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Judge William O. Bertelsman
ORAL ARGUMENT REQUESTED

DEFENDANT OTSUKA AMERICA PHARMACEUTICAL, INC.’S
MOTION TO DISMISS SECOND AMENDED COMPLAINT
WITH MEMORANDUM IN SUPPORT
Pursuant to Federal Rules of Civil Procedure 9(b) and 12(b)(6), Defendant Otsuka
America Pharmaceutical, Inc. (“Otsuka”), through the undersigned counsel, respectfully moves
this Court to dismiss the Second Amended Complaint (Doc. 52) (“SAC”) filed by Relators
Joseph Ibanez and Jennifer Edwards (formerly Jennifer Derrick) (collectively, “Relators”).
Dismissal is warranted because (i) the SAC fails to plausibly allege a claim against Otsuka for
violation of the federal and state False Claims Acts that Relators purport to invoke and (ii) it fails
to plead the alleged fraudulent conduct with sufficient particularity. A Memorandum in Support
of this Motion is submitted herewith. Unreported cases cited in the Memorandum in Support are
provided in full text in the attached appendix.
Otsuka respectfully requests oral argument on this Motion as oral discussion of Relators’
allegations and the applicable precedent would benefit the Court, particularly given the fact that
the case involves multiple parties.
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MEMORANDUM IN SUPPORT
INTRODUCTION
The initial complaint in this action was filed under seal in January 2011. At that time,
Relators asserted claims solely against their former employer Bristol-Myers Squibb Corporation
(“BMS”), claiming that BMS marketed the prescription drug ABILIFY® for off-label use and
induced physicians to prescribe ABILIFY by incentivizing providers in violation of the AntiKickback Statute (“AKS”). The initial complaint did not name Otsuka as a defendant.
Nearly two years later, in November 2012, Relators filed an Amended Complaint (Doc.
15), which added Otsuka as a defendant. Although Relators peppered the Amended Complaint
with references to Otsuka, the Amended Complaint alleged few facts with respect to Otsuka and
did not state a claim against Otsuka for violation of any law. Then, days before Otsuka was set
to file its motion to dismiss the Amended Complaint, Relators indicated their intent to seek leave
to file yet another amended complaint, which they did on August 29, 2014. The Second
Amended Complaint (“SAC”) adds no new legal theories, no new parties and no new claims.
Nor does it allege any additional facts regarding Otsuka.

Instead, it reorganizes some of

Relators’ allegations, contains some additional facts regarding BMS and liberally uses the term
“Defendants” in an effort to ascribe those facts to Otsuka. Just as this chronology suggests,
Relators fail to allege the basic facts necessary to state a claim against Otsuka under the federal
False Claims Act (“FCA”) or the analogous state statutes they purport to invoke.
First, the SAC does not allege the fundamental element of an FCA claim – i.e., “the
actual presentment of a false claim to the government.” Chesbrough v. VPA, P.C., 655 F.3d 461,
467 (6th Cir. 2011). Indeed, Relators fail to identify any claim presented to any government
agency at any time – much less a claim arising from Otsuka’s purported conduct.
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Second, Relators have not alleged facts plausibly suggesting that Otsuka engaged in a
scheme that constitutes “fraud” within the meaning of the FCA.

The SAC contains no

allegations of fact regarding any statement, action or intention of Otsuka regarding the marketing
of ABILIFY, and thus it fails to allege that Otsuka engaged in off-label promotion with respect
to anyone. Likewise, the SAC is devoid of any allegations with respect to Otsuka regarding the
alleged provision of kickbacks to healthcare providers. In fashioning their SAC, Relators simply
changed the term “BMS” – as used in the initial complaint – to “Defendants” without adding any
allegations related to any conduct by Otsuka.
Third, Relators fail to allege facts demonstrating that Otsuka acted “knowingly” within
the meaning of the FCA. Rather than assert factual allegations of scienter, the SAC contains
only conclusory assertions that are insufficient to survive a motion to dismiss.
In sum, the SAC fails to allege the presentment of false claims to the government, fails
further to allege a fraudulent scheme by Otsuka or the requisite scienter, and it must be
dismissed.
RELEVANT BACKGROUND1
A.

The Parties

BMS is a pharmaceutical company headquartered in New York. (SAC ¶ 19.) Relator
Ibanez worked as a sales representative for BMS from 2002 through July 23, 2010. (Id. ¶ 17.)
Relator Edwards worked as a sales representative for BMS from April 1988 through August
1996, and from November 2005 through May 12, 2010. (Id. ¶ 18.)

1

This background is drawn from the factual allegations of the SAC. Although the Court must, on this motion
only, accept as true well-pleaded factual allegations, it “need not accept as true legal conclusions or
unwarranted factual inferences, and conclusory allegations or legal conclusions masquerading as factual
allegations will not suffice.” Terry v. Tyson Farms, Inc., 604 F.3d 272, 276 (6th Cir. 2010) (internal quotation
marks and citations omitted). Otsuka does not admit the truth or accuracy of any averment in the SAC.

2
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Otsuka is a pharmaceutical company headquartered in the United States. (Id. ¶ 20.)2 As
alleged in the SAC, in March 2008, Otsuka entered into a five-year Corporate Integrity
Agreement with the Office of Inspector General of the United States Department of Health and
Human Services. (SAC ¶ 107.) Among other things, Otsuka agreed to “establish and maintain a
compliance program, develop and implement a business code of conduct for all employees, and
ensure its policies and procedures addressed” appropriate ways to conduct “Promotional and
Product Services Related Functions” in compliance with all applicable Federal healthcare
program and U.S. Food and Drug Administration (“FDA”) requirements. (Id. ¶ 108.) Otsuka
further agreed “to engage one or more OIG-approved Independent Review Organizations
(‘IRO’), such as an accounting, auditing, or consulting firm, to perform reviews to assist in
assessing and evaluating Promotional and Product Services Related Functions.” (Id. ¶ 114.) The
conduct alleged by Relators therefore occurred while Otsuka was in the process of resolving a
pending government investigation and purportedly continued while Otsuka was being
independently reviewed pursuant to the Corporate Integrity Agreement.
B.

ABILIFY

ABILIFY is an atypical antipsychotic drug. (Id. ¶ 122.) As alleged in the SAC, by
February 2008, approved indications for ABILIFY included (i) schizophrenia and acute manic
and mixed episodes associated with bipolar 1 disorder in adults; (ii) major depressive disorder in
adults (as an adjunctive treatment); (iii) schizophrenia in adolescents aged 13 to 17 years; and
(iv) acute manic and mixed episodes associated with bipolar 1 disorder in pediatric patients aged
10 to 17 years. (Id. ¶¶ 122-127.) In November 2009, the FDA further expanded the label for
2

Relators incorrectly allege that Otsuka is headquartered in Tokyo, Japan. (SAC ¶ 20.) As set forth in Otsuka’s
corporate disclosure statement, Otsuka America Pharmaceutical, Inc. – the entity named in this action – is
wholly owned by Otsuka America, Inc., a U.S. holding corporation, which is wholly owned by Otsuka
Pharmaceutical Co. Ltd., a Japanese corporation that is wholly owned by Otsuka Holdings Co. Ltd., a Japanese
public company traded on the Tokyo exchange. (Doc. 30.)

3
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ABILIFY, indicating it for treatment of irritability associated with autistic disorder for pediatric
patients aged 6 to 17 years. (Id. ¶ 128.)
BMS and Otsuka co-promoted ABILIFY, each with assigned representatives in defined
sales territories. (Id. ¶¶ 137(1), 144(1).)3 From 2002-2007, the BMS sales force was divided
into Long Term Care (LTC), Office-Based Sales (OBS) and Institutional Sales Specialists (ISS)
divisions. (Id. ¶ 141(1).) In 2005, the name of the LTC division was changed to the Residential
Care (RCC) division. (Id. ¶ 142(1).) Starting in October 2007, the RCC and ISS divisions were
merged into a new Account-Based Sales (ABS) division, which focused on sales to nursing
homes, hospitals and other facilities. (Id. ¶143(1).) In October 2009, BMS reorganized its sales
force into OBS and Pediatric-Focused Sales (PFS) divisions. (Id. ¶ 146(1).) Thus, Relators
allege that, during the relevant time frame, BMS representatives marketed both to office-based
providers and institutional providers.
In contrast, Relators allege that Otsuka representatives marketed mainly to office-based
providers – not institutional providers.

(Id. ¶ 144(1).)

Relators allege that Otsuka

representatives were assigned to the same territory as BMS representatives (id.), that Otsuka and
BMS “openly shared territory and target lists” (id. ¶ 150(1)), and that “Otsuka representatives
participated in the BMS-run sales teams, and collaborated closely with BMS on shared targets”
(id. ¶ 144(1)). But they do not allege that Otsuka representatives called on institutional providers
or that Otsuka representatives and BMS representatives jointly called on the same office-based
providers. Indeed, as discussed below, the SAC is devoid of factual allegations regarding any
promotion of ABILIFY by any Otsuka representative to any provider at any time.

3

The SAC contains two sets of Paragraphs 137-152, which are referred to herein as 137(1)-152(1) and 137(2)152(2).

4
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C.

Relators’ Claims

Relators purport to assert counts for violation of the federal False Claims Act (Count I),
for violation of various state false claims acts (Counts II-XXX) and for retaliation and wrongful
discharge (Counts XXXI-XXXIII).4 Aside from the employment counts, which do not relate to
Otsuka, all of Relators’ claims are based on the same generalized allegations – that Defendants’
purported practices in marketing and promoting ABILIFY somehow resulted in the submission
of false claims for payment to the federal and state governments. For the reasons set forth
below, all counts asserted against Otsuka should be dismissed with prejudice.
ARGUMENT
Under Federal Rule of Civil Procedure 8, to survive dismissal, a complaint must “show”
– not merely assert – a plaintiff’s entitlement to relief. Bell Atl. Corp. v. Twombly, 550 U.S. 544,
555 n.3 (2007).

Factual allegations must be “enough to raise a right to relief above the

speculative level” and the claims asserted must be “plausible on [their] face.” Id. at 555, 570;
see also Ashcroft v. Iqbal, 556 U.S. 662, 680 (2009) (bare and conclusory assertions do not
suffice to “‘nudge[] claims’ . . . ‘across the line from conceivable to plausible’”) (quoting
Twombly, 550 U.S. at 570). “A claim has facial plausibility when the plaintiff pleads factual
content that allows the court to draw the reasonable inference that the defendant is liable for the
misconduct alleged.” Iqbal, 556 U.S. at 678 (citation omitted). Even “well-pleaded factual
allegations” are insufficient to state a claim for relief if they “do not permit the court to infer
more than the mere possibility of misconduct.” Id. at 679. Moreover, “[c]omplaints alleging
FCA violations must comply with Rule 9(b)’s requirement that fraud be pled with particularity.”
4

Relators’ employment counts are not expressly limited to BMS. However, the SAC alleges that Relators were
employees of BMS, the employment allegations pertain solely to BMS, and the employment counts refer to a
single “Defendant.” (See SAC ¶¶ 292-311; 771-790.) It thus appears that these counts (correctly) are not
alleged with respect to Otsuka, which neither employed Relators nor took any adverse action against them. (See
id. ¶ 9; Prayer for Relief ¶ G.)

5
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Chesbrough, 655 F.3d at 466. This heightened pleading standard prevents “fishing expeditions,”
“protect[s] defendants’ reputations from allegations of fraud,” and “narrow[s] potentially wideranging discovery to relevant matters.” Id. (internal quotation marks and citations omitted).
“A complaint may not rely upon blanket references to acts or omissions by all of the
‘defendants.’” U.S. ex rel. Bledsoe v. Cmty. Health Sys., Inc., 342 F.3d 634, 643 (6th Cir. 2003)
(“Bledsoe I”) (internal quotation marks and citation omitted); see also U.S. ex rel. Corporate
Compliance Assocs. v. N.Y. Soc’y for the Ruptured and Crippled, No. 07 Civ. 292, 2014 WL
3905742, at *19 (S.D.N.Y. Aug. 7, 2014) (same). Accordingly, “in FCA cases with multiple
defendants, Rule 9(b) requires that a complaint set forth with particularity each defendant’s
culpable conduct.” U.S. ex rel. Ahumada v. Nat’l Ctr. for Emp’t of the Disabled, No. 1:06-cv713, 2013 WL 2322836, at *3 (E.D. Va. May 22, 2013), aff’d, 756 F.3d 268 (4th Cir. 2014).
This rule is particularly relevant here, where, despite alleging few facts regarding Otsuka,
Relators liberally use the term “defendants” in the SAC.
I.

THE SAC FAILS TO STATE A CLAIM FOR VIOLATION OF THE FEDERAL
FALSE CLAIMS ACT (COUNT I).
Relators purport to invoke four provisions of the FCA. They allege that defendants

(i) knowingly presented, or caused to be presented, a false or fraudulent claim for payment or
approval (31 U.S.C. § 3729(a)(1)(A)), (ii) knowingly made, used, or caused to be made or used,
a false record or statement material to a false or fraudulent claim (id. § 3729(a)(1)(B)),
(iii) improperly avoided or decreased an obligation to pay or transmit money or property to the
Government (id. § 3729(a)(1)(G)), and (iv) conspired to commit a violation of the FCA (id.
§ 3729(a)(1)(C)). Relators have not properly stated a claim under any of these provisions.

6
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A.

The SAC Does Not Plausibly Allege a Violation of Section 3729(a)(1)(A).

Section 3729(a)(1) of the FCA prohibits “knowingly present[ing] or caus[ing] to be
presented a false or fraudulent claim for payment or approval.” 31 U.S.C. § 3729(a)(1)(A). To
plead an FCA violation under this section, a “plaintiff must allege (1) the time, place, and
content of the alleged misrepresentation, (2) the fraudulent scheme, (3) the defendant’s
fraudulent intent, and (4) the resulting injury.” Chesbrough, 655 F.3d at 467 (internal quotation
marks and citation omitted). Relators fail adequately to allege these required elements.
1.

The SAC Fails to Identify a False Claim.

The SAC must be dismissed because it fails to identify a false claim that was actually
presented to the government. Although a “relator does not need to identify every false claim
submitted for payment, he must identify with specificity ‘characteristic examples that are
illustrative of the class of all claims covered by the fraudulent scheme.’” Id. at 470 (citation
omitted).

As the Sixth Circuit repeatedly has held, “pleading an actual false claim with

particularity” is “an indispensable element of a complaint that alleges a FCA violation in
compliance with Rule 9(b).” U.S. ex rel. Bledsoe v. Cmty. Health Sys., Inc., 501 F.3d 493, 504
(6th Cir. 2007) (“Bledsoe II”). Indeed, “the fraudulent claim is ‘the sine qua non of a False
Claims Act violation.’” Sanderson v. HCA-The Healthcare Co., 447 F.3d 873, 878 (6th Cir.
2006) (citation omitted)). Thus, the Sixth Circuit has “imposed a strict requirement that relators
identify actual false claims.” Chesbrough, 655 F.3d at 472.5

5

See also U.S. ex rel. SNAPP, Inc. v. Ford Motor Co., 618 F.3d 505, 514 (6th Cir. 2010) (“SNAPP II”) (list of
government contracts together with the amount of payments alleged to have been paid by the government
pursuant to those contracts did not amount to a claim sufficient to meet the pleading standards required by Rule
9(b)); U.S. ex rel. Marlar v. BWXT Y-12, LLC, 525 F.3d 439, 447 (6th Cir. 2008) (existence of false work-injury
reports insufficient to support allegation that the reports were used by defendant to certify to the government its
performance regarding work-injury standards); Sanderson, 447 F.3d at 877 (detailed description of fraudulent
accounting methodology without reference to specific claim filed with the government failed to meet pleading
standards under Rule 9(b)).

7
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Here, Relators do not allege that Otsuka itself submitted false claims for payment.
Instead, they are proceeding on the theory that Otsuka somehow caused others to submit false
claims for payment to government healthcare programs. (See SAC ¶ 25.) Relators, however, do
not identify any false claims submitted to the government. Instead they describe what they claim
to be an off-label promotion scheme and essentially ask the Court to presume that healthcare
providers and pharmacies submitted claims for payment to government payors for off-label and
noncovered and nonpayable uses. (See id. ¶ 259.) Such pleading is not sufficient in this Circuit:
“Rule 9(b) does not permit a False Claims Act plaintiff merely to describe a private scheme in
detail but then to allege simply . . . that claims requesting illegal payments must have been
submitted, were likely submitted or should have been submitted to the Government.” Sanderson,
447 F.3d at 877 (internal quotation marks and citation omitted). The SAC should be dismissed
for this reason alone.
Moreover, although the Sixth Circuit has not foreclosed the possibility that it “may apply
a ‘relaxed’ version of Rule 9(b) in certain situations,” Chesbrough, 655 F.3d at 471, it has not yet
done so, and the SAC alleges no facts that would support a relaxed version of Rule 9(b) here. In
this regard, the Chesbrough court recognized that other courts have relaxed “the requirement that
a relator identify an actual false claim . . . when, even though the relator is unable to produce an
actual billing or invoice, he or she has pled facts which support a strong inference that a claim
was submitted.” Id. The Chesbrough court noted that “[s]uch an inference may arise when the
relator has ‘personal knowledge that the claims were submitted by Defendants . . . for payment.’”
Id. (citations omitted). Here, however, as in Chesbrough, Relators “lack [] personal knowledge
of billing practices or contracts with the government.”

Id. at 471-72; see also U.S. ex rel.

McMullen v. Ascension Health, No. 3-12-0501, 2013 WL 6073549, at *4 (M. D. Tenn. Nov. 18,

8
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2013) (declining to relax Rule 9(b) standard where relator “pled no facts to indicate he
personally knows that any specific false claims were actually submitted by Defendants”); U.S. ex
rel. Winkler v. BAE Sys., Inc., 957 F. Supp. 2d 856, 870-73 (E.D. Mich. 2013) (same). Indeed,
Relators – who never worked for Otsuka – admit they lack such knowledge. (SAC ¶ 24.)
The Chesbrough court further determined that Rule 9(b) should not be relaxed where, as
here, “[t]o conclude that a claim was presented requires a series of assumptions.” 655 F.3d at
472. Relators do not identify a single federal healthcare program beneficiary for whom any offlabel prescription for ABILIFY was written, let alone one that was written as a result of improper
promotion by an Otsuka representative. Nor do they allege that any healthcare provider who
purportedly was the recipient of improper promotion treated patients that received benefits from
any government healthcare programs. Relators therefore ask the Court to assume – based on
their generalized allegations of off-label promotion – that providers, in fact, prescribed ABILIFY
for off-label use. They further ask the Court to assume – based on their generalized allegations
regarding government reimbursement for ABILIFY – that improper claims were submitted to the
government.6 The Chesbrough court, however, concluded that such assumptions do not “support
a strong inference – rather than simply a possibility – that a false claim was presented to the
government.” Chesbrough, 655 F.3d at 472; see also McMullen, 2013 WL 6073549, at *4 (“The
assumptions stacked on assumptions, stacked on more assumptions, in the Amended Complaint
do not support a ‘strong inference’ of a fraudulent scheme and presentment of false claims to
warrant application of a ‘relaxed’ Rule 9(b) pleading standard.”). The same conclusion is

6

Although Relators complain that BMS and Otsuka representatives marketed to child and adolescent
psychiatrists, Relators readily acknowledge (as they must) that ABILIFY was approved for child and adolescent
uses during most of the relevant time frame. (See SAC ¶¶ 125-128.) In light of this fact, Relators’ allegations
regarding the number of prescriptions written by child and adolescent providers (see id. ¶¶ 172, 187-190) do not
support the inference that prescriptions, in fact, were written for off-label use.

9
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warranted here. Because Relators have “no personal knowledge that claims . . . were presented
to the government, nor do they allege facts that strongly support an inference that such [claims]
were submitted,” they provide no basis to depart from the Sixth Circuit’s “strict requirement that
relators identify actual false claims.” Chesbrough, 655 F.3d at 472; see also U.S. ex rel. Nathan
v. Takeda Pharms. N.A., Inc., 707 F.3d 451, 458 (4th Cir. 2013) (failure to allege that providers
“wrote any off-label prescriptions that were submitted to the government for payment” was “a
critical omission in a case brought under the [FCA]”); Hopper v. Solvay Pharms., Inc., 588 F.3d
1318, 1326 (11th Cir. 2009) (FCA complaint insufficient where it “does not identify a single
physician who wrote a prescription [with knowledge or intent that the cost of filling that
prescription will be borne by the federal government], does not identify a single pharmacist who
filled such a prescription, and does not identify a single state healthcare program that submitted a
claim for reimbursement to the federal government”).
2.

The SAC Fails to Allege a Fraudulent Scheme by Otsuka.

Not only do Relators fail to identify a single false claim that was submitted to the
government, they also fail to allege with particularity facts to support the existence of “a scheme
that constitutes ‘fraud’ within the meaning of the FCA.” See Chesbrough, 655 F.3d at 467. A
claim is only actionable under the FCA if the defendant “aimed to extract from the government
‘money the government otherwise would not have paid.’” Id. (quoting Mikes v. Straus, 274 F.3d
687, 696 (2d Cir. 2001)). Here, the SAC is devoid of any factual allegations regarding a scheme
to defraud by Otsuka.
(a)

The SAC Fails to Allege an Off-Label Marketing Scheme.

