex rel.
Hendow v. Univ. of Phoenix, 461 F.3d 1166 (9th Cir.
2006), where the relator alleged that violations of
rules regarding compensation of student recruiters
rendered hundreds of millions’ of dollars worth of
student financial aid claims “false or fraudulent.”

Penalties under state and federal FCAs are dra-
conian. They include actual damages, treble damages
and civil penalties that relators routinely urge courts
to multiply to vast sums in cases where there are a
large number of relatively small claims.14 As the
Eighth Circuit held in Vigil, these types of penalties
should be reserved for cases where the claims sub-
mitted were actually “false or fraudulent” — and not

14 In one recent case in which the jury found actual damages of
$4.6 million, the Commonwealth of Massachusetts requested
over $191 million in civil penalties and argued that “based on
the jury’s verdict” the defendants could be liable “for between
$4,945,515,000 and $9,891,030,000 in civil penalties” because
the jury found that nearly one million false claims had been
presented. Mem. in Supp. of Mot. for Entry of J. at 1, 16, Mas-
sachusetts v. Schering-Plough Corp., Civ. A. No. 03-11865-PBS
(D. Mass. Dec. 10, 2010) (Docket No. 947).
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used as a back-door way of regulating compliance
with contractual, regulatory or statutory obligations.

That is particularly true since Congress has not
seen fit to provide for general private enforcement of
a government contractor’s statutory, regulatory or
contractual obligations. The AKS, for example, has
no provision that allows a whistleblower to sue those
who pay or accept illegal kickbacks. In Astra USA,
Inc. v. Santa Clara County, 131 S. Ct. 1342, 1348 n.4
(2011), this Court refused to allow a third party to
“‘circumvent Congress’s decision not to permit pri-
vate enforcement’” of Section 340B of the Public Ser-
vices Act by suing as a third-party beneficiary of
pricing agreements that drug manufacturers had en-
tered into with the Department of Health and Hu-
man Services to implement Section 340B. The Court
explained that Congress had given HHS the sole re-
sponsibility of administering the Section 340B pro-
gram; allowing private parties to sue could “spawn a
multitude of dispersed and uncoordinated lawsuits
by 340B entities” that would “undermine the agen-
cy’s efforts to administer both Medicaid and § 340B
harmoniously and on a uniform, nationwide basis.”
Id. at 1349. The same analysis applies here: giving
private parties the power to use the FCA to enforce
obligations purportedly imposed on government con-
tractors by their contracts, statutes or regulations
would inevitably undermine the government’s ability
to administer its own programs and contracts in a
consistent and efficient manner.

CONCLUSION

The petition for a writ of certiorari should be
granted.
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