Relators allege in conclusory fashion that “Defendants illegally marketed and promoted
Abilify for off-label, non-compendia use.” (SAC ¶ 83.) In particular, Relators allege that
“Defendants” improperly promoted ABILIFY to physicians treating primarily pediatric
10
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populations (id. ¶¶ 137(2)-201) and to physicians treating primarily elderly patients (id. ¶¶ 202227). The facts alleged do not support Relators’ conclusions with respect to Otsuka.
First, even if calling on physicians who treated primarily elderly patients were improper,
the facts alleged do not support Relators’ conclusory assertions that Otsuka did so. Indeed,
Relators allege no conduct by Otsuka with respect to the promotion of ABILIFY to physicians
treating primarily elderly patients. (See SAC ¶¶ 202-227.) Relators’ allegations pertain solely to
the marketing of ABILIFY to “nursing homes” and “long-term-care facilities” – institutional
providers to which Otsuka is not alleged to have marketed. (Compare id. ¶¶ 202-227 with id.
¶ 144(1).) In light of this, it is not surprising that Relators describe only BMS sales divisions and
refer only to BMS employees. (See id. ¶¶ 203, 204, 206-208, 211-215, 217, 219, 220; see also
id. ¶¶ 142(1), 234-239.) Not a single allegation in the SAC describes conduct by Otsuka with
respect to elderly patients. Nevertheless, Relators use the terms “Defendants” and “Defendants’
sales representatives” throughout the SAC in an obvious effort to improperly impute to Otsuka
the purported conduct of BMS. (See, e.g., id. ¶¶ 202-205, 208, 210, 220-224, 265-267, 270-272.)
As noted above, such allegations cannot survive scrutiny under Rule 9(b). See Corporate
Compliance Assocs., 2014 WL 3905742, at *19 (granting motion to dismiss where the
“complaint vaguely attribute[d] the alleged fraudulent statements to ‘defendants’” (internal
quotation marks and citation omitted)). Having alleged no facts pertaining to Otsuka with
respect to the purported off-label promotion to physicians treating primarily elderly patients,
Relators cannot pursue such claims against Otsuka.
Second, Relators do not allege facts plausibly suggesting that Otsuka engaged in off-label
promotion to physicians treating primarily pediatric populations. All Relators allege is that
certain Otsuka representatives in Arizona and Ohio were assigned and/or called on child and

11
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adolescent psychiatrists and providers who had not been surveyed for appropriateness. (SAC
¶¶ 148(1), 140(2), 169, 186, 194, 231, 232.) With respect to Arizona, Relators allege only that
two Otsuka representatives were “assigned child psychiatrists.” (Id. ¶¶ 186, 231.) With respect
to Ohio, Relators allege that “BMS and Otsuka sales teams made calls on child and adolescent
psychiatrists,” that two Otsuka representatives had call lists containing “providers who treated
patient classes for whom there were no approved indications,” that an Otsuka representative had
“high quintile child and adolescent providers on his ‘bucket list’” and that a child and adolescent
psychiatrist was identified by an Otsuka representative in April 2010 (when ABILIFY had
multiple child and adolescent indications) as a top prescriber for ABILIFY. (Id. ¶¶ 148(1),
140(2), 186, 194, 232.) The SAC contains no further detail regarding Otsuka’s purported
promotion of ABILIFY to providers treating primarily pediatric patients.
Indeed, glaringly absent from the SAC is any allegation regarding what Otsuka
representatives purportedly represented to healthcare providers to induce them to prescribe
ABILIFY off-label (or on-label, for that matter).7 In fact, with respect to Otsuka, the SAC is
utterly devoid of the detail required by Rule 9(b). Relators do not allege, as they must, “the
‘who, what, when, where, and how’ of the alleged fraud.” Sanderson, 447 F.3d at 877 (citation
omitted). Given that Relators did not work for Otsuka, it is not surprising that Relators are
unable to allege the necessary detail regarding Otsuka’s conduct. Relators’ lack of knowledge
regarding Otsuka’s practices, however, does not relieve them of their obligation to plead fraud
with particularity and it does not allow them to ask the Court to assume that Otsuka’s practices
were improper.
7

The fact that a provider treats “patient classes for whom there were no approved indications” (id. ¶ 148(1)),
does not exclude the possibility that the provider also treats patients for whom there were approved indications.
Thus, even if, as alleged, Otsuka representatives called on such providers, the inference that the content or
intent of the calls was to promote ABILIFY for off-label uses is wholly unsupported.

12
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At bottom, however, this is exactly what the Relators are doing. They ask this Court to
assume that (i) Otsuka representatives promoted ABILIFY for off-label uses rather than for its
approved uses; (ii) physicians were induced by such unspecified promotion to prescribe
ABILIFY for off-label uses rather than for its approved uses and (iii) such unspecified off-label
prescriptions resulted in the submission of improper claims for reimbursement to government
agencies. The facts alleged, however, do not plausibly suggest that any of these things occurred
and Relators have utterly failed to allege the detail required by Rule 9(b).
Third, even assuming Relators had sufficiently alleged that Otsuka engaged in off-label
promotion, their FCA claim still would fail as they do not allege that Otsuka’s purported conduct
resulted in the submission of a false claim. See Winkler, 957 F. Supp. 2d at 870-73 (finding that
relator failed to allege a “false or fraudulent scheme” where relator failed to allege facts
suggesting that defendants’ conduct resulted in a false claim). Here, Relators’ specific theory of
falsity with respect to their off-label promotion allegations is unclear. (Compare SAC ¶ 288 with
id. ¶ 259.) To the extent Relators contend that claims were false or fraudulent solely because of
Otsuka’s purported off-label promotion (see id. ¶ 288), their allegations must fail because offlabel promotion, by itself, is not sufficient to state a claim under the FCA. This is because
“compliance with the [Food, Drug, and Cosmetics Act (FDCA)]’s misbranding provisions . . . is
not a condition impacting whether the Government might actually refuse payment.” U.S. ex rel.
Simpson v. Bayer Corp., No. 05-3895, 2014 WL 2112357, at *2 (D.N.J. May 20, 2014).8 As the
Sixth Circuit held in Chesbrough, “it is not the violation of a regulation itself that creates a cause
of action under the FCA.” 655 F.3d at 468. “Rather, noncompliance constitutes actionable fraud
8

As Relators acknowledge, “[t]he FDCA does not prohibit physicians from prescribing an FDA-approved drug
for unapproved off-label uses.” (SAC ¶ 29.) See also Buckman Co. v. Pls.’ Legal Comm., 531 U.S. 341, 350
(2001) (“‘[O]ff-label’ usage of medical devices . . . is an accepted and necessary corollary of the FDA’s mission
to regulate in this area without directly interfering with the practice of medicine.”).
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[under the FCA] only when compliance is a prerequisite to obtaining payment.” Id. Relators do
not – and cannot – allege facts plausibly suggesting that Otsuka’s compliance with the FDCA
was a prerequisite for the government to pay unnamed claimants on unspecified claims.9
To the extent Relators contend that claims were false or fraudulent because healthcare
providers sought reimbursement for uses that were not covered or payable by federal healthcare
programs (see SAC ¶ 259), Relators do not sufficiently so allege.10 As discussed in Section
I.A.1, Relators fail to identify even a single claim submitted to any healthcare program seeking
reimbursement for a “non-reimbursable” use of ABILIFY. They do not even attempt to tie the
submission of any such claim to Otsuka’s purported conduct. For all these reasons, Relators
have failed to allege a false or fraudulent scheme as is required to assert an FCA claim.
(b)

The SAC Fails to Allege a Kickback Scheme.

The facts alleged also do not plausibly suggest that Otsuka violated the AKS and the
SAC fails to allege any AKS violation by Otsuka with particularity. In the section of the SAC
that purports to contain Relators’ kickback allegations, Relators assert in conclusory fashion that
“Defendants offered physicians and ‘key influencers’ incentives . . . as an inducement to
prescribe Abilify” and that “Defendants’ conduct violated the Anti-Kickback Statute and known
conditions of payment in government healthcare programs.”

(SAC ¶¶ 257-258 (emphasis

9

For the same reason, Relators’ assertion that Otsuka’s purported conduct violated its Corporate Integrity
Agreement does not give rise to an FCA violation. (See, e.g., SAC ¶¶ 6, 139(1).)

10

Notably, the SAC contains general, conclusory allegations regarding prescription drug payments under various
healthcare programs (see id. ¶¶ 50-78), and then asserts, also in conclusory fashion, that “[a]s a condition of
payment of Medicare, Medicaid and other government healthcare programs, claims can be submitted only for
‘covered outpatient drugs,’” which Relators define as drugs “used for a medically-accepted indication,
including a use approved by its label or approved by published compendia authorized by the Medicaid
statute.” (Id. ¶ 79.) This legal conclusion – which the Court is not required to accept in ruling on this motion –
cannot be squared with Relators’ allegations regarding Medicaid coverage. In particular, Relators acknowledge
(as they must) that some states permit coverage of a drug where the prescribed use is an off-label noncompendia use. (See id. ¶ 59 (alleging that “[m]ost states restrict coverage of drugs in accord with the Social
Security Act, including the federal restrictions on medically-accepted indications” (emphasis added).)
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added).) However, the paragraphs of the SAC leading up to these conclusory assertions relate
solely to purported conduct by BMS – not Otsuka. (See id. ¶¶ 249-256.)11 Relators allege no
facts from which the Court could draw any inference that Otsuka engaged in violations of the
AKS. See U.S. ex rel. Nunnally v. West Calcasieu Cameron Hosp., 519 F. App’x 890, 894 (5th
Cir. 2013) (affirming dismissal of FCA claim based on violation of the AKS where relator’s
complaint “merely offer[ed] sweeping and conclusory allegations of ‘verbal agreements’
between [defendant] and ‘various physicians,’ without a shred of detail or particularity”). Nor do
Relators allege any facts showing that claims “resulting from a violation” of the AKS by Otsuka
were submitted to the government. 42 U.S.C. § 1320a-7b(g). Relators thus have failed to allege
that Otsuka engaged in a fraudulent scheme.
3.

The SAC Fails to Adequately Allege Scienter.

The FCA defines “knowing” or “knowingly” to “(A) mean that a person, with respect to
information— (i) has actual knowledge of the information; (ii) acts in deliberate ignorance of the
truth or falsity of the information; or (iii) acts in reckless disregard of the truth or falsity of the
information.” 31 U.S.C. § 3729(b)(1). “The requisite intent is the knowing presentation of what
is known to be false, as opposed to negligence or innocent mistake.” Mikes, 274 F.3d at 703
(internal quotation marks and citation omitted); U.S. ex rel. Lamers v. City of Green Bay, 168
F.3d 1013, 1020 (7th Cir. 1999) (“violation of [federal] regulations are not fraud unless the
violator knowingly lies to the government about them”). The SAC alleges no facts that plausibly
suggest Otsuka acted knowingly within the meaning of the FCA. Among other deficiencies, it
does not allege facts plausibly suggesting that Otsuka representatives knowingly promoted
11

In a different section of the SAC, Relators allege that an Otsuka representative “reported that he was working
on a free trip for Dr. Cresci to the Kentucky Horse Park.” (SAC ¶ 194.) However, Relators do not allege that
any such trip ever was provided to Dr. Cresci. Nor do Relators identify any prescriptions written by Dr. Cresci
– much less any claims submitted to any government agency in connection with any such prescriptions.
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ABILIFY off-label, that Otsuka knew that any provider was prescribing ABILIFY for off-label
use or that any provider was treating patients who participated in federal healthcare programs.
Relators’ conclusory assertions regarding the purported “knowing conduct” of “Defendants” (see
SAC ¶¶ 259-291) are unsupported by the facts alleged. Indeed, despite Relators’ repeated use of
the word “Defendants” throughout this section, they do not allege a single fact pertaining to
Otsuka. (Id.) For this additional reason, Relators have not stated a claim under § 3729(a)(1)(A).
B.

The SAC Does Not Plausibly Allege a Violation of Section 3729(a)(1)(B).

Section 3729(a)(1)(B) of the FCA prohibits “knowingly [making, using, or causing] to be
made or used, a false record or statement material to a false or fraudulent claim.” Although
proof of presentment is not necessary, “proof of a false claim is required.” Marlar, 525 F.3d at
447. Thus, as the Sixth Circuit has held, a relator cannot “skirt” the pleading requirements for a
§ 3729(a)(1)(A) claim by alleging violations of § 3729(a)(1)(B). Chesbrough, 655 F.3d at 47273. Because Relators have not adequately pled a false claim, see § I.A.1, supra, they have not
stated a claim under § 3729(a)(1)(B). See Chesbrough, 655 F.3d at 473.
Moreover, to plead a claim under Section 3729(a)(1)(B) with the particularity required by
Rule 9(b), Relators “must provide sufficient details regarding the time, place and content of [the]
alleged false statements . . . and the manner in which the false statements” were material to a
false or fraudulent claim. U.S. ex rel. SNAPP, Inc. v. Ford Motor Co., 532 F.3d 496, 505 (6th
Cir. 2008). The SAC provides no such detail. Indeed, the full extent of Relators’ allegations
regarding Section 3729(a)(1)(B) is their conclusory assertion that “Defendants also caused to be
made or used false records or statements material to a false claim in violation of 31 U.S.C.
§ 3729(a)(1)(B). Each illegal promotion material used to promote a drug off-label was a false
record or statement material to a false claim.” (SAC ¶ 324.) The SAC, however, does not
provide any details regarding the time, place or content of the purported “promotion material”
16
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Relators identify as the “statements” underlying their § 3729(a)(1)(B) claim. Nor does the SAC
allege how the “promotion material” was “material” to the (unidentified) false or fraudulent
claims. See 31 U.S.C. § 3729(b)(4) (defining materiality as “having a natural tendency to
influence, or be capable of influencing, the payment or receipt of money or property”). For this
additional reason, Relators have not stated a claim under § 3729(a)(1)(B). See U.S. ex rel.
Worsfold v. Pfizer Inc., No. 09-11522-NMG, 2013 WL 6195790, at *9 (D. Mass. Nov. 22, 2013)
(dismissing § 3729(a)(1)(B) claims where Relators’ allegations were “devoid of any statements
made by specific employees of Pfizer to any physicians in order to promote the off-label uses of
[the drugs at issue], much less any false statements”).
C.

The SAC Does Not Plausibly Allege a Reverse False Claim.

The “reverse false claims” provision of the FCA imposes liability on a defendant who
“knowingly makes, uses, or causes to be made or used, a false record or statement material to an
obligation to pay or transmit money or property to the Government, or knowingly conceals or
knowingly and improperly avoids or decreases an obligation to pay or transmit money or
property to the Government.” 31 U.S.C. § 3729(a)(1)(G). Whereas subsections (a)(1)(A) and
(a)(1)(B) protect payments by the United States, subsection (a)(1)(G) protects the integrity of
payments owed or made to the United States. The SAC alleges in conclusory fashion that
Defendants “received overpayments from government healthcare programs and failed to return
the money to the Government in a timely manner.” (SAC ¶ 325.) Relators, however, do not
identify any “obligation to pay or transmit money or property to the Government” that
Defendants improperly avoided or decreased. See 31 U.S.C. § 3729(a)(1)(G). For this reason,
their § 3729(a)(1)(G) allegations fail. See Chesbrough, 655 F.3d at 473 (affirming dismissal of
reverse false claim allegations where relators did not identify “any concrete obligation owed to
the government” by the defendant “at the time an allegedly false statement was made”).
17
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D.

The SAC Does Not Plausibly Allege a Conspiracy.

Because Relators’ claims under § 3729(a)(1)(A), (B) and (G) are insufficient, their claim
for conspiracy also must be dismissed. See Winkler, 957 F. Supp. 2d at 876 (dismissing FCA
conspiracy claim where relator “fail[ed] to sufficiently plead a violation of §§ 3729(a)(1)(A) or
(B)”). Moreover, the SAC does not allege any facts plausibly suggesting that Otsuka entered
into a conspiracy to violate the FCA. See id. Relators’ allegations regarding the co-promotion of
ABILIFY by Otsuka and BMS are not sufficient. All Relators allege in this regard is that BMS
and Otsuka worked together to promote ABILIFY in the same territories. (See SAC ¶¶ 137(1)151(1).) Relators allege no facts even suggesting an agreement between BMS and Otsuka to
commit fraud much less facts showing “who conspired to violate subsections (A) or (B) or what
acts were taken in furtherance of the conspiracy and when.” Winkler, 957 F. Supp. 2d at 876.
For this additional reason, the conspiracy claim must be dismissed. See U.S. ex rel. Dennis v.
Health Mgmt. Assocs., Inc., No. 3:09-cv-00484, 2013 WL 146048, at *17 (M.D. Tenn. Jan. 14,
2013) (“general allegations of a conspiracy, without supporting facts to show when, where or
how the alleged conspiracy occurred, amount to only a legal conclusion and are insufficient to
state a cause of action”).
II.

THE SAC FAILS TO STATE A CLAIM FOR VIOLATION OF THE STATE
FALSE CLAIMS ACTS (COUNTS II-XXX).
The relevant elements of the state false claims acts are identical or substantially similar to

those of the federal FCA.12 Accordingly, Relators’ state claims are subject to dismissal for the

12

Cal. Gov’t Code § 12651; Colo. Rev. Stat § 25.5-4-305; Conn. Gen. Stat. § 17b-301b (repealed 2014); 6 Del.
Code § 1201; Fla. Stat. Ann. § 68.082(2); Ga. Code Ann. § 49-4-168.1; Haw. Rev. Stat. Ann. § 661-21(a); 740
Ill. Comp. Stat. Ann. 175/3; Ind. Code Ann. § 5-11-5.5-2; Iowa Code § 685.2; La. Rev. Stat. Ann. § 46:438.3;
Md. Health-Gen. Code Ann. §2-602; Mass. Gen. Laws Ann. ch. 12, § 5B; Mich. Comp. Laws §§ 400.603400.607; Minn. Stat. § 15C.02; Mont. Code Ann. § 17-8-403; Nev. Rev. Stat. Ann. § 357.040; N.J. Stat. Ann. §
2A:32C-3; N.M. Stat. Ann. § 27-14-4; N.Y. State Fin. Law § 189; N.C. Gen. Stat. § 1-607; Okla. Stat. Ann. tit.
(cont’d)
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same reasons that Relators’ federal claims fail. See, e.g., U.S. ex rel. Grenadyor v. Ukranian
Vill. Pharm., Inc., No. 09 C 7891, 2013 WL 6009261, at *6 (N.D. Ill. Nov. 7, 2013) (explaining
that Illinois, Georgia and Massachusetts FCAs were “modeled after and interpreted consistent
with the [federal] FCA”; concluding that “[s]ince the Court has dismissed Relator’s FCA claims,
his state law statutory claims fail for the same reasons”); Chen v. EMSL Analytical, Inc., 966 F.
Supp. 2d 282, 305 (S.D.N.Y. 2013) (New York state claim failed for same reason as federal FCA
claim); Dennis, 2013 WL 146048 at *6 (Tennessee) (similar).
Moreover, Relators allege no conduct in any of the States on whose behalf they purport to
sue. All of the conduct described in the SAC occurred in either Arizona or Ohio. Relators
therefore have failed to allege with particularity a violation of any of the state false claims acts
that they purport to invoke. Cf. U.S. ex rel. Fox RX, Inc. v. Omnicare, Inc., No. 1:11-cv-962WSD, 2013 WL 2303768, at *7 (N.D. Ga. May 17, 2013) (“Relator’s contention, that
Defendants’ ‘nationwide’ conduct should be inferred from the conduct for which Relator alleges
actual information, is exactly what is proscribed by Rule 9(b).”).
In addition to suffering from these general – and fatal – pleading deficiencies, Relators’
Maryland (Count XVI) and New Mexico (Count XXII) claims fail for additional reasons.
Maryland does not permit a relator to pursue qui tam claims where, as here, the state government
has not intervened. See Md. Health-Gen. Code Ann. §2-604(a)(1), (7). New Mexico does not
permit a relator to pursue qui tam claims where, as here, it has not obtained a written
determination by the state that there is substantial evidence that a violation occurred. N.M. Stat.
Ann. § 27-14-7E(2). In addition, New Mexico allows only “affected persons” to bring such
________________________
(cont’d from previous page)
63, § 5053.1; R.I. Gen. Laws § 9-1.1-3; Tenn. Code Ann. § 71-5-182; Tex. Hum. Res. Code Ann. § 32.039; Va.
Code Ann. § 8.01-216.3; Wash. Rev. Code Ann. 74.66.020; Wis. Stat. Ann. §20.931; D.C. Code § 2-381.02.
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claims, and Relators allege no facts suggesting they are “affected persons” under New Mexico
law. N.M. Stat. Ann. § 27-14-7B.
Finally, several of the state FCA statutes invoked by Relators were not in effect during
much of the relevant time frame. See, e.g., Colo. Rev. Stat § 25.5-4-304 et seq. (effective May
26, 2010); Conn. Gen. Stat. § 17b-301 et seq. (effective Oct. 5, 2009) (repealed 2014); Iowa
Code § 685.1 et seq. (effective July 1, 2010); Minn. Stat. § 15C.02 et seq. (effective July 1,
2010); Wash. Rev. Code Ann. 74.66.005 et seq. (effective June 7, 2012). Relators cannot pursue
claims under non-retroactive state FCA statutes to the extent they are based on claims submitted
prior to the statute’s effective date.
CONCLUSION
For the foregoing reasons, Otsuka respectfully requests that this Court dismiss Relators’
SAC in its entirety, with prejudice.
Dated: October 8, 2014
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United States District Court, E.D. Virginia,
Alexandria Division.
UNITED STATES of America, ex rel. Mike
AHUMADA, Plaintiff,
v.
NATIONAL CENTER FOR EMPLOYMENT OF
THE DISABLED, et al., Defendants.
Civil Action No. 1:06–cv–713.
May 22, 2013.
Victor Michael Glasberg, Victor M. Glasberg &
Associates, Alexandria, VA, for Plaintiff.
Lynn Forgrieve Jacob, Williams Mullen, Jeremy
Stephen Byrum, McGuirewoods LLP, Richmond,
VA, Anthony Hotchkiss Anikeeff, William Alexander Wozniak, Williams Mullen, McLean, VA, Benjamin Joseph Lambiotte, III, Garvey Schubert &
Barer, John Francis Henault, Jr., Perkins Coie LLP,
Charles William Mcintyre, Jr., Franklin Darley Annand, McGuirewoods LLP, Washington, DC, for
Defendant.
MEMORANDUM OPINION
CLAUDE M. HILTON, District Judge.
*1 This matter comes before the Court on Defendant Green Bay Packaging, Inc.'s Motion to Dismiss, Defendant International Paper Company's
Motion to Dismiss, Defendant NISH's Motion to
Dismiss, Defendant Weyerhaeuser Company's Motion to Dismiss, and Defendant Smurfit Stone Container Corporation's Motion to Dismiss. Also before
the Court is Plaintiff's Motion for Leave to File an
Amended Complaint.
Relator, Mike Ahumada, filed Counts I through
IV of his Complaint on behalf of the United States
on June 20, 2006 against his former employer, the
National Center for Employment of the Disabled
(“NCED”), Robert E. Jones (“Bob Jones”) and Defendant Does 1 through 100. The original Com-

plaint alleged Defendants submitted false claims
and statements while performing on a government
contract, in violation of the False Claims Act
(“FCA”), 31 U.S.C. § 3729(a)(1), (a)(2) and (a)(7).
The Complaint also alleged unlawful retaliation in
Count V against NCED and Bob Jones on his own
behalf in violation of the FCA, 31 U.S.C. § 3730(h)
. The Relator alleged NCED falsely represented to
the government that the boxes, containers and
sleeves the government purchased were manufactured by severely disabled individuals as required
by the Javits Wagner O'Day Act (“JWOD”) and
NCED benefitted from these false representations
by securing lucrative federal contracts to which it
was not entitled.
NCED, located in El Paso, TX, participated in
a program under the Javits Wagner O'Day Act
(“JWOD”) wherein NCED had contracts to produce
corrugated paper containers for civilian government
clients, including the United States Postal Office.
The JWOD was enacted to provide employment opportunities for individuals who are blind and/or
severely disabled by requiring the federal government to procure certain services and items from
“qualified nonprofit agencies.” 41 U.S.C. § 48
(2006); 41 C.F.R. § 51–1.1(a) (2006). To be considered a “qualified nonprofit agency” eligible for
the JWOD program participation, at least 75 percent of the direct labor hours required to provide
the products or services to the government must be
performed by severely disabled individuals employed by the nonprofit agency. 41 U.S.C. §
48(b)(4)(c)(2006). During the time of the alleged
fraud, Bob Jones was the Chief Executive Officer
and President of NCED.
Further, Relator alleged that NCED falsely represented the costs of the containers to the government by failing to disclose or otherwise concealing
information concerning rebates paid by suppliers
and by failing to disclose the lowest bids for work
and supplies. Over a year later, Relator filed the
First Amended Complaint (“FAC”) to include five
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additional named Defendants. Counts I through IV
are against all of the Defendants and Count V asserts a claim only against NCED and Bob Jones. In
the FAC, the Relator alleges that Green Bay Packaging, Smurfit, International Paper Co., Weyerhaeuser Co. (collectively, the “Manufacturing Defendants”), and NISH (formerly known as the National Industries for the Severely Handicapped)
conspired with Jones and NCED to “present false
claims, and or otherwise caused false claims to be
presented to the United States for payment.” Relator alleges the containers provided to NCED by the
Manufacturing Defendants were not manufactured
by the severely disabled as required by the JWOD
and that because the containers were pre-printed
with NCED's Box Manufacturing Certificate, the
containers “falsely represented that NCED made
the boxes, and therefore falsely represent[ed] that
75% of the direct labor that went into making the
boxes was performed by severely disabled workers.” Among other allegations, Relator claims the
Manufacturing Defendants “fabricated complete or
nearly complete containers for NCED” but “issued
false invoices to NCED for ‘raw sheet’ of corrugated cardboard ...”
*2 Accordingly, the United States intervened
regarding some, but not all, of the claims against
NCED and Bob Jones and declined to intervene as
to the remaining Defendants in September of 2012.
After a settlement agreement between the United
States, Defendants NCED and Bob Jones, and the
Relator, the Court ordered the United States to submit an Order of Dismissal as to NCED and Bob
Jones. Thereafter, the FAC was served upon the remaining parties.
Defendant Green Bay Packaging, Inc. (“GBP”)
filed a motion to dismiss the FAC pursuant to Rule
12(b)(6) and Rule 9(b) of the Federal Rules of Civil
Procedure for failure to state a claim upon which
relief can be granted under the False Claims Act, 31
U.S.C. § 3729 –32 et. seq., and failure to plead the
circumstances of the alleged fraud with particularity. Counts I–IV of the FAC are asserted against

GBP. GBP is a privately held manufacturer of paperboard packaging that supplied products to
NCED whom allegedly, along with the other Defendants, conspired to present false claims and/or
otherwise caused false claims to be presented to the
Government for payment.
Likewise, Defendant RockTenn CP, LLC,
formerly known as Smurfit Stone Container Corporation (“Smurfit”) filed a Motion to Dismiss the
FAC for failure to state a claim under the FCA because the FAC fails to plead fraud with the particularity required by Rule 9(b). In addition, Smurfit asserts this Court lacks subject matter jurisdiction
over the claims because they are precluded by the
public disclosure bar of the FCA, 31 U.S.C. §
3730(e)(4). Defendant NISH also agrees the FAC
should be dismissed pursuant to Fed.R.Civ.P.
12(b)(1) for lack of subject matter jurisdiction under the FCA's public disclosure bar because the allegations against them are clearly derived from prior public disclosures. Namely, newspaper articles
from The Oregonian and the El Paso Times and a
civil complaint that NCED filed against NISH in
Texas state court which all appeared in the public
domain before the Relator amended the Complaint
in June 2007 to add the additional named Defendants. NISH also asserts the heightened pleading
standard of Rule 9(b) has not been met and the FAC
cannot survive a motion to dismiss.
Defendant
Weyerhaeuser
Company
(“Weyerhaeuser”) moves this Court to dismiss the
FAC pursuant to 12(b)(6) and 9(b) of the Federal
Rules of Civil Procedure as well. Defendant International Paper Company (“International Paper”)
moves to dismiss the FAC for the same reasons.
In order to survive a Rule 12(b)(6) motion to
dismiss, a complaint must set forth “a claim for relief that is plausible on its face.” Ashcroft v. Iqbal,
556 U.S. 662, 678, 129 S.Ct. 1937, 173 L.Ed.2d
868 (2009) (quoting Bell Atl. Corp. v. Twombly,
550 U.S. 544, 570, 127 S.Ct. 1955, 167 L.Ed.2d
929 (2007)). Factual allegations, although assumed
to be true, must still “be enough to raise a right to
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relief above the speculative level.” Twombly, 550
U.S. at 555. While the Court must construe the
FAC in the Relator's favor, accepting all factual allegations and inferences as true, the FAC must assert more than bare legal conclusions. Mylan Labs.,
Inc. v. Matkari, 7 F.3d 1130, 1134 (4th Cir.1993);
Taubman Realty Grp. L.P. v. Mineta, 320 F.3d 475,
479 (4th Cir.2003). Furthermore, lack of compliance with Rule 9(b)'s pleading requirements is
treated as a failure to state a claim under Rule
12(b)(6).
Harrison v. Westinghouse Savannah
River Co., 176 F.3d 776, 783–84, n. 5.
*3 A relator must plead four essential elements
to state a claim under the FCA: (1) a false statement
or fraudulent course of conduct; (2) made or carried
out with the requisite intent, i.e., with actual knowledge or deliberate ignorance or reckless disregard
of the truth or falsity of the information; (3) that
was material; and (4) caused the government to pay
out money or forfeit money due. Id. at 788. A FCA
action is an action in fraud, and thus a relator must
comply with the heightened pleading standards of
Rule 9(b) of the Federal Rules of Civil Procedure.
The relevant portion of Rule 9(b) provides “in alleging fraud or mistake, a party must state with particularity the circumstances constituting fraud or
mistake.” The facts required to sufficiently plead
with particularity “are often referred to as the ‘who,
what, when, where, and how’ of the alleged fraud.”
United States ex rel. Wilson v. Kellogg Brown &
Root, Inc., 525 F.3d 370, 379 (4th Cir.2008). The
relator must plead “the time, place, and contents of
the false representations, as well as the identity of
the person making the misrepresentation and what
he obtained thereby.” Harrison, 176 F.3d at 784
(citation omitted). Moreover, “when a defendant's
actions, as alleged and as reasonably inferred from
the allegations could have led, but need not necessarily have led, to the submission of false claims, a
relator must allege with particularity that specific
false claims actually were presented to the government for payment.” United States ex rel. Nathan v.
Takeda Pharms. N. Am., Inc., No. 11–2077, 2013
U.S.App. LEXIS 765, at *11–12, 2013 WL 136030

(4th Cir. Jan. 11, 2013). “Underlying schemes and
other wrongful activities that result in the submission of fraudulent claims are included in the
‘circumstances constituting fraud or mistake’ that
must be pled with particularity pursuant to Rule
9(b). United States ex rel. Elms v. Accenture LLP,
341 F. App'x 869, 873 (4th Cir.2009).
Additionally, in FCA cases with multiple defendants, Rule 9(b) requires that a complaint set
forth with particularity each defendant's culpable
conduct. Accord, Apple v. Prudential–Bache Securities, Inc., 820 F.Supp. 984, 987 (W.D.N.C.1992)
aff'd 993 F.2d 228 (4th Cir.1993). Defendants cannot simply “be grouped ‘together without specification of which defendant committed which wrong.’ “
Arnlund v. Smith, 210 F.Supp.2d 755, 760
(E.D.Va.2002) (quoting Apple, 820 F.Supp. At
987); see also Ironworkers Local 16 Pens. v. Hilb,
Rogal & Hobbs, 423 F.Supp.2d 571 (E.D.Va.2006)
(citing Juntti v. Prudential–Bache Securities, Inc.,
Civ. No. 92–2066, 1993 U.S.App. LEXIS 10345, at
*2, 1993 WL 138523 (4th Cir. May 3, 1993).
“[W]hen a relator raises allegations of fraud against
multiple defendants, the complaint must apprise
each defendant of the specific nature of his or her
participation in the fraud.” Apple, 820 F.Supp. At
987.
In Count I, the Relator alleges that “All Defendants,” without specifically naming any Defendant, knowingly presented, or caused to be presented, false claims in violation of 31 U.S.C. §
3729(a)(1). Stripped of conclusory allegations,
Count I fails to set forth a plausible suggestion that
a specific Defendant submitted, or caused to be
submitted, any false claims. The FAC also fails to
plead any detailed allegations against GBP, much
less allegations sufficient to inform GBP against
what fraudulent act it is to defend. Count I makes
general assertions against all of the Manufacturing
Defendants without specifics of each Defendant's
alleged conduct and provides no insight into the
specific culpable conduct accused of. Relator
provides zero specifics regarding the false claims
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he alleges the Manufacturing Defendants “caused,
and/or conspired to cause” beyond conclusory assertions. These generalized allegations against multiple parties are insufficient to meet the particularity
requirements of Rule 9(b).
*4 In addition to failing to identify the “who”
of the alleged fraud by grouping the Manufacturing
Defendants together, the Relator fails to allege the
“what, when, where, and how” of the false claims
he alleges the Manufacturing Defendants submitted,
or caused to be submitted, to the Government. See
Wilson, 525 F.3d at 379. The FAC is devoid of any
particularized facts. Not a single employee, specific
communication, the specific products shipped, or a
specific invoice that was submitted to the Government is mentioned.
Relator generally and conclusory alleges that
the Manufacturing Defendants provided NCED
with (1) false invoices for raw sheets when they
were actually supplying nearly final products; (2)
false invoices inflating the price of the containers
and not disclosing price rebates; and (3) containers
falsely marked with NCED's Box Manufacturing
Certificate. The FAC provides no details such as
the dates the claims were submitted, the government agencies to which the claims were submitted,
the identity of the Manufacturing Defendant that
produced the containers in question, the content of
the forms or the bills submitted, and the amounts of
money charged to the government. While Relator
claims to have such information, he fails to allege
specific facts to support his allegations and therefore the FAC must be dismissed.
Relator also fails to state a claim because he
does not allege scienter, which is an essential element of any FCA claim. Harrison, 176 F.3d at 788.
A relator must allege that the defendant's violations
were committed “knowingly”—with actual knowledge that the information was untrue or with deliberate ignorance or reckless disregard of the truth or
falsity of the information. 31 U.S.C. § 3729(b)
(2006). Although intent may be alleged generally,
the relator must still plead specific facts supporting

an inference of fraud. Wilson, 525 F.3d at 379. Relator alleges no facts from which a fact finder could
infer for example that Weyerhaeuser or any other
named Defendant knowingly made a false statement or engaged in a fraudulent course of conduct.
Relator fails to show that the Manufacturing Defendants knew that NCED was selling containers to
the Government under JWOD contracts, that they
knew NCED was required to comply with JWOD's
direct labor requirement, nor that NCED was out of
compliance with the direct labor requirement. Accordingly, Counts I through IV should be dismissed. Relator also fails to allege that any contract
required the disclosure of rebates that NCED received from its suppliers nor any contract term requiring the disclosure of rebates to sufficient to
show that NCED was in fact required to disclose rebates to the government.
Furthermore, to plead a conspiracy under 31
U.S.C. § 3729(a)(3), Relator must allege with particularity facts (1) to support the formation of an
unlawful agreement between the conspirators to get
a false claim paid, and (2) at least one overt act in
furtherance of the conspiracy. See United States ex
rel. Godfrey v. KBR, INC., 360 F. App'x 407, 413
(4th Cir.2010); Harrison, 176 F.3d at 790. The conspirators must also have “agreed that the false record or statement would have a material effect on
the Government's decision to pay the false or fraudulent claim.” United States ex rel. Vuyyuru v.
Jadhav, 555 F.3d 337, 349 (4th Cir.2009). Relator
merely repeats sporadically throughout the FAC the
conclusory assertion that there was a conspiracy
therefore Count III should also be dismissed.
*5 At the time the Relator brought suit in 2006,
the FCA provided that “[n]o court shall have jurisdiction over an action under this section based upon
the public disclosure of allegations or transactions
in a criminal, civil, or administrative hearing, in a
congressional, administrative, or Government Accounting Office report, hearing audit, or investigation, or from the news media unless the action is
brought by the Attorney General or the person
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bringing the action is an original source of the information.” 31 U.S.C. § 3730(e)(4)(A)(2006). This
provision, also known as the public disclosure bar,
is designed “to prevent ‘parasitic’ qui tam actions
in which relators, rather than bringing to light independently-discovered information of fraud, simply
feed off of previous disclosures of government
fraud.” United States ex rel. Siller v. Becton Dickinson & Co., 21 F.3d 1339, 1347 (4th Cir.1994). This
public disclosure bar removes subject matter jurisdiction from the Court. Rockwell Int'l Corp. v.
United States, 549 U.S. 457, 468, 127 S.Ct. 1397,
167 L.Ed.2d 190 (2007).
Once a motion to dismiss on jurisdictional
grounds is filed, the relator bears “the burden of
proving by a preponderance of the evidence” that
the allegations are not based upon public disclosures. United States ex rel. Vuyyuru v. Jadhav, 555
F.3d 337, 348 (4th Cir.2009) (citing Rockwell, 549
U.S. at 468). If the relator carries this burden, the
public disclosure bar does not apply. Id. If the relator fails to carry the burden, he must bear the separate burden of proving that he is an “original
source.” To qualify as an original source the relator
must show (1) direct and independent knowledge of
the information on which the allegations are based,
and (2) which he voluntarily provided to the Government before filing an action under this section.
Id.; 31 U .S.C. § 3730(e)(4)(B)(2006). Accordingly, a Rule 12(b)(1) dismissal of a relator's suit is
proper if the qui tam complaint is: (1) “based upon”
information that was “publicly disclosed;” and (2)
the relator was not the “original source” of such information. Grayson v. Advanced Mgmt. Tech., Inc.,
221 F.3d 580, 582 (4th Cir.2000) (citing Siller, 21
F.3d at 1346–47).
The public disclosure bar “encompasses actions
even partly based upon prior public disclosures”
and FCA allegations are “based upon” a public disclosure where the allegations are “actually derived
from” the disclosure. Vuyyuru, 555 F.3d at 350–51.
Such public disclosures include news articles. 31
U.S.C. § 3730(e)(4)(A) (2006); United States ex

rel. Davis v. Prince, 753 F.Supp.2d 569, 591
(E.D.Va.2011). In order to avoid the FCA's public
disclosure bar, Relator must allege specific facts
demonstrating his qualifications as an “original
source.” See United States ex rel. Detrick v. Daniel
F. Young, Inc., 909 F.Supp. 1010, 1019–20
(E.D.Va. Dec.18, 1995). In order to qualify as an
“original source”, a relator must show that he has
“direct and independent knowledge of the information on which the allegations are based.” 31 U.S.C.
§ 3730(e)(4)(B)(2006). A “relator's knowledge is
‘direct’ if he acquired it through his own efforts,
without intervening agency, and it is ‘independent’
if the knowledge is not dependent on public disclosure.” Grayson, 221 F.3d at 583 (quoting Detrick, 909 F.Supp. At 1016).
*6 Starting in November 2005, the El Paso
Times —NCED's local newspaper—published several articles about NCED and its noncompliance
with the JWOD requirements. These articles publicly disclosed that Smurfit had provided corrugated
boxes to NCED and suggested that NCED violated
the FCA by subcontracting with Smurfit to produce
boxes ultimately for the Government. Employees of
NCED and the various Manufacturing Defendants
were named and quoted in the article such as
NCED's former design and customer service manager of the box plant, Jesse Cruz, and Tom Lange,
the corporate spokesman for Smurfit. The stamping
scheme was described in the article as well as naming the Manufacturing Defendants specifically. Another article was published December 6, 2005 by
the El Paso Times, again discussing NCED violating the JWOD program.
In addition to the El Paso Times articles that
specifically mention Smurfit, International Paper,
and GBP's involvement, the Oregonian ran a series
of investigative articles on the JWOD program and
NCED's violations. It was not until months later on
June 20, 2006 that Relator filed his original Complaint in this matter against NCED and Bob Jones.
Approximately one year later, on June 29, 2007, the
Relator filed his FAC under seal which added the
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Manufacturing Defendants and NISH. The allegations clearly track the news media stories and the
public disclosure clearly appears to be the basis of
Relator's claim, thus placing the burden on the Relator to show that he is the “original source” of this
information.
The Relator fails to allege specific facts
demonstrating that his knowledge of the claims asserted against the Manufacturing Defendants and
NISH is either direct or independent. Relator's conclusion that he qualifies as an original source in
paragraphs 30, 99, and 100 of the FAC fails to satisfy the heightened pleading requirement of Rule
9(b). Detrick, 909 F.Supp. At 1019–20. For Relator's knowledge to be direct and independent he
must show for example that Defendants supplied
containers to NCED while the Relator was actually
employed at NCED. Vuyurru, 555 F.3d at 352. Relator was only employed at NCED for approximately six months and there are no suggestions in the
FAC as to how Relator acquired personal knowledge of the allegations “through his own efforts,
without intervening agency” and that he was “not
dependent on public disclosure.” Grayson, 221 F.3d
at 583. If Relator did in fact have direct and independent knowledge, all the allegations would not be
as generalized.
In fact, each of the allegations regarding NISH
appear to have been lifted almost verbatim from the
March 5, 2006 article in the Oregonian, which was
published well over a year before the Relator filed
the FAC. A side-by-side comparison of the material
factual allegations in the FAC and the 2006 article
is illustrative of the “remarkable similarities”
between the two documents. The FAC states,
“From 2000 to 2004, commissions from contractors
helped boost NISH's revenue 86% percent [sic], to
$58 million in 2004.” The relevant portion of the
article states, “The commissions helped boost
NISH's revenue 86 percent over four years, to $58
million in 2004.” Before the Relator filed his FAC
in 2007, other publicly disclosed materials such as
articles in the Oregonian and El Paso Times, and a

civil complaint NCED filed against NISH in Texas
state court, also demonstrate the factual allegations
of the FAC were widely known. One such example
from the El Paso Times article from January 24,
2006 mentions NISH's compliance reviews, stating
that NCED spokesman, Marc Schwartz “offered a
detailed explanation of why discrepancies are not
arising after years of NISH audits showing NCED
to be fully compliant with requirements regarding
work by severely disabled employees.” Relator proceeds from the core factual allegations to make
bald, generalized, conclusory assertions that NISH,
purportedly “knowing” of NCED's noncompliance
with the JWOD labor requirements, caused to be
submitted or conspired with NCED to submit
NCED's false claims. Section 3730(e)(4) clearly
withdraws jurisdiction over actions even partly derived from prior public disclosures.
*7 Here again, regarding allegations against
NISH, the Relator's knowledge is neither direct nor
independent. Relator was employed at NCED in
2004 for approximately six months yet he does not
allege that any of the NISH compliance reviews,
failures to recommend NCED's expulsion from
JWOD, or fee payments from NCED occurred during that time. Therefore he could not be the original
source of the fraud allegations in this case because
he was not working for the company at that time.
Vuyurru, 555 F.3d at 352. Nothing in the FAC suggests how the Relator acquired, or could have acquired, personal knowledge of his allegations or
how Relator's job duties could have put him in a
position to learn of them.
Also before the Court is Plaintiff's Motion for
Leave to File a Second Amended Complaint. Relator seeks to file his Second Amended Complaint five
and a half years after the FAC and six and a half
years after he originally filed this case, and only
after Defendants each filed their motions to dismiss
the FAC in its entirety. The proposed Second
Amended Complaint still fails to cure the deficiencies indicated above in the FAC and therefore this
motion should be denied as futile. The specific de-
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tails added to the proposed Second Amended Complaint are all information that can be found in the
public domain and do not evidence that Relator was
in fact the original source of the information. The
Proposed Second Amended Complaint is likewise
based upon a public disclosure and this Court lacks
subject matter jurisdiction.
For the reasons stated herein, Defendants' Motions to Dismiss the First Amended Complaint
should be granted. An appropriate Order shall issue.
E.D.Va.,2013.
U.S. ex rel. Ahumada v. National Center for Employment of the Disabled
Not Reported in F.Supp.2d, 2013 WL 2322836
(E.D.Va.)
END OF DOCUMENT
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United States District Court,
S.D. New York.
UNITED STATES of America, and the State of
New York ex rel. Corporate Compliance Associates, Plaintiffs,
v.
NEW YORK SOCIETY FOR THE RELIEF OF
THE RUPTURED AND CRIPPLED, MAINTAINING THE HOSPITAL FOR SPECIAL SURGERY
d/b/a Hospital for Special Surgery, John R. Reynolds and Michael H. Kemp, Defendants.
No. 07 Civ. 292(PKC).
Signed Aug. 7, 2014.
MEMORANDUM AND ORDER
CASTEL, District Judge.
*1
Corporate
Compliance
Associates
(“Corporate Compliance”) is the relator in this qui
tam action brought under the False Claims Act, 31
U.S.C. § 3729, et seq. (the “FCA”). Its Fourth
Amended Complaint (the “Complaint”) asserts that
the defendants orchestrated several long-running
schemes to defraud Medicare and Medicaid by
falsely certifying legal compliance with certain regulatory and statutory obligations.
Corporate Compliance asserts that, under the
direction of its then-CEO John. R. Reynolds, deFN1
fendant Hospital for Special Surgery
(the
“Hospital”) paid excessive compensation to its
physicians in order to induce in-house service referrals that inured to the Hospital's financial benefit.
These alleged physician “kickbacks” came principally in the form of compensation arrangements that
included variations in base salary tied to the physicians' referral volumes, and an annual acrossthe-board payment for administrative and teaching
responsibilities that the Complaint deems to have
been a sham. The claim is that the Hospital has
linked physician compensation to the volume of inHospital service referrals, and, thus, violated two

federal criminal laws: the Anti–Kickback Statute,
42 U.S.C. § 1320a–7b(b), and the Stark Act, 42
U.S.C. § 1395nn(a). According to the Complaint,
the Hospital fraudulently certified in its government
reimbursement forms that it complied with relevant
laws and regulations, when in truth it was in violation of these two statutes. The Complaint also alleges that the hospital submitted codes that falsely
indicated that certain procedures where performed
in physicians' private offices and not at the Hospital, and sought reimbursement for radiological procedures at two unlicensed facilities. It further alleges that defendant Reynolds successfully solicited
kickbacks from an outside billing company owned
by defendant Michael H. Kemp.
FN1. The caption identifies the Hospital by
its full name, the New York Society for the
Relief of the Ruptured and Crippled, Maintaining the Hospital for Special Surgery d/
b/a Hospital for Special Surgery.
The Complaint alleges that the defendants' conduct has caused damage to the United States in excess of $788,000,000, arising out of hundreds of
thousands of false claims. It does not quantify the
amount of damages incurred by the State of New
York as a result of alleged Medicaid fraud. If the
FCA's treble damages provision were to apply, 31
U.S.C. § 3729(a)(1), the Hospital could be liable
for an amount well in excess of $2 billion. As the
qui tam relator, Corporate Compliance would be
entitled to a percentage of any damages it might recover on behalf of the United States of America and
the State of New York, both of which have declined
to intervene in this action.
The three defendants have filed motions to dismiss pursuant to Rules 9(b) and 12(b)(6),
Fed.R.Civ.P. (Docket # 60, 64, 69.) For reasons that
will be explained, the Court concludes that the
Complaint fails to satisfy the pleading requirements
of Rule 9(b). In reaching that conclusion, this Court
joins others that have concluded that an FCA claim
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does not satisfy Rule 9(b) solely by allegations of a
fraudulent scheme, but must set forth with particularity the circumstances constituting the fraud as to
the claims themselves.
*2 Defendants' motions to dismiss are therefore
granted.
BACKGROUND
A. The Parties.
The Hospital is a not-for-profit corporation that
operates a 172–bed orthopedic surgery center and
teaching hospital located at 535 East 70th Street.
(Compl't ¶ 29.) It was founded in 1863, is affiliated
with the New York–Presbyterian Healthcare System and Weill Cornell Medical College, and has
more than 3,000 full-time employees. (Compl't ¶
79.) The Complaint alleges that the Hospital participates in a competitive New York City healthcare
market. (Compl't ¶¶ 80–81.)
Defendant John R. Reynolds was the Hospital's
Chief Financial Officer from 1986 to 1997 and its
Chief Executive Officer from 1997 to 2006.
(Compl't ¶ 30.) According to the Complaint, Reynolds oversaw the implementation of several unlawful schemes in an attempt to boost the Hospital's
revenue. Those alleged schemes are explained in
greater detail below. The Complaint asserts that on
July 11, 2013, Reynolds pleaded guilty to one count
of wire fraud and one count of making false statements to a law enforcement agent. (Compl't ¶ 18.)
According to the indictment in the criminal case,
those schemes involved kickbacks of a different
kind, which were made for Reynolds's personal
gain and were concealed from the Hospital's board
of directors; in other words, the Hospital was a vicFN2
tim of Reynolds's misdeeds.
The late Judge
Harold Baer sentenced Reynolds to 18 months' imprisonment on November 7, 2013. (Compl't ¶ 18.)
Corporate Compliance alleges that, due to Reynolds's misconduct, the Hospital submitted claims
and cost reports to the United States and the State
of New York that falsely certified that the Hospital

and its physicians received Medicare and Medicaid
reimbursements in compliance with governing
laws. (Compl't ¶ 19.)
FN2. The Complaint does not include additional details as to the criminal proceedings against Reynolds. The charges in his
criminal case have minimal overlap with
the claims at issue here. The indictment in
United States v. Reynolds, 12 Cr. 708
(S.D.N.Y.) (HB), charged Reynolds with
an extortion and kickback scheme whereby
he received approximately $1.4 million in
illegal kickbacks, while simultaneously
concealing his activities from the Hospital's board of directors. (12 Cr. 708, Docket
# 2.) Specifically, the indictment charged
Reynolds with receiving $420,000 in illegal kickbacks from outside billing vendors
in exchange for securing their business
with the Hospital; requiring a subordinate
hospital employee to pay Reynolds half of
the employee's own annual bonuses, totaling approximately $298,500; and successfully soliciting approximately $670,000 in
payments from a United Kingdom hospital
in exchange for securing it a business partnership with the Hospital. (12 Cr. 708,
Docket # 2.) The Indictment charged
Reynolds with one count of racketeering
and one count of making false statements
to the government. (12 Cr. 708, Docket #
2.) Following issuance of a Superseding
Information, Reynolds pleaded guilty to
one count of wire fraud and one count of
making false statements to the government,
and Judge Baer sentenced him to 18
months of imprisonment for each count,
with the sentences to run concurrently. (12
Cr. 708, Docket # 33.) Aside from the
charges related to the Hospital's business
with outside billing vendors, the charges in
the criminal action do not overlap with the
theories of liability proposed by Corporate
Compliance.
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Defendant Michael H. Kemp is the former
owner of Professional Billing Controls, Inc.
(“PBC”), an outside firm that provided billing services to the Hospital. (Compl't ¶ 31.) As will be
discussed in greater detail, Corporate Compliance
alleges that Kemp and PBC paid monthly kickbacks
to Reynolds in exchange for the Hospital's billingservices contracts. (Compl't ¶ 138.)
Corporate Compliance is the qui tam relator.
Corporate Compliance describes itself as a
Delaware general partnership, and makes no allegations as to its business or its operations; it does not
allege any relationship to the Hospital. (Compl't ¶
28.) It appears that its claims are based in part on
information obtained from unnamed former officers
employed by the Hospital, including its former
Chief Compliance Officer and its former Associate
Vice President of Physician Services.
B. Alleged Kickbacks to Solicit Physician Inducements for Hospital Referrals.
As noted, much of the Complaint is directed toward an alleged scheme whereby the Hospital paid
excessive compensation to its physicians in order to
induce them to make referrals for patient services
within the Hospital. The Complaint alleges that the
Hospital sought to enhance its profits by ensuring
that lucrative procedures were performed within the
Hospital's own facilities and not at other institutions. It again bears emphasizing that the Complaint's theory of liability is premised on the Hospital's legal certifications that its submissions for
reimbursement complied with applicable laws.
*3 According to the Complaint, the Hospital
sought to increase its profits from facilities-based
revenue. Corporate Compliances alleges that because the Hospital has a limited number of beds, it
generates substantial revenue from offices visits,
surgeries, diagnostic services and rehabilitation services. (Compl't ¶ 4.) The Hospital's physicians bill
patients for services such as visits and surgeries,
but, separately, the Hospital bills patients for the
use of facilities associated with those services, such
as access to operating rooms, diagnostic equipment

and supplies. (Compl't ¶ 4.) Corporate Compliances
labels the Hospital's facilities-based revenue as
“derivative revenue.” (Compl't ¶ 4.)
Corporate Compliance asserts that the Hospital
provided monetary incentives to physicians in order
to induce and encourage referrals that brought the
Hospital derivative revenue. (Compl't ¶ 5.) In calculating such physician payments, the Hospital allegedly considered the value and volume of physician referrals. (Compl't ¶ 5.) The Hospital and the
physicians then submitted claims to Medicaid and
Medicare for reimbursement. (Compl't ¶ 5.)
The Hospital's compensation arrangements varied based on whether a doctor was classified as a
“contract physician” or an “independent physician.”
1. The Compensation Arrangement for Contract
Physicians.
The Hospital paid contract physicians both a
salary and a percentage of their billings. (Compl't
¶¶ 7, 92.) According to the Complaint, salary and
billing percentage varied based on the amount of
derivative revenue that the physician generated to
the Hospital. (Compl't ¶ 8.) The base salaries of
contract physicians ranged from $200,000 to
$750,000. (Compl't ¶ 92.) Contract physicians received other on-the-job benefits, including payment
of administrative costs and malpractice insurance.
(Compl't ¶ 92.)
Because contract physicians referred “nearly
100% of their patients to [the Hospital's] operating
rooms,” derivative revenue substantially underwrote physician salaries. (Compl't ¶ 9.) According
to the Complaint, the Hospital heavily weighed the
amount of derivative revenue generated by a contract physician when it calculated salaries. (Compl't
¶ 96.) The greater the derivative revenue, the higher
the physician salary. (Compl't ¶ 96.) The Complaint
names two specific physicians who allegedly received variable compensation in 2002 and 2003
based on the number of surgeries that they performed and the corresponding derivative revenue
gained by the Hospital. (Compl't ¶¶ 98–100.) Were
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it not for physician referrals, the resulting derivative revenue and the corresponding reimbursement
from Medicare and Medicaid, the Complaint alleges, the Hospital would have been “subsidizing”
physician salaries, because the revenue generated
solely through the physicians' professional billings
was less than their salaries. (Compl't ¶¶ 9–10,
101–07.)
2. The Hospital's Use of Independent Physicians.
*4 According to Corporate Compliance, the
Hospital “tried to push” contract physicians who
generated low derivative revenue into reclassification as “independent physicians.” (Compl't ¶¶
109–11.) Independent physicians received 100% of
their own billings. (Compl't ¶¶ 12, 115.) Independent physicians also had access to hospital facilities
and support staff. (Compl't ¶ 94.)
3. The Hospital's Use of CARA Payments.
Both contract physicians and independent
physicians received annual payments of $80,000 for
work spent performing clinical, administrative, research and academic services-so-called “CARA
Payments.” (Compl't ¶ 120.) Corporate Compliance
asserts that these payments amounted to kickbacks
that were paid in exchange for physician referrals to
the Hospital, and that the extra duties for which
physicians received compensation did not warrant
the $80,000 annual payments.
According to the Complaint, the CARA payments themselves are evidence of FCA liability due
to the Hospital's uniform use of them. (Compl't ¶
121.) Each physician received an $80,000 flat fee
for CARA duties, despite variations in the amount
of CARA work that each performed. (Compl't ¶
121.) Corporate Compliance asserts that the
“majority” of physicians did not perform CARA
work to justify these payments, were not expected
to do so, and that the Hospital did not account for
the amount of time spent on CARA activities.
(Compl't ¶¶ 122–23.) It alleges that the number of
physicians receiving CARA payments continued to
grow, even as the number of interns and residents
requiring instruction held steady. (Compl't ¶ 124.)

For instance, according to the Complaint, from
1996 to 2013, the Hospital increased its number of
orthopedic surgeons from 40 to 100, while the number of interns and residents remained consistent.
(Compl't ¶¶ 125–26.) During this time, all physicians continued to receive $80,000 in annual CARA
payments. (Compl't ¶ 127.)
Similarly, Corporate Compliance contends that
as the number of surgeons available to perform
clinical work with indigent patients grew dramatically, the volume of indigent clinical work at the
Hospital declined. (Compl't ¶ 129.) Medical care
for the indigent falls within the clinical duties for
which doctors receive CARA payments. As evidence of the Hospital's declining work with indigent
patients, Corporate Compliance asserts that Medicaid revenue decreased from 5.71% of overall Hospital revenue in 2000 to 2% in 2010. (Compl't ¶
129.) The Complaint estimates that the Hospital
provides less than half the volume of Medicaid
clinical care than it did ten years ago while its number of available physicians more than doubled, with
all physicians receiving CARA payments. (Compl't
¶ 131.)
4. The Hospital's Payments to Physicians with Administrative Titles.
Corporate Compliance also describes the Hospital as being “ ‘top-heavy’ with executives and administrators.” (Compl't ¶ 132.) The Hospital allegedly employed more administrators than peer institutions that offered a wider breadth of services.
(Compl't ¶ 132.) According to the Complaint, approximately 12.9% of the Hospital's full-time employees are administrators, compared to 6.9% of
employees at Montefiore Hospital. (Compl't ¶¶
133–34.) The Complaint asserts that the Hospital's
physicians received remuneration for job titles that
included departmental “chief,” “head” or
“director,” despite performing no additional services. (Compl't ¶ 135.) According to the Complaint,
the Hospital's “Service Chiefs” were paid $160,000
without shouldering additional responsibilities.
(Compl't ¶ 136.) The Complaint asserts that the ad-
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ded compensation that came with these administrative titles induced more referrals to bring derivative
revenue to the Hospital. (Compl't ¶ 137.)

physicians performed radiology procedures at two
off-site facilities that the Hospital owned. (Compl't
¶¶ 153–55.)

C. Outside Billing Companies' Alleged Kickbacks
to Reynolds.
*5 Corporate Compliance asserts that Reynolds
orchestrated an illegal kickback arrangement with
PBC, an outside company that provided billing services to the Hospital. (Compl't ¶ 16.) It asserts that
from 1990 through 2002, defendant Reynolds orchestrated a “pay to play scheme” wherein he solicited and received monthly payments from vendors
in exchange for securing billing business to those
vendors from the Hospital and its contract physicians. (Compl't ¶¶ 16–17.)

According to Corporate Compliance, these facilities were not licensed under New York's Public
Health Law Article 28 and its implementing regulations. (Compl't ¶¶ 20–21, 157.) The Complaint asserts that a facility licensed under Article 28 may
bill and collect office-based fees and facility fees,
but an unlicensed facility may collect only for office-based fees. (Compl't ¶ 156.) According to the
Complaint, the Hospital was aware that these two
off-site facilities were not Article 28–compliant,
but it nevertheless allowed them to bill facilities
fees for their radiology services. (Compl't ¶
158–59.) At the same time, the Hospital was billing
government healthcare programs for facilities fees
that were incurred at these unlicensed facilities.
(Compl't ¶ 160.) According to Corporate Compliance, by asserting that it was in compliance with
governing laws and regulations, while performing
radiology services at these two unlicensed facilities,
the Hospital submitted false claims to Medicare and
Medicaid in violation of the state and federal false
claims acts. (Compl't ¶ 161.)

According to the Complaint, defendant Kemp,
the owner of PBC, paid monthly kickbacks to
Reynolds in exchange for an agreement to provide
outside billing services to the Hospital. (Compl't ¶
138.) This scheme ended in late 2002, when Kemp
sold PBC to another firm. (Compl't ¶ 140.) Corporate Compliance alleges that in 2005, Kemp admitted to an officer at PBC's successor firm that he
made monthly payoffs to Reynolds, beginning in
the mid–1990s, and that Reynolds initiated the arrangement. (Compl't ¶ 141.) According to the Complaint, PBC issued monthly checks to a consulting
company that Reynolds owned; Reynolds then endorsed the checks and deposited them in his consulting company's bank account. (Compl't ¶ 142.)
The Complaint asserts upon information and belief
that Reynolds had similar arrangements with other
companies that provided billing services. (Compl't
¶ 144.) It asserts that the Hospital was negligent in
failing to discover Reynolds's kickback schemes.
(Compl't ¶ 145.) As a consequence, the Hospital
paid artificially inflated billing services. (Compl't ¶
148.)
D. Fees from Affiliated, Unlicensed Facilities.
Corporate Compliance asserts that the Hospital
unlawfully received government reimbursement for
work performed at unlicensed radiology facilities.
(Compl't ¶ ¶ 20–21.) Specifically, the Hospital's

E. The Improper Use of Billing Codes.
*6 The Center for Medicare and Medicaid Services (the “CMS”), an agency within the Department of Health and Human Services (the “HHS”),
administers Medicare and Medicaid. (Compl't ¶¶
26, 162.) Under CMS regulations, certain medical
services are subject to different fees depending on
the “place where the services are rendered.”
(Compl't ¶¶ 26, 162.) Physicians are paid more for
services rendered in their private offices because
they incur additional overhead costs that they
would not incur in a hospital setting. (Compl't ¶
162.) If a service is provided in a hospital or
“hospital-based setting,” the hospital may receive a
separate “facility fee” for reimbursement. (Compl't
¶ 162.) The CMS requires physicians and other
Medicare Part B providers to submit a CMS–1500
Form as a condition for these reimbursements.
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(Compl't ¶ 163.)
Physicians and hospitals must make required
factual representations on the CMS Form 1500.
(Compl't ¶ 164.) They must specify a “place of service,” and identify whether it was an office, inpatient hospital or outpatient hospital. (Compl't ¶ 164
.) According to the Complaint, in their CMS Form
1500 submissions, physicians employed by the
Hospital stated that they rendered Medicare Part B
services in private offices, and not in settings
owned, operated and paid for by the Hospital.
(Compl't ¶ 165.) Corporate Compliance asserts that
the Hospital and its physicians deliberately misstated the place of service in order to receive higher
reimbursement payments. (Compl't ¶¶ 165–66.) It
estimates that from 1996 to 2006, the Hospital's
physicians filed approximately 335,000 CMS 1500
Forms, falsely stating that they performed medical
services in private offices. (Compl't ¶ 167.) The
Complaint alleges that Medicare over-reimbursed
those physicians by approximately $8.5 million.
(Compl't ¶ 167.) Corporate Compliance also asserts
that the Hospital used false place-of-service codes
to receive reimbursements from New York Medicaid using the same scheme. (Compl't ¶ 169–71.)
F. Claims Asserted in the Complaint.
According to the Complaint, from 1996
through 2008, the Hospital received $701,656,105
in Medicare Part A reimbursements and
$87,141,892 in Medicare Part B reimbursements,
for a total of $788,797,997 in reimbursements.
(Compl't ¶ 183.) The Complaint does not allege the
amount of reimbursements that the Hospital received from Medicaid. (Compl't ¶ 183.)
The Complaint alleges nine claims for relief. It
asserts that the Hospital presented false claims for
payment under Medicare and Medicaid, and made
or used false records in seeking approval for those
claims, thereby violating the False Claims Act, 31
U.S.C. § 3729(a)(1)(A)-(B). (Claims One and Two,
Compl't ¶ 184–193.) It asserts that all defendants
unlawfully engaged in illegal kickback schemes
that violated the Anti–Kickback Statute and the

Stark Act, thus violating the FCA, 31 U.S.C. §
3729(a)(1)(A), by certifying in Medicare and Medicaid reimbursement forms that defendants complied
with state and federal laws. (Claim Three, Compl't
¶¶ 194–198.) Claims Four through Six assert that
defendants conspired to violate the FCA, in violation of 31 U.S.C. § 3729(a)(1)(C). (Compl't ¶¶
199–219.) Claims Seven through Nine assert that
the defendants violated the New York False Claim
Act, N.Y. Fin L. § 189(1)(a)-(b). (Compl't ¶¶
220–34.)
G. Procedural History.
*7 On January 12, 2007, Corporate Compliance
filed this qui tam action pursuant to the FCA.
(Docket # 1; Hospital Mem. at 1.) The Complaint
remained under seal while the United States and the
State of New York investigated the allegations.
(Hospital Mem. at 1.) While the case was under
seal, Corporate Compliance twice amended the
Complaint. (Docket # 29, 58.) On June 11, 2013,
the United States filed a notice of election to decline intervention, and the State of New York declined intervention on the following day. On July
11, 2013, this Court ordered the Complaint to be
unsealed and served on the defendants within 30
days. (Docket # 25.) The pleadings remained sealed
until October 30, 2013, and were served to the defendants on November 19, 2013. (Docket # 34.)
Corporate Compliance filed its third amended complaint on November 18, 2013 and its Fourth
Amended Complaint on January 8, 2014. (Docket #
29, 59.)
In its memorandum of law in opposition to the
Hospital's motion, Corporate Compliance asserts
that during the course of its investigation of the allegations, the United States issued a Civil Investigative Demand (the “CID”) to the Hospital. (Opp.
Mem. at 1 .) Corporate Compliance states that it reviewed and analyzed these documents upon the
government's request, and that the United States instructed Corporate Compliance not to undertake additional investigation while the Complaint was under seal. (Opp. Mem. at 1–2 .) Once the United
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States completed its investigation, Corporate Compliance returned all CID materials, and followed the
government's express instruction not to incorporate
facts learned from the CID into the Complaint.
(Opp. Mem. at 2.)
According to the Hospital, during the time
between the filing of the United States's notice not
to intervene and the unsealing of the complaint,
Corporate Compliance unlawfully disclosed the existence of this action to at least three individuals,
and unlawfully sought their assistance in gathering
evidence relevant to the case. (See Reday Aff;
Fullerton Aff; Kemp Aff.)
MOTION TO DISMISS STANDARDS UNDER
RULES 9(b) AND 12(b)(6), FED. R. CIV. P.
“In alleging fraud or mistake, a party must state
with particularity the circumstances constituting
fraud or mistake. Malice, intent, knowledge, and
other conditions of a person's mind may be alleged
generally.” Rule 9(b), Fed.R.Civ.P. To plead a
fraudulent misstatement, “the plaintiff must (1) specify the statements that the plaintiff contends were
fraudulent, (2) identify the speaker, (3) state where
and when the statements were made, and (4) explain why the statements were fraudulent.” Anschutz Corp. v. Merrill Lynch & Co., Inc., 690 F.3d
98, 108 (2d Cir.2012) (internal quotation marks
omitted).
Because the False Claims Act is an anti-fraud
statute, “claims brought under the FCA fall within
the express scope of Rule 9(b).” Gold v. Morrison–Knudsen Co., 68 F.3d 1475, 1476–77 (2d
Cir.1995); accord Chapman v. Office of Children &
Family Services of the State of New York, 423 Fed.
Appx. 104 (2d Cir.2011) (summary order) (“[T]he
False Claims Act is an antifraud statute, so qui tam
actions under the Act must satisfy the heightened
pleading requirements of Rule 9(b).”); Wood ex rel.
United States v. Applied Research Assocs., Inc.,
328 Fed. Appx. 744 (2d Cir.2009) (summary order)
(“Because it is self-evident that the FCA is an antifraud statute and therefore claims brought under the
FCA fall within the express scope of Rule 9(b), [the

relator's] Amended Complaint must also meet the
heightened pleading standard of Fed.R.Civ.P. 9(b)
.”) (internal citation and alterations omitted).
*8 While the text of the FCA expressly states
that it does not require “proof of specific intent to
defraud,” 31 U.S.C. § 3729(b) (1)(B), “this does not
conflict with Rule 9(b),” since “[m]alice, intent,
knowledge, and other condition of mind of a person
may be averred generally.” Gold, 68 F.3d at 1477.
Rather, to satisfy Rule 9(b), a complaint must “state
with particularity the specific statements or conduct
giving rise to the fraud claim.” Id.
To survive a motion to dismiss under Rule
12(b)(6) for failure to state a claim upon which relief can be granted, “a complaint must contain sufficient factual matter, accepted as true, to ‘state a
claim to relief that is plausible on its face.’ “ Ashcroft v. Iqbal, 556 U.S. 662, 678 (2009) (quoting
Bell Atl. Corp. v. Twombly, 550 U.S. 544, 570
(2007)). In assessing a complaint, courts draw all
reasonable inferences in favor of the non-movant.
See In re Elevator Antitrust Litig., 502 F.3d 47, 50
(2d Cir.2007). Legal conclusions, however, are not
entitled to the presumption of truth, and a court assessing the sufficiency of a complaint disregards
them. Iqbal, 556 U.S. at 678. Instead, the court
must examine only the well-pleaded factual allegations, if any, “and then determine whether they
plausibly give rise to an entitlement to relief.” Id. at
679.
DISCUSSION
I. Overview of the FCA.
The FCA facilitates restitution to the federal
government when money is fraudulently taken from
it. See United States ex rel. Feldman v. van Gorp,
697 F.3d 78, 87 (2d Cir.2012). “Congress enacted
the [FCA] in 1863 ‘with the principal goal of stopping the massive frauds perpetrated by large
[private] contractors during the Civil War.’ “
United States ex rel. Lissack v. Sakura Global Capital Markets, Inc., 377 F.3d 145, 151–52 (2d
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Cir.2004) (quoting Vermont Agency of Natural Resources v. United States ex rel. Stevens, 529 U.S.
765, 781 (2000)). Under the FCA, “[t]he defendant
is liable for treble damages, in other words, three
times the amount of damages the government sustained on account of defendant's actions, and a civil
penalty of up to $10,000 for each claim.” United
States ex rel. Drake v. Norden Sys., Inc., 375 F.3d
248, 251 (2d Cir.2004) (citing 31 U.S.C. § 3729(a)
).
In 1986, the FCA was amended to encourage
citizens to bring more private enforcement actions.
See Manning v. Utilities Mutual Ins. Co., 254 F.3d
387, 397 (2d Cir.2001). The Fraud Enforcement
and Recovery Act of 2009 (“FERA”) amended the
FCA to expand the scope of liability when a person
knowingly makes a false claim, whether or not the
party deals directly with the government. See generally United States ex rel. Kester v. Novartis
Pharmas. Corp., 2014 WL 2324465, at *6–7
(S.D.N.Y. May 29, 2014) (McMahon, J.)
(summarizing FERA amendments). The FCA permits a relator to bring a qui tam action “for a violation of section 3729 for the person and for the
United States Government. The action shall be
brought in the name of the Government.” 31 U.S.C.
§ 3730(b)(1). “[W]hile the False Claims Act permits relators to control the False Claims Act litigation, the claim itself belongs to the United States.”
United States ex rel. Mergent Services v. Flaherty,
540 F.3d 89, 93 (2d Cir.2008). At the same time,
“the United States is a ‘party’ to a privately filed
FCA action only if it intervenes in accordance with
the procedures established by federal law.” United
States ex rel. Eisenstein v. City of New York, 556
FN3
U.S. 928, 933 (2009).
If the United States declines to intervene, and the relator successfully pursues the action, the relator may receive between 25
and 30 percent of any recovery. 31 U.S.C. §
3730(d)(2).
FN3. The Complaint incorrectly identifies
the United States and the State of New
York as plaintiffs. (Compl't ¶¶ 26–27.) But

the Supreme Court has distinguished the
United States's role as the “party in interest” in a qui tam FCA action from its
role as plaintiff when it elects to intervene.
Eisenstein, 556 U.S. at 932–37.
“Congress expressly gave the United
States discretion to intervene in FCA actions—a decision that requires consideration of the costs and benefits of party
status.” Id. at 933. “The Court cannot disregard that congressional assignment of
discretion by designating the United States
a ‘party’ even after it has declined to assume the rights and burdens attendant to
full party status.” Id. at 934. “A person or
entity can be named in the caption of a
complaint without necessarily becoming a
party to the action.” Id. at 935. By contrast,
“[t]he phrase, ‘real party in interest,’ is a
term of art utilized in federal law to refer
to an actor with a substantive right whose
interests may be represented in litigation
by another.” Id. at 934–35. Therefore,
while New York and the United States are
real parties in interest, they have elected
not to intervene, and are not plaintiffs to
this action.
*9 The relator must serve the government with
the complaint and provide the government with all
relevant evidence in the relator's possession. 31
U.S.C. § 3730(b)(2). For good cause shown, the
government may move for extensions of the time to
determine whether to intervene, during which the
complaint remains under seal. 31 U.S .C. §
3730(b)(3). If the government does not proceed
with the action, “the person who initiated the action
shall have the right to conduct the action.” 31
U.S.C. § 3730(c)(3).
One provision of the FERA amendments to the
FCA, 31 U.S.C. § 3729(a)(1)(B), which makes it
unlawful for a person to “knowingly make[ ], use[
], or cause [ ] to be made or used, a false record or
statement material to a false or fraudulent claim,”
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applies retroactively to any claim pending before a
court on or after June 27, 2008. United States ex
rel. Kirk v. Schindler Elevator Corp., 601 F.3d 94,
113 (2d Cir.2010), rev'd on other grounds, 131
S.Ct. 1885 (2011). Two other amended FERA provisions, subsections 3279(a)(1) and (a)(3), became
effective on May 20, 2009. See Kester, 2014 WL
2324465, at *7. With the exception of section
3279(a)(1)(B), the pre-FERA version of the FCA
applies to the relator's claims.
The relator may bring an action against any
person who “knowingly presents, or causes to be
presented, to an officer or employee of the United
States ... a false or fraudulent claim for payment or
approval ....“ 31 U.S.C. § 3729(a)(1) (2007). A relator also may bring claims against any person who
“knowingly makes, uses or causes to be made or
used, a false record or statement to get a false or
fraudulent claim paid or approved by the Government.” 31 U.S.C. § 3729(a)(2) (2007). The FCA
makes it unlawful to “conspire[ ] to defraud the
Government by getting a false or fraudulent claim
allowed or paid ...” 31 U.S.C. § 3729(a)(3) (2007).
In using the words “knowing” and “knowingly,” the
FCA “require[s] no proof of specific intent to defraud.” 31 U.S.C. § 3729(b)(1)(B) (2014). Rather,
the words “mean that a person, with respect to information—(i) has actual knowledge of the information; (ii) acts in deliberate ignorance of the truth or
falsity of the information; or (iii) acts in reckless
disregard of the truth or falsity of the information
FN4
....“ 31 U .S.C. § 3729(b)(1)(A) (2014).
FN4. The FCA's pre-FERA definition of
“knowingly” was identical, but codified
under a different subsection, 31 U.S.C. §
3729(b) (2007).
The FCA makes it unlawful to falsely certify
legal compliance if such compliance is a condition
for government payment. Mikes v. Straus, 274 F.3d
687, 698 (2d Cir.2001). An actionable false legal
certification may be express or implied. Id. at
698–700. For the purposes of this motion, it is important to distinguish between an express and im-

plied false legal certification. “An expressly false
claim is, as the term suggests, a claim that falsely
certifies compliance with a particular statute, regulation or contractual term, where compliance is a
prerequisite to payment.” Id. at 698. By contrast,
“[a]n implied false certification claim is based on
the notion that the act of submitting a claim for reimbursement itself implies compliance with governing federal rules that are a precondition to payment.” Id. at 699. According to Corporate Compliance, each of the Hospital's claims for payment
from Medicare or Medicaid “was accompanied by
an express or implied certification that the transaction was not in violation of federal or state statutes,
regulations, or program rules.” (Compl't ¶ 181.)
*10 The motions turn in large part on whether
Corporate Compliance has adequately alleged violations of two federal criminal laws: the
Anti–Kickback Statute and the Stark Law. The
Anti–Kickback Statute makes it a felony to knowingly and willfully solicit or receive remuneration
in exchange for referring an individual for “any
item or service for which payment may be made in
whole or in part under a Federal health care program,” or to solicit or receive payment in exchange
for purchasing or arranging use of a service or facility entitled to remuneration under a federal
health care program. 42 U.S.C. § 1320a–7b(b). The
prohibition excludes “any amount paid by an employer to an employee (who has a bona fide employment relationship with such employer) for employment in the provision of covered items or services.” 42 U.S.C. § 1320a–7b(b)(3)(B). A 2010
amendment to the Anti–Kickback Statute, which
became effective on January 1, 2011, states that a
claim for services that violates the Anti–Kickback
Statute also violates the FCA. 42 U.S.C. §
1320a–7b(g). That amendment contains no retroactivity provision. The AKS does not create a
private right of action. See, e.g., Donovan v. Rothman, 106 F.Supp.2d 513, 516 (S.D.N.Y.2000)
(Stein, J.).
The Stark Law, 42 U.S.C. § 1395nn(a), prohib-
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its physician self-referrals for certain designated
services, if those services are subject to reimbursement from Medicare or Medicaid. “In an effort to
contain health care costs and reduce conflicts of interest, Congress passed legislation in 1989 and
1993 that prohibits physicians from referring their
Medicare and Medicaid patients to business entities
in which the physicians or their immediate family
members have a financial interest.” Fresenius Med.
Care Holdings, Inc. v. Tucker, 704 F.3d 935, 937
(11th Cir.2013). The Stark Law's prohibition applies only if the physician has a “financial relationship” with the entity that receives the referral. 42
U.S.C. § 1395nn(a)(1). A “financial relationship”
can include “a compensation arrangement ...
between the physician ... and the entity” that receives the referral. 42 U .S.C. § 1395nn(a)(2)(B);
see also 42 U.S.C. § 1395nn(h)(1)(A) (“The term
‘compensation arrangement’ means any arrangement involving any remuneration between a physician (or an immediate family member of such physician) and an entity other than an arrangement involving only remuneration described in subparagraph (C).”)

Fund Corp., 977 F.Supp.2d 235, 242 (E
.D.N.Y.2013) (Cogan, J.) (the NYFCA “is closely
modeled on the federal FCA.”). New York courts
rely on federal FCA precedents when interpreting
the NYFCA. See Seiden, 96 A.D.3d at 71–72;
People ex rel. Schneiderman v. Bank of NY. Mellon
Corp., 40 Misc. .3d 1232(A), at *28–31
(N.Y..Sup.Ct.N.Y.Cnty.2013) (citing FCA precedents from numerous United States courts of appeals
to interpret the NYFCA). With the exception of
conflicting interpretations of the NYFCA's limitations period and its potential retroactivity—an issue
that the Court does not reach in this Memorandum
and Order—the parties do not contend that application of the NYFCA differs here from application of
the FCA. Therefore, this Court's conclusions as to
the federal FCA apply in full to the relator's claims
under the NYFCA.

While a “compensation arrangement” is required for a Stark Law violation, a bona fide employer exception applies if the physician is employed for identifiable services, receives compensation consistent with fair-market value and the arrangement is “commercially reasonable.” 42 U.S.C.
§ 1395nn(e)(2)(B)-(C). Physician compensation
may not be based on the “volume or value” of physician referrals. Id. § 1395nn(e)(2)(B)(iii); 42 C.F.R.
§ 411.351. The definition of “referrals” also excludes “any designated health service personally
performed or provided by the referring physician.”
42 C.F.R. § 411.351.

II. The Complaint Fails to Satisfy Rule 9(b).
The Hospital argues that the Complaint fails to
satisfy Rule 9(b) because it does not identify the
defendants' allegedly false claims. See generally
United States ex rel. Clausen v. Laboratory Corp.
of America, Inc., 290 F.3d 1301, 1311–12 (11th
Cir.2002) (to satisfy Rule 9(b), FCA the complaint
must allege with particularity that false claims were
actually submitted). Corporate Compliance argues
that in FCA cases, Rule 9(b) requires only allegations that go to the particulars of an overall fraudulent scheme, but that there is no obligation to allege
the particulars of the false claims themselves. See
generally United States ex rel. Grubbs v. Kanneganti, 565 F.3d 180, 188–89 (5th Cir.2009). Corporate Compliance's memorandum in opposition characterizes the approach adopted in the Fifth Circuit
by Grubbs as “[t]he prevailing standard” for pleading FCA claims. (Opp. Mem. at 4.)

*11 Separately, the Complaint also asserts
claims under the NYFCA. “The NYFCA follows
the federal False Claims Act ...” State of New York
ex rel. Seiden v. Utica First Ins. Co., 96 A.D.3d 67,
71 (1st Dep't 2012); accord United States ex rel.
Qazi v. Bushwick United Housing Development

After reviewing the parties' arguments, the
various approaches of the United States courts of
appeals and the decisions of the courts of the
Second Circuit, this Court concludes that to satisfy
Rule 9(b), an FCA claim must allege the particulars
of the false claims themselves, and that allegations
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as to the existence of an overall fraudulent scheme
do not plead fraud with particularity.

to win at trial and significantly more than any federal pleading rule contemplates.” Id. at 190.

The Court first reviews the line of authority
supporting Corporate Compliance's contention that
Rule 9(b) does not require allegations as to the contents of false claims. Grubbs observed that the elements of a claim under the FCA differ from those
of common-law fraud and securities fraud, and that
the application of Rule 9(b) varies accordingly. 565
F.3d at 188–89. Because common-law fraud includes reliance and damage as elements, the specific contents of an alleged misstatement must be set
forth in order to allege that the plaintiff relied on
the misstatement to its detriment. Id. However, in
the view of the Fifth Circuit, fraud under the FCA
differs from other forms of fraud:

The Third, Tenth, Ninth and Seventh Circuits
have adopted standards similar to Grubbs, and do
not require a complaint to plead the contents or details of allegedly false claims. See Foglia v. Renal
Ventures Mgt., LLC, 754 F.3d 153, 155–57 (3d
Cir.2014) (adopting Grubbs ) United States ex rel.
Lemmon v. Envirocare of Utah, Inc., 614 F.3d
1163, 1172 (10th Cir.2010) (“claims under the FCA
need only show the specifics of a fraudulent
scheme and provide an adequate basis for a reasonable inference that false claims were submitted as
part of that scheme”); Ebeid ex rel. United States v.
Lungwitz, 616 F.3d 993, 998–99 (9th Cir.2010)
(adopting Grubbs ); United States ex rel. Lusby v.
Rolls–Royce Corp., 570 F.3d 849, 854 (7th
Cir.2009) (Rule 9(b) does not require a relator to
cite false invoices or representations at the outset of
a litigation, but must raise a plausible inference that
false claims were filed). At least one judge in this
District has relied, albeit in dictum, on Grubbs 's
pleading standard. See United States ex rel. Resnick
v. Weill Medical College at Cornell University,
2010 WL 476707, at *5 (S.D.N.Y. Jan. 21, 2010)
(Pauley, J.) (FCA claim may satisfy Rule 9(b)
without alleging details of a false claim, provided
that it alleges “ ‘particular details of a scheme
paired with reliable indicia that lead to a strong inference that claims were actually submitted’ ”)
(quoting Grubbs ); see also United States ex rel.
Schumann v. AstraZeneca PLC, 2010 WL 4025904,
at *9–10 (E.D.Pa. Oct. 13, 2010) (the complaint
“need only show” the existence of a false scheme
and raise a reasonable inference that false claims
were submitted).

*12 The False Claims Act, in contrast, lacks the
elements of reliance and damages. Rather, it protects the Treasury from monetary injury. Put
plainly, the statute is remedial and exposes even
unsuccessful false claims to liability. A person
that presented fraudulent claims that were never
paid remains liable for the Act's civil penalty. It
is adequate to allege that a false claim was knowingly presented regardless of its exact amount;
the contents of the bill are less significant because a complaint need not allege that the Government relied on or was damaged by the false
claim. Thus, a claim under the False Claims Act
and a claim under common law or securities
fraud are not on the same plane in meeting the requirement of “stat[ing] with particularity” the
contents of the fraudulent misrepresentation.
Id. at 189. Grubbs noted that to succeed at trial,
a qui tam relator could “offer[ ] particular and reliable indicia that false bills were actually submitted
as a result of the scheme,” including evidence of
standard billing procedures and dates of services
provided, without providing “the particular contents
of the misrepresentation.” Id. at 189–90. “To require these details at pleading is one small step shy
of requiring production of actual documentation
with the complaint, a level of proof not demanded

*13 By contrast, in Clausen, the Eleventh Circuit concluded that it is insufficient “merely to describe a private scheme in detail” without also including allegations that go to the “specific occurrences of a false claim.” 290 F.3d at 1311. Clausen
requires the dates that the claims were submitted,
the amounts charged in the claims, their allegedly

© 2014 Thomson Reuters. No Claim to Orig. US Gov. Works.

Case: 1:11-cv-00029-WOB Doc #: 61-1 Filed: 10/08/14 Page: 22 of 95 PAGEID #:Page
813
12
Slip Copy, 2014 WL 3905742 (S.D.N.Y.), Med & Med GD (CCH) P 305,027
(Cite as: 2014 WL 3905742 (S.D.N.Y.))

false contents and the defendants' standard billing
practices. Id. at 1311–13. Such particularity
provides a safeguard against “speculative suits”
premised on “guilt by association.” Id. at 1308.
“And, regardless of whether the elements or descriptions of a False Claims Act action are precisely
the same as common-law fraud, this Court has never required such overlap as a prerequisite for the
application of Rule 9(b) to parallel statutory
realms.” Id. at 1309. Clausen concluded that “[w]e
cannot make assumptions about a False Claims Act
defendant's submission of actual claims to the Government without stripping all meaning from Rule
9(b)'s requirement of specificity or ignoring that the
‘true essence of the fraud’ of a False Claims Act action involves an actual claim for payment and not
just a preparatory scheme.” Id. at 1312 n. 21.
The Eleventh Circuit has re-affirmed the reasoning of Clausen, explicitly stating that it
“disagree[d]” with “other cases apply[ing] a more
relaxed construction of Rule 9(b) ....“ United States
ex rel. Nathan v. Takeda Pharmas. N. Am., Inc.,
707 F.3d 451, 457–58 (11th Cir.2013). Nathan emphasized that “when a defendant's actions, as alleged and as reasonably inferred from the allegations, could have led, but need not necessarily have
led, to the submission of false claims, a relator must
allege with particularity that specific false claims
actually were presented to the government for payFN5
ment.” Id. at 457 (emphasis in original).
“In
reaching this conclusion, we acknowledge the practical challenges that a relator may face in cases
such as the present one, in which a relator may not
have independent access to records such as prescription invoices, and where privacy laws may
pose a barrier to obtaining such information without
court involvement.” Id. at 458.
FN5. Nathan also observed that, in the
Grubbs case, the complaint alleged dates
of physician services that were never
provided by physicians, and that the detailed allegations of a hospital's fraudulent
internal records supported a strong infer-

ence that the non-existent services were
billed to Medicare. Id. at 457. No such allegations were made in Nathan, and none
are made by Corporate Compliance in this
case.
Relying on Clausen, the First Circuit observed
that the existence of a false claim is at the heart of
the FCA. United States ex rel. Karvelas v. Melrose–Wakefield Hosp., 360 F.3d 220, 232 (1st
Cir.2004), abrogated on other grounds, Allison Engine Co. v. United States ex rel. Sanders, 553 U.S.
662 (2008). Karvelas concluded that because liability under the FCA turns on the filing of a false
claim, Rule 9(b) requires a complaint to allege particulars of the claim itself:
Underlying schemes and other wrongful activities
that result in the submission of fraudulent claims
are included in the “circumstances constituting
fraud or mistake” that must be pled with particularity pursuant to Rule 9(b). However, such
pleadings invariably are inadequate unless they
are linked to allegations, stated with particularity,
of the actual false claims submitted to the government that constitute the essential element of
an FCA qui tarn action.... In a case such as this,
details concerning the dates of the claims, the
content of the forms or bills submitted, their
identification numbers, the amount of money
charged to the government, the particular goods
or services for which the government was billed,
the individuals involved in the billing, and the
length of time between the alleged fraudulent
practices and the submission of claims based on
those practices are the types of information that
may help a relator to state his or her claims with
particularity. These details do not constitute a
checklist of mandatory requirements that must be
satisfied by each allegation included in a complaint. However, like the Eleventh Circuit, we believe that “some of this information for at least
some of the claims must be pleaded in order to
satisfy Rule 9(b).”
*14 Id. at 232–33 (quoting Clausen, 290 F.3d
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at 1312 n. 21); cf. United States ex rel. Quinn v.
Omnicare Inc., 382 F.3d 432, 440 (3d Cir.2004)
(relator's failure to submit evidence of a single
claim required defendants' summary judgment motion to be granted).
Other district courts within this Circuit have rejected Grubbs in favor of an approach consistent
with Clausen or Karvelas. United States ex rel.
Mooney v. Americare, Inc., 2013 WL 1346022, at
*3 (E.D.N.Y. Apr. 3, 2013) (collecting cases);
United States ex rel. Siegel v. Roche Diagnostics,
Corp., 988 F.Supp.2d 341, 346 (E.D.N.Y.2013)
(Spatt, J.) (requiring “a heightened standard with
respect to pleading an actual claim under the
FCA”); United States ex rel. Moore v. GlaxoSmithKline, LLC, 2013 WL 6085125, at *5
(E.D.N.Y. October 18, 2013) (Cogan, J.) (FCA liability “cannot be adequately pleaded absent particularized allegations concerning the actual false
claims submitted to the government.”); United
States ex rel. Polansky v. Pfizer, 2009 WL
1456582, at *5 (E.D.N.Y. May 22, 2009) (Korman,
J.) (“a relator cannot circumscribe the Rule 9(b)
pleading requirements by alleging a fraudulent
scheme in detail and concluding, that as a result of
the fraudulent scheme, false claims must have been
submitted.”); United States ex rel. Barmak v. Sutter
Corp., 2003 WL 21436213, at *6 (S.D.N.Y. June
20, 2003) (Duffy, J.) (adopting Clausen and concluding that “[t]he Relator is not entitled to a lesser
pleading requirement because [it] failed to exhausted all avenues for obtaining the detailed information lacking in the complaint.”).
Relying on Clausen and Karvelas, the Sixth
Circuit has tailored the requirements of Rule 9(b)
for complaints that allege a long-running scheme to
violate the FCA, concluding that they need not allege the details of each and every false claim, but
may instead come forward with examples of allegedly false claims. See United States ex rel. Bledsoe v. Community Health Systems, Inc., 501 F.3d
493 (6th Cir.2007). First, Bledsoe concluded that
“an allegation of an actual false claim is a neces-

sary element of a FCA violation.” Id. at 504 & n.
12. It next observed that when a large entity is an
FCA defendant, a complaint need not identify the
individual persons who allegedly filed false claims.
Id. at 506–09. As to a lengthy and complex scheme,
there are “valid reasons for not requiring a relator
to plead every specific instance of fraud where the
relator's allegations encompass many allegedly
false claims over a substantial period of time.” Id.
at 509. Logistically, it would be “ungainly” or
“impossible” for a complaint to identify each incident of fraud in a years-long, wide-ranging scheme.
Id. “For this reason, we hold that where a relator
pleads a complex and far-reaching fraudulent
scheme with particularity, and provides examples
of specific false claims submitted to the government pursuant to that scheme, a relator may proceed to discovery on the entire fraudulent scheme.”
Id. at 510. These examples should be illustrative,
“such that a materially similar set of claims could
have been produced with a reasonable probability
by a random draw from the total pool of all claims.”
Id. at 511. It remains incumbent on the relator to allege each alleged scheme with particularity. Id. at
510. Bledsoe stated that such an approach “strik[es]
an appropriate balance” of safeguarding a defendant's Rule 9(b) protections without imposing
“onerous pleading requirements” on a relator. Id. at
511.
*15 In United States v. Wells Fargo Bank,
N.A., 972 F.Supp.2d 593, 616 (S.D.N.Y.2013),
Judge Furman applied Bledsoe to “two schemes involving thousands of false or fraudulent claims over
a period of almost ten years .... “ Quoting extensively from the Sixth Circuit's Bledsoe decision,
Judge Furman concluded that it was sufficient to
plead each alleged scheme with particularity,
provided that the complaint also provided examples
of specific false claims. Id. at 616–18. Examples of
fraudulent statements were necessary to permit a
defendant “ ‘to infer with reasonable accuracy the
precise claims at issue ....‘ “ Id. at 616 (quoting
Bledsoe, 501 F.3d at 511). Judge Furman concluded
that the complaint in Wells Fargo satisfied Rule
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9(b) by providing ten examples of false claims
(among the “thousands” alleged) for one scheme, “a
list of all false claims” for the second scheme, and
by pleading with particularity the existence of both
FN6
alleged schemes. Id. at 617–18.
FN6. The Bledsoe-style approach has been
applied by other district courts in the
Second Circuit. See United States v.
Movtady, –––F.Supp.2d ––––, 2014 WL
1357330, at *6 (S.D.N.Y. Apr. 7, 2014)
(Furman, J.) (government alleged FCA violation by pleading scheme with particularity and providing examples of false
claims); Morgan ex rel. United States v.
Science Applications International Corp.,
2008 WL 2566747, at *5 (S.D.N.Y. June
26, 2008) (Daniels, J.) (relator failed to
satisfy Rule 9(b) because “[t]hey do not
cite to a single identifiable record or
billing submission that they claim to be
false, or give a single example of when a
purportedly false claim was presented for
payment by a particular defendant at a specific time.”).
Similarly, in a thorough opinion that discusses
many of the above-cited authorities, Judge McMahon recently concluded that it is insufficient to allege a fraudulent scheme unless the complaint alleges with particularity the existence and contents
of false claims. United States ex rel. Kester v. Novartis Pharmas. Corp., ––– F.Supp.2d ––––, 2014
WL 2324465 (S.D.N.Y. May 29, 2014). Noting that
the Second Circuit has not yet spoken to whether a
complaint must allege the particulars of a false
claim, Judge McMahon surveyed Clausen, Grubbs,
and Karvelas, before concluding that “the Grubbs
standard borders on requiring no particularity for
the ‘claim’ element at all. It allows the plaintiff to
make fairly conclusory allegations that claims were
submitted for medical services pursuant to standard
billing practice .” Id. at *11. Judge McMahon's
Kester opinion concluded that “[i]n the judgment of
this Court, it seems highly unlikely that the Second

Circuit would adopt the Grubbs rule.” Id. at *13.
Instead, Kester adopted the approach of Karvelas,
requiring a complaint to allege either representative
examples of false claims or “a high enough degree
of particularity” to identify false claims. Id. at
*15–17. The Kester opinion concluded that the approach adopted by Karvelas “weeds out ... plaintiffs
who are merely speculating that false claims might
have been submitted to the government,” and comports with the particularity safeguards of Rule 9(b).
Id. at *12.
This Court agrees that Grubbs would likely not
be accepted as the law of this Circuit. Clausen and
Karvelas are more consistent with decades of
FN7
Second Circuit precedent.
In the right case,
Bledsoe-type sampling may nudge a claim over the
Rule 9(b) line. That may depend on the nature of
the fraud alleged, the number and type of examples
in relation to the universe of claims, and what can
be truthfully alleged about the relationship of the
examples to that universe—i.e., does the entirety of
the universe or merely some follow the examples.
As will be seen, there has been no serious effort to
meet Clausen, Karvelas or Bledsoe, and thus this
Court comfortable concludes that the Complaint
FN8
does not satisfy Rule 9(b).
FN7. The Second Circuit has applied Rule
9(b) to fraud claims in numerous contexts.
See, e.g., Cohen v. S.A.C. Trading Corp.,
711 F.3d 353, 359 (2d Cir.2013)
(fraudulent predicate acts in support of a
RICO claim); Janese v. Fay, 692 F.3d 221,
228 (2d Cir.2012) (fraudulent breach of fiduciary duty in ERISA action); Anschutz
Corp., 690 F.3d at 108 (Private Securities
Litigation Reform Act of 1995); Johnson
v. Nextel Commc'ns, Inc., 660 F.3d 131,
143 (2d Cir.2011) (common-law fraud); In
re DDAVP Direct Purchaser Antitrust Litig., 585 F.3d 677, 692–94 (2d Cir.2009)
(fraudulent anti-competitive filings with
the United States Patent and Trademark
Office); Stern v. Gen. Electric Co., 924

© 2014 Thomson Reuters. No Claim to Orig. US Gov. Works.

Case: 1:11-cv-00029-WOB Doc #: 61-1 Filed: 10/08/14 Page: 25 of 95 PAGEID #:Page
816
15
Slip Copy, 2014 WL 3905742 (S.D.N.Y.), Med & Med GD (CCH) P 305,027
(Cite as: 2014 WL 3905742 (S.D.N.Y.))

F.2d 472, 476 (2d Cir.1991) (shareholder
derivative suit alleging directors' bad
faith); Atlanta Shipping Corp. v. Chemical
Bank, 818 F.2d 240, 251 (2d Cir.1987)
(allegation of fraudulent conveyance under
New York Debtor & Creditor Law).
FN8. In its relatively brief discussions of
Rule 9(b)'s application to the FCA, the
Second Circuit has not suggested that the
FCA allows for the pleading variance applied by the Grubbs line of authority. Although a summary order, Wood rejected
the relator's contention that “a relaxed
pleading standard” should apply, and noted
that the Complaint failed to satisfy Rule
9(b) because it “does not specifically reference any false records or statements ....“
328 Fed. Appx. at 747 n. 1, 748. It approvingly quoted the district court's observation
that that the complaint did “ ‘not cite to a
single identifiable record or billing submission they claim to be false, or give a single
example of when a purportedly false claim
was presented for payment by a particular
defendant at a specific time.’ “ Id. at 750
(quoting Wood v. Applied Research Assocs., Inc., 2008 WL 2566728, at *5.
While Wood is a summary order and lacks
precedential value, it suggests that the
Second Circuit has not adopted the relaxed
pleading standard set forth in Grubbs.
*16 To understand why this Court believes that
Rule 9(b) requires particularized allegations that go
toward the filing of false claims, it may be useful to
consider one example of the Complaint's theories of
liability, and the questions that remain when the relator fails to allege the circumstances of the filings
or any representative claims. According to the
Complaint, from 1996 to 2006, the Hospital's physicians “filed approximately 355,000 CMS 1500
Forms that falsely stated such medical services
were performed in private office settings—and not
in hospital-based settings—and thereby intention-

ally caused Medicare to over-reimburse such physicians by approximately $8,500,000.” (Compl't ¶¶
162–67.) The Complaint asserts that these CMS
1500 forms included coded entries that denoted
places of services, with an “11” code for officebased settings and a “22” or hospital settings.
(Compl't ¶ 165.) The Complaint asserts that the
Hospital and its physicians “persistently and deliberately misrepresented” that services were performed in private offices (Code 11) when they actually were performed in hospitals (Code 22).
(Compl't ¶ 165.) But the Complaint does not set
forth the actual contents or filings of any of the
“approximately 355,000 CMS 1500 Forms.” There
is not a single example of an identified physician
providing a service to a patient in a hospital-based
setting and then falsely coding the CMS 1500 Form
with a Code 11 (private office) instead of a Code 22
(hospital).
How can a hospital reasonably be expected to
frame an answer to such a claim? A prudent party
responding to an allegation that it had falsely stated
the location of where a physician rendered a service
would want to know where the physician was that
day. Had he or she been in his or her office, or at
the hospital, or both? Stating that the Hospital lied
to the federal government more than 350,000 times
about where services were rendered makes for a
useful club in a claimant's hands, but it does not
provide the particularity that Rule 9(b) requires.
Fraud is a serious allegation, and Rule 9(b)
provides meaningful protection against blunderbuss
claims of fraud. See generally Rombach v. Chang,
355 F.3d 164, 171 (2d Cir.2004) (Rule 9(b) “serves
to ‘provide a defendant with fair notice of a
plaintiff's claim, to safeguard a defendant's reputation from improvident charges of wrongdoing, and
to protect a defendant against the institution of a
strike suit.’ ”) (quoting O'Brien v. Nat'l Property
Analysts Partners, 936 F.2d 674, 676 (2d Cir.1991)
).
It is not a satisfactory answer that Corporate
Compliance lacks the information to address these
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questions. See Nathan, 707 F.3d at 458
(acknowledging “practical challenges” when “a relator may not have independent access to records ...
and where privacy laws may pose a barrier to obtaining such information without court involvement.”); Clausen, 290 F.3d at 1314 n. 25 (noting
that government entities, and not just claims' submitters, have necessary documentation); Peterson v.
Community General Hospital, 2003 WL 262515, at
*2 (N.D.Ill. Feb. 7, 2003) (documentation is not
within defendants' exclusive possession because
“the claims at issue were submitted to the government.”); cf. Kester, 2014 WL 2324465, at *12 (Rule
9(b) “discourage [es] the filing of suits as a pretext
for the discovery of unknown wrongs.”).
*17 Because the Complaint fails to allege with
particularity the filing of any false claim, it fails to
satisfy the pleading requirements of Rule 9(b).
III. The Complaint Fails to Satisfy Rule 9(b) in Several Other Specific Respects.
Throughout, many of the allegations are conclusory. Corporate Compliance repeatedly fails to
distinguish between the individual defendants,
thereby failing to satisfy Rule 9(b). Other allegations purport to reflect conduct that is merely
“consistent with” fraud (Compl't ¶ 100), but allegations of conduct “consistent with” liability fail to
satisfy both Rule 9(b) and Twombly 's instruction
that a plausible complaint must “nudge [ ]
[plaintiffs'] claims across the line from conceivable
to plausible .... “ 550 U.S. at 570. Additionally, the
Complaint fails to distinguish between express and
implied theories of false certification, and misapplies the Second Circuit's standard for liability under an implied theory of false certification.
The Court addresses each pleading infirmity.
A. The Complaint Has Not Alleged an Actionable
Theory of False Legal Certification.
The allegations concerning express and implied
certification are vague, do not plead fraud with particularity and fail to give the defendants notice of
the claims against them.

As an initial matter, the Complaint alleges that
the defendants' false claims were “accompanied by
an express or implied certification.” (Compl't ¶
181; emphasis added.) Despite the different legal
standards governing these two types of false legal
certification, the Complaint does not distinguish
between them. It merely alleges that the defendants
either expressly or impliedly submitted false legal
certifications. This does not give notice of which
theory of liability the relator asserts. It therefore
fails to state a claim of false legal certification. See
generally Anschutz Corp., 690 F.3d at 108.
Additionally, the Complaint fails to allege that
defendants submitted either express or implied false
certifications. The FCA “was not designed for use
as a blunt instrument to enforce compliance with all
medical regulations—but rather only those regulations that are a precondition to payment ....“ Mikes,
274 F.3d at 699. “In other words, not every instance
in which a false representation of compliance with
a regulatory regime is made will lead to liability.”
United States ex rel. Kirk v. Schindler Elevator
Corp., 601 F.3d 94, 114 (2d Cir.2010), rev'd on
other grounds, Schindler Elevator Corp. v. United
FN9
States ex rel. Kirk, 131 S.Ct. 1885 (2011).
FN9. Kirk also contrasted legal certification with a factually false certification,
such as seeking reimbursement for goods
and services that were never actually
provided. 601 F.3d at 113–14.
An express theory of false legal certification
applies when a defendant explicitly misstates compliance with a law or regulation. Mikes, 274 F.3d at
698. An implied false legal certification, by contrast, occurs when the mere act of submitting a
claim for reimbursement implies compliance with
rules that are a precondition for payment. Id. at 699.
“[I]mplied false certification is appropriately applied only when the underlying statute or regulation
upon which the plaintiff relies expressly states the
provider must comply in order to be paid.” Id. at
700 (emphasis in original); see also United States
ex rel. Associates against Outlier Fraud v. Huron
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Consulting Grp., Inc., 929 F.Supp.2d 245, 255–56
(S.D.N.Y.2013) (Rakoff, J.) (granting summary
judgment to the defendant when “[t]he Court has
been made aware of no statute or regulation that expressly” forbids Medicare reimbursement for alleged
misconduct);
United
States
Anti–Discrimination Center of Metro New York,
Inc. v. Westchester County, N.Y., 668 F.Supp.2d
548, 566 (S.D.N.Y.2009) (Cote, J.) (provision of
HUD statute providing that grants “shall be made
only if the grantee certifies” satisfaction of the
Civil Rights Act of 1964 and the Fair Housing Act
allowed for claim of implied false legal certification). “[C]aution should be exercised” by courts
“not to read this theory expansively or out of context.” Mikes, 274 F.3d at 699.
*18 United States ex rel. Conner v. Salina Regional Health Center, Inc., 543 F.3d 1211, 1221
(10th Cir.2008), concluded that the FCA “does not
require perfect compliance as an absolute condition
to receiving Medicare payments for services
rendered.” It noted that the HHS has enacted a
series of regulations that govern remedial procedures if an accredited Medicare provider does not
comply fully with Medicare's regulatory requirements. Id. at 1220–21. Citing to Mikes, the Tenth
Circuit concluded that if the FCA required compliance with every existing regulatory requirement for
Medicare payment, qui tam relators
could prevent the government from proceeding
deliberately through the carefully crafted remedial process and could demand damages far in excess of the entire value of Medicare services performed by a hospital. If successful, the consequences of such an action would likely be catastrophic for hospitals that provide medical services to the financially disadvantaged and the
elderly.... It is therefore with good reason that the
agencies of the federal government, rather than
the courts, manage Medicare participation in the
first instance in cooperation with the states and
accreditation organizations.

But the Court does not need to rely on the
policy implications weighed by the Tenth Circuit in
Conner. First, to the extent that the Complaint purports to assert a theory of express false legal certification, it has not identified any express misstatements of compliance by the Hospital or any other
defendant. Mikes, 274 F.3d at 698. The Complaint
therefore fails to state a claim of express false legal
certification.
Second, as to implied false legal certification,
the Complaint does not cite to “underlying statute
or regulation” that “expressly states the provider
must comply [with] in order to be paid.” Id. at 700
(emphasis in original). It relies only on generalized
certifications in Medicaid and Medicare reimbursement forms. The Complaint quotes a series of certifications that were required of the Hospital. In submitting a cost report to Medicare Part A, an official
was required to certify familiarity “with the laws
and regulations regarding the provision of health
care services, and that the services identified in this
cost report were provided in compliance with such
laws and regulations.” (Compl't ¶ 42.) CMS–1500
forms require the official to certify that “I understand that payment and satisfaction of this claim
will be from Federal and State funds, and that any
false claims, statements, or documents, or concealment of a material fact, may be prosecuted under
applicable Federal or State laws.” (Compl't ¶ 49.)
Three different certification statements required to
receive reimbursement under New York State
Medicaid include acknowledgement that furnishing
false information or claims may lead to fines or
prosecution, and that the filer is subject to the laws
and regulations of the State of New York. (Compl't
¶¶ 57–58, 60.) These generalized certifications of
legal compliance do not satisfy the standard for alleging implied false legal certification as set forth
in Mikes.
*19 Corporate Compliance notes that the
Anti–Kickback Statute was recently amended to explicitly state that a violation of its terms is actionable under the FCA. See 42 U.S.C. § 1320a–7b(g).

Id. at 1221.
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However, the statute was amended in 2010, and became effective on January 1, 2011. H.R. 3590,
111th Cong. § 6508(a) (2010). The revised statute
does not provide for retroactive application. The
Complaint makes no allegations of “kickbacks” that
occurred after January 1, 2011. Therefore, the 2010
amendment to section 1320a–7b does not salvage
the Complaint's theory of implied false certification. Moreover, for the reasons explained below,
the Complaint fails to allege with particularity the
existence of physician “kickbacks.”
The Complaint fails to allege an actionable theory of either express or implied false legal certification.
B. The Complaint's Blanket Allegations of Liability
on the Part of All “Defendants” Fail to Satisfy Rule
9(b).
“Rule 9(b) is not satisfied where the complaint
vaguely attributes the alleged fraudulent statements
to ‘defendants.’ “ Mills v. Polar Molecular Corp.,
12 F.3d 1170, 1175 (2d Cir.1993). “Where multiple
defendants are asked to respond to allegations of
fraud, the complaint should inform each defendant
of the nature of his alleged participation in the
fraud.” DiVittoria v. Equidyne Extractive Indus.,
Inc., 822 F.2d 1242, 1247 (2d Cir.1987). Because
Rule 9(b) requires that a defendant receive fair notice of the fraud claim, “a plaintiff alleging a claim
sounding in fraud against multiple defendants under
Rule 9(b) must ‘plead with particularity by setting
forth separately the acts complained of by each defendant.’ “ Ningbo Prods. Import & Export Co. v.
Eliau, 2011 WL 5142756, at *7 (S.D.N.Y. Oct. 31,
2011) (quoting Soft Classic S.A. de C.V. v. Hurowitz, 444 F.Supp .2d 231, 248 (S.D.N.Y.2006)); see
also Ritani, LLC v. Aghjayan, 970 F.Supp.2d 232,
250 (S.D.N.Y.2013) (Sweet, J.) (“To begin with,
Rule 9(b) is not satisfied by a complaint in which
defendants are clumped together in vague allegations.”) (quotation marks omitted).
The Complaint defines the “Defendants” to include the Hospital, Reynolds and Kemp. (Compl't ¶
1.) All nine causes of action assert claims against

all three of these “Defendants,” collectively, including Kemp, the outside billing company executive
who allegedly paid kickbacks to Reynolds in exchange for Hospital business. (Compl't ¶¶ 185, 187,
190, 195–98, 201–05, 208–12, 215–19; 221; 226;
231–33.) The three defendants all are alleged to be
liable on each count, even where the substantive allegations claim wrongdoing solely by the Hospital.
For instance, Count One purports to “seek[ ] relief
against the Defendants” (Compl't ¶ 185) for violating 31 U.S.C. § 3729(a)(1)(A) (2007), which makes
it unlawful to “knowingly present[ ], or cause[ ] to
be presented ... a false or fraudulent claim for payment or approval.” But the Count makes allegations
only as to the conduct and state-of-mind of the defendant Hospital. (Compl't ¶¶ 185–88.) The same is
true for Count Two (Compl't ¶¶ 190–93), Count
Seven (Compl't ¶¶ 221–24), Count Eight (Compl't
¶¶ 226–29) and Count Nine (Compl't ¶¶ 231–34).
Under Count Three, Kemp is alleged to be liable
under the Stark Law (Compl't ¶ 197), even though
the Stark Law governs physician self-referrals, an
issue where no allegations implicate Kemp.
*20 The Complaint's nine causes of action
make blanket allegations concerning the alleged
misconduct of all three defendants, and therefore
fail to satisfy Rule 9(b). They fail to distinguish
between the defendants' roles in the various alleged
schemes. Corporate Compliance therefore has not
alleged fraud with particularity.
C. The Complaint Fails to Allege “Kickbacks” to
the Hospital's Physicians.
Corporate Compliance contends that the remuneration paid to the Hospital's physicians violated
the Stark Law and the Anti–Kickback Statute. (See
generally Compl't ¶¶ 96–137.) Its allegations are
flawed in the following respects.
1. The Complaint Does Not Link Physicians' Base
Salaries to the Derivative Revenue that They Generated.
The Complaint asserts that the base salaries of
physicians were calculated based on the value of
“derivative revenue” the Hospital gained through
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that physician's referrals. (Compl't ¶ 96.) But the
Complaint includes no allegations that support the
existence of such a relationship.

could be explained only by their generation of derivative revenue. The allegations assert nothing
more than a salary difference.

The Complaint compares the salaries and responsibilities of two physicians. Dr. Walter Bohne
joined the Hospital staff in 1971, became Chief of
the Foot and Ankle Service in 1982 and stepped
down from that position in 2001. (Compl't ¶ 98.)
By 2003, his base salary was $100,000. (Compl't ¶
100.) The Complaint contrasts Bohne's circumstances with Dr. Edward Craig, described as “a
prominent and successful surgeon” with a base
salary of $750,000. (Compl't ¶ 99.) According to
the Complaint, between 2002 and 2004, Bohne generated derivative revenue for the Hospital that
ranged in annual value between approximately $1
million and $1.2 million. (Compl't ¶¶ 99.)

*21 The relator, Corporate Compliance, feigns
ignorance of the fundamentals of economics. The
Complaint impliedly asks why else, except for
kickbacks, would a hospital pay more to a surgeon
who generated more than $1 million a year in
“derivative revenue” than to another fine doctor
with 30 years of experience and a leadership role
within the institution? A hospital that takes into account in its compensation decisions the doctor's
overall worth to the hospital has not engaged in a
corrupt act, even when it seeks reimbursement for
services from the government. It certainly does not
bespeak of fraud or nefarious conduct, such as a
“kickback.” Apart from the lack of particularity, the
claim, as presently pleaded, is implausible within
the meaning of Twombly and Iqbal.

As characterized in the Complaint, “The larger
salary and more favorable split for Dr. Craig is consistent with the statements made above whereby the
compensation of a given physician is directly correlated with the referrals or Derivative Revenue
[the Hospital] received from that physician.”
(Compl't ¶ 100.) But an allegation that conduct “is
consistent with” liability does not satisfy Rule 9(b),
or even the requirements of Twombly and Iqbal,
which require allegations that “nudge[ ] [plaintiffs']
claims across the line from conceivable to plausible
....“ Twombly, 550 U.S. at 570. Alleging that certain
conduct is “consistent with” liability is little different than alleging that liability is “conceivable.”
Moreover, these allegations merely depicted a
salary variance between two physicians employed
by the same Hospital. Allegedly, one “prominent
and successful surgeon” earned significantly more
than a second physician who had been employed by
the Hospital for more than 30 years and had recently stepped down from a leadership role.
(Compl't ¶¶ 98–100.) The Complaint does not allege that the two physicians carried comparable
workloads or had similar practices. It does not allege with particularity that the two were similarly
situated, to a point where their salary difference

The Complaint is not saved by its allegations
that physicians were “grossly” overcompensated in
light of the revenue that they generated through
professional billings, and that physicians received
excessive salaries in order to induce referrals for
“derivative revenue.” (Compl't ¶¶ 101–03, 106–11.)
The Complaint identifies twelve physicians whose
salaries allegedly exceeded their profitability to the
Hospital in the year 2002, by an aggregate amount
of $1,222,051. (Compl't ¶ 107.) As an example, it
also analyzes the 2002 salary of Dr. Roger Widmann, a pediatric surgeon, and asserts that the Hospital incurred a loss of $252,700 on Widmann's
salary. (Compl't ¶ 102.) But the Complaint's allegations that alleged salary overpayment was tied to
“derivative revenue” are purely conclusory.
(Compl't ¶¶ 101 (unsupported allegation the Hospital “was willing to incur these ‘losses' because these
same physicians brought in millions of dollars in
Derivative Revenue.”); 110 (unsupported allegation
that “it was clear that” a doctor was generating deficient derivative revenue); 111 (unsupported allegation that a doctor generated a “significant amount”
of derivative revenue). Here, the Complaint does
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not concern itself with the subjective considerations
it found so important in the case of the purportedly
underpaid Dr. Bohne, such as years of service and
leadership positions. Assuming the truth of the conclusory allegation that these physicians were overpaid, the Complaint fails to connect the physicians'
base salary with derivative revenue, and makes no
particularized, factual allegations as to the derivative revenue generated by any physician.

and such an allegation does not satisfy Rule 9(b)
unless “accompanied by a statement of the facts
upon which the belief is based.” First Capital Asset Mgt., Inc. v. Satinwood, Inc., 385 F.3d 159, 179
(2d Cir.2004) (quotation marks omitted).

The Complaint's allegations as to the relationship between derivative revenue and physician base
salary therefore fails to satisfy Rule 9(b).

3. The Complaint Does Not Allege the Existence of
a Single Physician Referral that Brought Derivative
Revenue to the Hospital.
The Complaint makes no allegations as to the
amount of derivative revenue generated by any
physician. It fails to allege the existence of any referrals that were made by any physician that
brought derivative revenue to the Hospital. While
such specific allegations may be difficult to make
without the benefit of discovery, in light of the
Complaint's other pleading infirmities as to alleged
physician “kickbacks” and Hospital “derivative revenue,” the omission of these facts further underscores the Complaint's failure to plead with particularity violations of the Anti–Kickback Statute or the
Stark Law.

2. Corporate Compliance Makes Only Vague Allegations Concerning the Role of Derivative Revenue
in Negotiating Physician Salaries.
The Second Amended Complaint, which was
filed under seal on or about June 2, 2011, alleged
that while it was “not explicitly stated in meetings,
the main factor in negotiating base salaries and the
professional fee split was the magnitude of associated hospital revenue generated by each physician.”
(Docket # 53 ¶ 100.) The now-operative Fourth
Amended Complaint alleges that the former Associate Vice President of Physician Services “can
state that the main factor in negotiating base salaries and the professional fee split was the magnitude
of associated hospital revenue generated by each
physician.” (Compl't ¶ 109.)
*22 This assertion, as articulated differently in
two versions of the Complaint, does not explain
how this individual concluded that “derivative revenue” was “the main factor” in salary negotiations,
when the issue was never “explicitly stated.” Did
this Hospital executive review correspondence or
documents that led to this conclusion? Was there a
widely accepted understanding among physicians
or administrators that this was the case? Was it a
matter of subjective inference on the part of this executive? The Complaint alleges, ipse dixit, that derivative revenue was “the main factor” in negotiating physician salary, while disclaiming that the
matter was ever explicitly discussed. This is akin to
making an allegation upon information and belief,

The Complaint's unsupported allegations concerning physician salary negotiations do not satisfy
Rule 9(b).

4. The Complaint Alleges that the Hospital Was
Concerned about Physician Salaries and Undertook
Cost–Cutting Measures.
According to the Complaint, in 2002 and 2003,
the Hospital, under Reynolds's direction, began a
cost-cutting initiative that included consideration of
excessive physician salaries. (Compl't ¶¶ 104–07.)
A Vice President of Physician Services drafted a
memo titled “Contract Physician Profitability Improvement Plan” and a presentation titled
“Profitability Initiatives,” which outlined the Hospital's losses on physician salaries. (Compl't ¶¶
105–06 .) The same Vice President attempted to
renegotiate physician contracts in order “to push
doctors” into the status of independent physician
rather than contract physician. (Compl't ¶ 109.)
The Complaint alleges that these negotiations
were somehow improper, because they encouraged
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physicians with lower derivative revenue into independent status. (Compl't ¶¶ 110–11.) As examples,
it compares Dr. Edward Athanasian, who generated
$286,150 in professional fees in 2002 and $111,535
in 2003, with Dr. Craig, who generated between approximately $1 million and $1.2 million in fee revenue between 2002 and 2004. (Compl't ¶¶ 110–11.)
According to the Complaint, Dr. Athanasian was
“pushed” into independent status because he generated lower derivative revenue, while Dr. Craig was
permitted to retain contract status because he generated lucrative derivative revenue. (Compl't ¶¶
110–11.)
*23 But, again, these allegations fail to plead
with particularity the existence of kickbacks or improper referrals. They do not allege the value of derivative revenue generated by either Dr. Athanasian
or Dr. Craig. They assert in conclusory fashion that
the Hospital's efforts to decrease physician salaries
were improper, while at the same time alleging that
the Hospital's overpayment of physicians is also
evidence of fraud. If anything, the Complaint asserts that in or about 2002 and 2003, the Hospital
attempted to rein in the very salaries that Corporate
Compliance deems to have been exorbitant.
(Compl't ¶¶ 105–11.) The Complaint's assertion
that these salaries reflect evidence of kickbacks
paid in exchange for derivative revenue are conclusory. (Compl't ¶¶ 104, 110–11.)
In this Complaint, the Hospital cannot win. It is
fraud and unlawful if it pays too much in physician
compensation, but also fraud and unlawful if it tries
to rein in physician compensation. If the Complaint's defining difference is the Hospital's purported obsession with “derivative revenue” to the exclusion of other compensation considerations, it has
done a poor job of plausibly alleging it in a nonconclusory manner and with particularity.
5. The Complaint's Assertions Concerning CARA
Payments Do Not Allege Physician Kickbacks.
According to Corporate Compliance, “The
amount of the CARA payments themselves creates
FCA liability.” (Compl't ¶ 121.) It asserts that “the

majority” of the Hospital's doctors received an annual $80,000 CARA payment, while some received
more. (Compl't ¶ 121.) The Complaint asserts that a
flat-fee payment “is troubling” because “it can easily be proven” that the Hospital's doctors had different CARA-related workloads. (Compl't ¶ 121.)
But, again, the Complaint does not set forth
any allegations that link CARA payments to derivative revenue and Hospital referrals. As the Hospital notes in its memorandum of law, while the Complaint alleges that the physicians had limited workloads as to teaching and administrative duties, it
also makes no allegations as to physicians' research
responsibilities, which are alleged to be another
component of CARA payments. (Hosp. Mem. at
25.) The Complaint does not identify physicians
who allegedly received CARA payments in exchange for making referrals for Hospital services,
or physicians who allegedly failed to perform
CARA responsibilities. It identifies one “senior” independent physician who successfully demanded
“an increase in his salary of $80,000” for providing
clinical services in place of other independent physicians. (Compl't ¶ 117.) It asserts that the only
physician time records concerning CARA activities
“were not completed appropriately,” but as support
for this observation, alleges only that “clerks
chas[ed] doctors around to obtain the doctors [sic]
signatures.” (Compl't ¶ 123.)
As to allegations that the Hospital's administration was “top-heavy,” the Complaint does not allege with particularity why a “top-heavy” administration reflects a practice of paying kickbacks to
physicians, as opposed to some other organizing
principle of whatever merit. (Compl't ¶ 132.) The
Complaint also asserts that CARA payments do not
reflect fair market value, but it includes no supporting allegations as to why this is the case; instead, it
alleges that a former associate vice president of
physician services “can testify” to that effect.
(Compl't ¶¶ 120, 122,)
*24 The Complaint negatively compares the
administrative organization of the Hospital to the
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administration at Montefiore Hospital (Compl't ¶¶
133–34), but it does not explain why Montefiore is
relevant point of comparison for the Hospital's administrative structure. The Complaint alleges that
the Hospital operates “in a highly competitive marketplace for hospital services.” (Compl't ¶ 80.) It
identifies by name six hospitals that “compete directly”
with
the
Hospital:
New
York–Presbyterian/Weill Cornell Medical Center,
Lenox Hill Hospital, Mount Sinai Medical Center,
NYU Langone Medical Center, Hospital for Joint
Diseases and Beth Israel Medical Center. (Compl't
¶ 80.) Notably, Montefiore Hospital is not among
them. The Complaint's allegations concerning Montefiore do not allege with particularity that the Hospital's organizational structure is somehow unlawful or improper, let alone that the CARA payments
are kickbacks paid in exchange for physicians' derivative services referrals.

benefited from the kickbacks, which were allegedly
paid directly to Reynolds's consulting company.
(Compl't ¶ 142.) Indeed, the Complaint alleges that
payments were “a kickback to Reynolds” and that
“the artificially excessive fee for billing services
contributed to the losses sustained by the Hospital
under the financial arrangements with Contract
Physicians.” (Compl't ¶¶ 143, 148.) Under Corporate Compliance's own allegations, the kickbacks
were to the Hospital's detriment and for the benefit
of Reynolds. But the Complaint does not set forth
how or why the vendor payments to Reynolds
rendered any of the Hospital's particular claims for
government reimbursement false or otherwise unlawful.

D. The Complaint Fails to Allege that the Hospital
Had Knowledge of Vendor Kickbacks to Reynolds.
The Complaint fails to allege liability on the
part of the Hospital as to Reynolds's kickback
scheme involving defendant Kemp and PBC. The
Complaint alleges that the Hospital was “grossly
negligent and reckless in never discovering Reynolds's kickback schemes as its CFO, and then as its
CEO.” (Compl't ¶ 145.) Corporate Compliance argues that the Hospital should be liable for Reynolds's actions, asserting that he acted with apparent
authority. (Opp. Mem. at 13 (citing United States v.
Incorporate Village of Island Park, 888 F.Supp.
419, 438 (E.D.N.Y.1995) (respondeat superior applies to the FCA when an employee has apparent
authority and acted “at least in part, for the employer's benefit.”)).

E. The Complaint Fails to Allege a Conspiracy to
Violate the FCA.
*25 The FCA makes it unlawful to “conspire[ ]
to defraud the Government by getting a false or
fraudulent claim allowed or paid ....“ 31 U.S.C. §
3729(a)(3) (2007). To state a conspiracy claim, “a
relator must allege that ‘[1] the defendant knowingly conspired with one or more persons to get a
false or fraudulent claim allowed or paid by the
United States and [2] that one or more of the coconspirators performed any act to effect the object of
the conspiracy.’ “ United States ex rel. Colucci v.
Beth Israel Med. Center, 785 F.Supp.2d 303, 310
(S.D.N.Y.2011) (Chin, J.) (quoting United States v.
Sforza, 2000 WL 1818686, at *5 (S.D.N.Y. Dec.
12, 2000) (Schwartz, J.)). The Supreme Court has
stated that an FCA conspiracy claim must be directed toward submission of a false claim to the government:

But the Complaint makes no allegations to support its conclusory assertion that the Hospital was
grossly negligent or reckless in not discovering
Reynolds's kickback schemes. (Compl't ¶ 145.)
There is no allegation that Reynolds had the apparent authority to solicit kickbacks from PBC or any
other vendor, and no allegation that the Hospital

The Complaint fails to plausibly allege a claim
against the Hospital by reason of Reynolds's
scheme for personal enrichment.

[I]t is not enough for a plaintiff to show that the
alleged conspirators agreed upon a fraud scheme
that had the effect of causing a private entity to
make payments using money obtained from the
Government. Instead, it must be shown that the
conspirators intended ‘to defraud the Govern-
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ment.’ Where the conduct that the conspirators
are alleged to have agreed upon involved the
making of a false record or statement, it must be
shown that the conspirators had the purpose of
‘getting’ the false record or statement to bring
about the Government's payment of a false or
fraudulent claim.
Allison Engine Co., 553 U.S. at 672–73. Conspiracy claims under the FCA must be pleaded with
particularity under Rule 9(b). United States ex rel.
Gagne v. City of Worcester, 565 F.3d 40, 45 (1st
Cir.2009) (collecting cases).
In each of its three conspiracy claims, the
Complaint alleges that the “Defendants entered into
one or more conspiracies to defraud the United
States through the submission of false and fraudulent claims and through the payment received by
Defendants on those false and fraudulent claims.”
(Compl't ¶¶ 201, 208, 215.) Counts Four, Five and
Six allege that the defendants entered into a conspiracy to violate the FCA. Count Four alleges a
conspiracy to prepare false cost reports and other
documents. (Compl't ¶ 202.) Count Five alleges a
conspiracy to prepare false CMS–1500 forms.
(Compl't ¶ 209.) Count Six alleges a conspiracy to
prepare documents relating to “Defendants' illegal
kickback scheme,” and submitting reports to the
United States for approval and payment. (Compl't ¶
216.)
The Complaint fails to plead with particularity
that the defendants conspired to violate the FCA.
Again, the Complaint asserts liability against the
“Defendants,” which is a defined term that encompasses the Hospital, Reynolds and Kemp. (Compl't
¶¶ 1, 201, 208, 215.) It asserts that these three defendants “entered into one or more conspiracies to
defraud the United States through the submission of
false and fraudulent claims ....“ (Compl't ¶¶ 201,
208, 215.) It does not identify the purported roles of
the three defendants. Its generalized allegation that
they entered “into one or more conspiracies” does
not identify the alleged conspiracies with particularity. The Complaint also does not allege with par-

ticularity when these conspiracies began.
*26 In opposition, Corporate Compliance contends that it is adequate to allege that the Hospital
conspired with its physicians “to get false claims
paid by the Government.” (Opp. Mem. at 15.) But
the Complaint does not allege-either plausibly or
with particularity-active or knowing participation
by the Hospital's physicians. The “specific examples” cited by Corporate Compliance (Opp.
Mem. at 15) consist of the previously-discussed,
unsupported allegation that physician referrals were
“the main factor” in negotiating base salaries
(Compl't ¶ 109) and a conclusory allegation that the
Hospital did not convert Craig's status at the Hospital from a contract physician to an independent
physician because he generated “a significant
amount” of derivative revenue-apparently implying
that he was retained on contract status in order to
induce referrals. (Compl't ¶ 111.) Even assuming
arguendo that these conclusory assertions plausibly
alleged that the Hospital considered physicians' derivative revenue when negotiating base salaries,
they do not allege that the physicians “knowingly
conspired” with the Hospital or others “to get a
false or fraudulent claim allowed or paid by the
United States ...” Colucci, 785 F.Supp.2d at 310.
Corporate Compliance has therefore failed to
allege a conspiracy to violate the FCA with the particularity required by Rule 9(b).
IV. Corporate Compliance's Application for a Subpoena against the United States Is Denied.
Corporate Compliance “respectfully requests
that the Court exercise its discretion in favor of allowing Relator to issue a subpoena to the Government for the CID Documents to amend its Complaint” in the event that “the Court finds the Complaint insufficient in any fashion ....“ (Opp. Mem. at
16.) It seeks leave to amend the Complaint to incorporate facts currently in the possession of the
United States. (Opp. Mem. at 16–17.) The application for a subpoena and to amend the Complaint is
denied.
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As noted, Corporate Compliance reviewed certain materials that the Hospital produced to the
United States in response to a CID. (Opp. Mem. at
16.) Corporate Compliance argues that it “identified
additional evidence which further supports the allegations that are already extensively laid out in the
Complaint.” (Opp. Mem. at 16.) It states that “after
the Government declined to intervene in the case,
per an agreement entered into with the Government,
Relator returned these CID Documents to the Government and did not supplement the Complaint with
the information contained therein.” (Opp. Mem. at
16.) Corporate Compliance states that the CID documents include contracts with physicians; charts
showing CARA payments and expenses; notes from
meetings between Hospital administrators and
physicians that “indicate” referrals were considered
in salary negotiations; and profit-and-loss statements regarding physician salaries and expenses
from 2002 through 2010. (Opp. Mem. at 17.)
*27 Corporate Compliance has cited no authority for the proposition that it is “a recognized practice” (Opp. Mem. at 16) among the federal courts to
issue a subpoena requiring the United States to proFN10
duce materials to a qui tam relator.
A qui tam
relator brings “suit on behalf of the United States
government. As such, it acts neither as the real
party in interest nor in a representative capacity.”
United States v. Quest Diagnostics Inc ., 734 F.3d
154, 166 (2d Cir.2013). As described in Corporate
Compliance's memorandum of law, over a six-year
period, the United States issued a CID to the Hospital and reviewed responsive documents. (Opp.
Mem. at 1–2.) It provided Corporate Compliance
with those documents under the express condition
that it not supplement its pleadings with information obtained through the CID. (Opp. Mem. at 2.)
FN10. The authorities cited by Corporate
Compliance recognize that a relator may
include information obtained from nonparties, including information accessed
from government entities, but none supports the issuance of subpoena to the

United States. (Opp. Mem. at 16–17.)
Corporate Compliance has cited no authority,
and offers no rationale, as to why the United States
should be compelled to produce documents to a
private relator that purports to be acting on the
United States's behalf. The United States is a real
party in interest to this action; Corporate Compliance is not, and it has not provided the Court with
any authority or rationale as to why the United
States should be required—potentially against its
will—to give Corporate Compliance access to additional materials obtained through the CID.
The relator's only request to re-plead the Fourth
Amended Complaint in the event of dismissal is
one that is coupled with a request that the Court allow a subpoena for the materials produced in response to the government's CID, to be followed by
the incorporation of such materials into a Fifth
Amended Complaint. This case was filed in 2007.
The Court recognizes that time was consumed by
the federal and state governments' reviews leading
each to decline to pursue the case, but they declined
to intervene in June 2013. Corporate Compliance
thereafter filed a Third Amended Complaint on
November 18, 2013 and a Fourth Amended Complaint on January 8, 2014. (Docket # 29, 59.) Corporate Compliance made no request to this Court
for access to the government's CID materials prior
to filing these amended complaints. (See, e.g.,
Docket # 51.) Based on the relator's vague and inclusive descriptions of the CID materials (Opp.
Mem. at 16–17), this Court will not allow the issuance of the subpoena, a matter first raised with the
Court in opposition to the motion to dismiss the
Fourth Amended Complaint.
CONCLUSION.
The defendants' motions to dismiss are GRANTED. (Docket # 60, 64, 69.)
Corporate Compliance's applications to issue a
subpoena against the United States and to file a
Fifth Amended Complaint are denied.
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SO ORDERED.
S.D.N.Y.,2014.
U.S. v. New York Soc. for the Relief of the Ruptured and Crippled, Maintaining the Hosp. for Special Surgery
Slip Copy, 2014 WL 3905742 (S.D.N.Y.), Med &
Med GD (CCH) P 305,027
END OF DOCUMENT
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United States District Court,
M.D. Tennessee,
Nashville Division.
UNITED STATES of America, ex rel. Kevin DENNIS; State of Tennessee, ex rel. Kevin Dennis; and
Kevin dennis, Individually, Plaintiffs,
v.
HEALTH MANAGEMENT ASSOCIATES, INC.,
and Lebanon Hma, Inc. d/b/a University Medical
Center, Defendants.
No. 3:09–cv–00484.
Jan. 14, 2013.
Ellen Bowden McIntyre, Office of the United States
Attorney, Timothy P. Harlan, Tennessee Attorney
General's Office, William Michael Hamilton, Provost, Umphrey Law Firm, LLP, Nashville, TN,
James M. Shaughnessy, Kirk E. Chapman, Neil
Fraser, Milberg LLP, New York, NY, for Plaintiffs.
Brian D. Roark, J. Taylor Chenery, Sarah K. Bogni
Bass, Berry & Sims, Nashville, TN, Joshua M.
Davis, Kirk Ogrosky, Arnold & Porter LLP, Washington, DC, for Defendants.
MEMORANDUM OPINION
THOMAS A. WISEMAN, JR., Senior District
Judge.
*1 Before the Court is the Motion to Dismiss
Relator's First Amended Complaint (ECF No. 69),
filed by defendants Health Management Associates,
Inc. (“HMA”) and Lebanon HMA, Inc. d/b/a University Medical Center (“UMC”), on the basis that
it fails to satisfy the heightened pleading standard
set out in Rule 9(b) of the Federal Rules of Civil
Procedure, which applies to False Claims Act lawsuits, and that it is therefore subject to dismissal under Rule 12(b)(6). The defendants also assert that
further attempts to amend the complaint would be
futile, and that the dismissal should therefore be
with prejudice. As explained herein, the Court finds

the defendants' motion to be meritorious. The motion will be granted and this action dismissed, but
without prejudice.
I. Procedural Background
Defendant UMC is a wholly owned subsidiary
of HMA. UMC has owned and operated an acutecare hospital in Lebanon, Tennessee since 2003.
The relator, Kevin Dennis, M.D. (referred to herein
as “Dennis” or “the relator”), is a physician whom
UMC recruited to the Lebanon, Tennessee community in 2007.
Dennis filed the original complaint in this qui
tam action in May 2009, alleging that the recruitment agreement between Dennis and UMC was a
sham contract that violated the Medicare and Medicaid AntiKickback Statute, 42 U.S.C. § 1320a–7b
(“AKS”), and the “Stark Law,” 42 U.S.C. 1395nn.
The relator alleged that, as a result of these violations, UMC and HMA committed healthcare billing
fraud in violation of the False Claims Act, 31
U.S.C. §§ 3729 – 3733 (“FCA”), as well as analogous Tennessee laws. The complaint also alleged
that the defendants entered into improper recruitment agreements with other physicians and
provided benefits to those physicians in violation of
the Stark Law and the AKS; that defendants had
treated Medicare and Medicaid beneficiaries whose
referrals were tainted by the allegedly illegal agreements, and that the defendants submitted false
claims related to the treatment of those beneficiaries.
On December 7 and 8, 2011, the State of Tennessee and the United States gave notice of their respective decisions not to intervene in this matter.
(ECF Nos. 40 and 41.) Thereafter, the Court
ordered that the complaint be served on the defendants by the relator (ECF No. 43), and directed the
relator to file his First Amended Complaint by or
before June 29, 2012 (ECF No. 51).
The relator filed the amended complaint on
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June 29, 2012. Despite the passage of more than
three years between the filing of the original and
amended complaints, the factual allegations and
legal claims in the amended complaint do not appear to differ materially in any respect from those
FN1
in the original complaint.
The defendants filed
their motion to dismiss the amended complaint on
July 30, 2012. The relator filed his response in opposition to that motion, and the defendants filed a
reply brief. The defendants' motion, having been
fully briefed, is now ripe for review.
FN1. The Fraud Enforcement and Recovery Act (“FERA”), Pub.L. No. 111–21,
123 Stat. 1617 (May 20, 2009), amended
and renumbered various FCA provisions.
The original complaint referred to the FCA
provisions by their pre-FERA numeration;
the amended complaint refers to the FCA
as amended by the FERA. Otherwise, the
Court has not detected any significant differences between the original and amended
documents.
II. Factual Allegations in the First Amended
Complaint
*2 The allegations in the amended complaint
are purportedly based upon the relator's personal
knowledge and documents in his possession. (First
Amended Complaint, ECF No.65 (“FAC”), at 1.)
The relator alleges that “he has been engaged in a
financial relationship with defendants pursuant to a
Physician Recruitment Agreement” “[s]ince July
2007.” (FAC ¶ 16.) Although this statement clearly
implies a current and ongoing relationship, the relator alleges elsewhere in his complaint that UMC
terminated the recruitment contract and its relationship with Dennis in March 2008, meaning that the
relator's personal knowledge of UMC's activities is
limited to a period of less than one year-from July
2007 through March 2008.
The amended complaint states that it is brought
by the United States and the State of Tennessee, ex
rel. Dr. Kevin Dennis, to redress violations of the
FCA, the Tennessee Medicaid False Claims Act,

Tenn.Code Ann. §§ 75–1–181 et seq. (the
“TMFCA”), and the Tennessee False Claims Act,
Tenn.Code Ann. § 4–18–103(a), and goes into substantial detail regarding the federal statutory
scheme that prohibits payments made to induce
physician referrals, including the Stark Law and the
AKS, and the various government-funded healthcare programs that are included within the purview
of Stark and the AKS. (See FAC ¶¶ 23–68.)
The factual allegations in the amended complaint concerning the defendants' allegedly unlawful conduct are somewhat more succinct, and may
be fairly summarized as follows:
The relator alleges very generally, in the
“summary” section of the amended complaint, that,
pursuant to the terms of his and other physicians'
“sham” recruitment agreements with UMC and
HMA, the physicians' receipt of financial remuneration was conditioned upon the physicians' referral
of patients for inpatient and/or outpatient hospital
services, in violation of Stark and the AKS. Because the agreements were improperly based on remuneration for referrals, HMA and UMC were prohibited from billing Medicare, Medicaid or other
government-funded healthcare programs for services performed by physicians or physician practices that had referred patients to UMC or other
HMA hospitals. The relator claims that,
“[n]onetheless, HMA and [UMC] unlawfully billed
government-funded healthcare programs for such
unlawfully referred services in violation of the
[FCA] and the [TMFCA] and have knowingly accepted substantial sums of money from the Government Plaintiffs that they were not entitled to receive.” (FAC ¶ 69.)
The relator further alleges that in conjunction
with the recruitment agreements between UMC (or
HMA) and recruited physicians, “defendants have
provided office space at below market rents and
have provided personnel free of charge or at below
market compensation to physicians and physician
practice groups that refer patients for out patient
services and inpatient stays to [UMC]. These free
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and below market services are provided to these
physicians and practice groups ... to induce them to
continue to refer patients to the hospital....” (FAC ¶
72.) The relator asserts that these practices violate
Stark and the AKS, and that the violation of those
laws in connection with the referral of patients who
are beneficiaries of Medicare, Medicaid or other
government-funded healthcare services renders all
services provided to such patients ineligible for reimbursement as a matter of law, such that every
claim submitted to the United States for such services is a false claim that violates the FCA and the
TMFCA. The relator specifically claims that the defendants have submitted false cost reports to the
United States (FAC § 56), but does not include any
factual support for that assertion.
*3 In support of his assertion that UMC's physician recruitment agreements condition the recruited physicians' receipt of financial remuneration
upon the physicians' referral of patients for inpatient and/or outpatient hospital services, the relator
alleges, with somewhat greater specificity, that he
is a licensed physician who was recruited by UMC
to enter into a recruitment agreement pursuant to
which he relocated his medical practice to Lebanon,
Tennessee. The recruitment agreement provided
that UMC would supplement Dennis's earnings
such that he was guaranteed a net income of not
less than $260,000 for the first year, or $21,666,76
per month. UMC also agreed to reimburse certain
specific start-up expenses in an amount up to
$24,000, and to pay a commitment bonus of
$10,000, The relator acknowledges that the recruitment agreement specifically provided that none of
the payments by UMC to Dennis were or would be
conditioned on referrals to the defendants' facilities.
In that regard, the agreement stated: “No Referral
Requirements. We don't require you to refer patients to us in order to receive financial recruitment
benefits because of this Agreement.” (FAC ¶ 87;
see also ECF No. 79–9 (Recruitment Agreement) ¶
FN2
4.01.)
FN2. Both parties submitted documents

outside the record along with their filings
in favor of or in opposition to the motion
to dismiss. These documents include the
relator's recruitment agreement and UMC's
by-laws, both of which are referenced in
the complaint and are central to the relator's claims. The Sixth Circuit has held that
a court may consider allegations contained
in the complaint, as well as exhibits attached to or otherwise incorporated in the
complaint, without converting a motion to
dismiss to a motion for summary judgment. Weiner v. Klais & Co., 108 F.3d 86,
89 (6th Cir.1997); see also Fed.R.Civ.P.
10(c). Further, “[d]ocuments that a defendant attaches to a motion to dismiss are considered part of the pleadings if they are referred to in the plaintiff's complaint and
are central to her claim.” Weiner, 108 F.3d
at 89. In this case, the relator filed the documents with his response in opposition to
the motion to dismiss, but the Court finds
that they may be considered without converting the defendants' motion into one for
summary judgment. Beyond documents
that fall within the purview of Rule 10(c)
and Weiner, however, the Court will not
consider other material outside the record
the consideration of which would require
converting the defendants' motion to dismiss into one for summary judgment.
The relator contends, however, that this provision is “empty lip service” because it is
“contradicted” by another provision of the recruitment agreement which required Dennis to “apply
for, receive and maintain Provisional Active or Active Medical Staff membership and appropriate clinical privileges at our hospital. You also will follow
our hospital's rules, regulations, policies and medical staff bylaws.” (See FAC ¶ 88; Recruitment
Agreement ¶ 5.03.) UMC's medical staff by-laws
require Active Staff physicians, in order to maintain
their status as such, to refer a minimum of 24 patients annually to UMC's hospital facility for ad-
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mission. (FAC ¶ 90, ECF No. 79–10, at Art. IV, §
2.)
The relator alleges that after he entered into the
recruitment agreement and relocated his practice,
administrative personnel employed by the defendants began contacting him “concerning his compliance with certain of the terms of his physician recruitment agreement and have chastised Dr. Dennis
for what [the defendants] have labeled inadequate
generation of revenues for the hospital through referrals of patients for hospital admissions.” (FAC ¶
82.) He claims that UMC staff “pressured” him to
comply with the annual patient referral requirement, and “chastised” him for his failure to comply
with the requirement. (FAC ¶ 93.) The relator
claims he was informed that his accounts receivables did not meet Medical Group Management Association Standards and that the defendants had
“concerns” about how successful Dennis's practice
would be upon completion of the income guarantee
period in the recruitment agreement. (Id.) UMC
took remedial action to address its concerns about
Dennis's failure to meet the terms of his contract or
to develop his practice in Lebanon, including by
placing him on hospital unassigned-patient call.
(FAC ¶ 94.) Dennis was also “encouraged” to
“utilize [the defendants'] Hospitalist Practice group
as a remedy to step up his ‘lacking’ referral
‘revenue’ in order for him to comply with the hospital Active Staff by-laws with which he agreed to
abide in his Physician [Recruitment] Agreement.” (
Id.)
*4 The relator further asserts that he began his
required “on call” status in September 2007, and
that “[s]olely because of the mandates of his Physician Recruitment Agreement (which required his
compliance with [UMC] by-laws which in turn required him to meet a minimum annual patient admission referral quota), Dr. Dennis referred all patients for admission to the [defendants'] Hospitalist
Group from September 2007 through March 2008.
Dr. Dennis attempted to comply with his Active
Staff By-law requirement to prevent a breach of his

Physician Recruitment [A]greement that would obligate him to a financial penalty of no less than
$260,000.00. Dr. Dennis admitted at least one (1)
patient per month and referred an average of twenty
(20) patients per month to [defendants].” (FAC ¶
95.) The defendants nonetheless terminated the recruitment agreement effective March 14, 2008,
based on Dennis's failure to comply with the alFN3
legedly unlawful patient referral protocols.
FN3. In the amended complaint, the relator
also alleged that the termination of the recruitment agreement was in retaliation for
his having reported the defendants' unlawful activities in violation of the Stark Law
and other federal laws. In his response in
opposition to the defendants' motion to dismiss, the relator expressly abandoned his
retaliation claim.
The relator avers that Dr. Roger McKinney is a
practicing physician on Active Staff at UMC, who
leases offices space from defendants. The relator
claims that the defendants provided “substantial”
inkind benefits to McKinney in exchange for his
continuing high volume of referrals to UMC. Specifically, the defendants pay McKinney $60,000 annually for services as “Group Director” of UMC,
and provide him free office space. McKinney is
also employed by the defendants as Physician Practice Liaison. The relator alleges that the $60,000
paid McKinney is “far in excess of the fair market
value” of the duties he fills as Group Director, and
that the remuneration is paid to him “in exchange
for large volumes of referrals (and the attendant
large volume of inpatient and outpatient revenues)
from Dr. McKinney and the McKinney Group.”
(FAC ¶ 100.) The relator alleges that Stark and the
AKS prohibit the defendants from billing Medicare,
Medicaid or other government-funded healthcare
programs for services performed on patients illegally referred from the McKinney Group. (FAC ¶
101.)
Without explaining how, the relator also alleges that Dr. McKinney and the McKinney Group
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have been provided funding by hiring physicians,
such as Dr. Bernard Sy, who are parties to recruitment agreements with the defendants. (FAC ¶ 102.)
The relator further alleges that he has been notified by a member of defendants' billing staff that
UMC ranks tenth in Tennessee for fees-to-patient
ratio, that is, that defendants “overbill patients for
services rendered and provide substandard healthcare.” (FAC ¶ 104.) The relator claims that the defendants' “control over referrals obtained through
their sham Physician Recruitment Agreements permits [them] to charge the highest medical care costs
in the region.” (FAC ¶ 105.)
The relator further alleges that there is no
shortage of primary care physicians in and around
UMC, and that many primary care physicians in the
area struggle to recruit patients. UMC has nonetheless continued to recruit physicians by offering generous recruitment packages such as that offered to
Dennis. The relator alleges that the purpose of recruiting ever more physicians is to obtain additional
referrals “because of the ongoing kickbacks paid by
defendants under the guise of the sham Physician
Recruitment Agreements.”
*5 The “Unlawful Conduct” section of the
complaint contains no allegations regarding the
submission of false claims. However, the following
assertions regarding the submission of false claims
is included in the section titled “First Claim for Relief”:
117. Defendants ... knowingly presented and
caused to be presented hundreds of thousands of
false claims to the United States from at least
2003 to the present by and through their violations of federal and state laws....
118. For example, defendants knowingly and
willfully offered and paid remunerations, including kickbacks and bribes, directly or indirectly,
overtly or covertly, in cash and in kind, to group
medical practices and individual physicians, including Dr. Dennis, with the intent to induce

those physicians and medical practices to refer
individuals, including Medicare and Medicaid patients, to HMA, [UMC] and other hospitals
owned and operated by HMA, for the furnishing
of services for which payment was to be made, in
whole or in part, under a federal healthcare program....
119. Defendants' violations of the AKS and the
Stark law form the basis for the instant claims under the False Claims Act, 31 U.S.C. §
3729(a)(1)(A). Indeed, the claims submitted or
caused to be submitted were false because the
Stark law, the AKS and other state and federal
laws prohibited defendants billing Medicare for
items or services referred or ordered by physicians with whom they had financial relationships.
120. Defendants' unlawful acts were carried out
in order to induce physicians to refer patients insured by Federal healthcare programs to HMAowned inpatient and outpatient facilities....
121. Defendants' unlawful acts were also carried out in order to induce physicians to refer patients insured by Federal healthcare programs to
HMA-owned inpatient and outpatient facilities
by, inter alia:
a. Paying physicians to locate their practices in
HMA Hospital service areas;
b. Paying money to physicians pursuant to Relocation Agreements/Physician Recruitment
Agreements having previously arranged for
much of that money to be passed through to established physician practices that defendants
had targeted for increased referrals, and to established physicians practices that were loyal
referrers of patients to HMA hospitals;
c. Paying Relocation Agreement/Physician Recruitment Agreement benefits to established
physicians whom defendants had targeted for
increased referrals, and to established physicians who were loyal referrers of patients to
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HMA hospitals; and,
d. Paying physicians pursuant to “employment
contracts” for managing, marketing, and expanding their own practices.
122. The United States, ... unaware of defendants' unlawful and illegal recruitment and billing
practices, paid the claims presented by or caused
to be presented by defendants as a result of their
unlawful and illegal recruitment and billing practices.
(FAC ¶¶ 117–22.) These allegations are incorporated by reference in the sections pertaining to
the other claims for relief.
*6 Based on the factual allegations summarized
above, the relator purports to assert nine separate
claims for relief under federal and state law for: (1)
violations of the False Claims Act, 31 U.S.C. §
3729(a)(1)(A), and the Tennessee Medicaid False
Claims Act, Tenn.Code Ann. § 71–5–182(a)(1)(A),
for presenting, or causing to be presented, false or
fraudulent claims for payment or approval (First
and Sixth Claims for Relief); (2) violations of the
FCA, 31 U.S.C. § 3729(a)(1)(B), and the TMFCA,
Tenn.Code Ann. § 71–5–182(a)(1) (B), for knowingly making or using, or causing to be made or
used, a false record or statement material to a false
or fraudulent claim (Second and Seventh Claims for
Relief); (3) conspiracy to violate the FCA and the
TMFCA, in violation of 31 U.S.C. § 3729(a)(1)(C)
and Tenn.Code Ann. § 71–5–182(a)(1)(C) (Third
and Eighth Claims for Relief; (4) making or using,
or causing to be made or used, false records or
statements to avoid or decrease an obligation to pay
or transmit or refund monies to the United States or
the State of Tennessee, in violation of the FCA, 31
U.S.C. § 3729(a)(1)(G), and Tenn.Code Ann. §
71–5–182(a)(1)(D) (Fourth and Ninth Claims for
Relief); and (5) violation of the Tennessee False
Claims Act, Tenn.Code Ann. § 4–18–103(a), subsections (1), (2), (3), and (7), which create liability
and provide for treble damages against any person
who knowingly presents a false claim for payment

or approval to any state agent, employee, or political subdivision; who knowingly makes, uses or
causes to be made or used a false record or statement to get a false claim paid or approved by the
state; who conspires to defraud the state; or who
makes, uses, or causes to be made or used a false
record or statement to conceal, decrease or avoid an
obligation to pay money to the state (Tenth Claim
FN4
for Relief).
FN4. As mentioned above, the complaint
also includes a retaliation claim as the
Fifth Claim for Relief, which the relator
has expressly abandoned. That claim will
therefore be dismissed without discussion.
The Tenth Claim for Relief, seeking recovery
under the Tennessee False Claims Act, Tenn.Code
Ann. § 4–18–103, is clearly redundant of the claims
for relief asserted under the TMFCA, Tenn.Code
Ann. §§ 71–5–182(a)(1). The claims under the TMFCA are likewise co-extensive with those asserted
under the FCA; therefore, the FCA analysis also applies to the relator's claims under the TMFCA. See
In re Knox County, Tennessee ex rel. Envtl. Termite
&
Pest
Control,
Inc.,
No.
E2007–02827–COA–R3–CV, 2009 WL 2144478,
at *4 (Tenn.Ct.App. July 20, 2009) (applying federal law construing the FCA to a cause of action
brought under the Tennessee False Claims Act).
The discussion herein will therefore focus on the
FCA claims. Because the FCA claims for relief
(First, Second, Third, and Fourth Claims for Relief)
are subject to dismissal for failure to state a claim
under Rule 12(b)(6) on the basis of the relator's
failure to allege fraud with the specificity required
by Rule 9(b), the analogous claims under Tennessee
law are likewise subject to dismissal.
III. Standard of Review
The FCA prohibits making false or fraudulent
claims for payment by the federal government. See
generally 31 U.S.C. § 3729(a). A private individual, known as a relator, may bring a civil action for a
violation of the FCA, also known as a qui tam suit,
on behalf of the government. See id. § 3730(b)(1).
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On a motion to dismiss, a complaint alleging violations of the FCA must satisfy the pleading requirements set forth in both Rule 12(b)(6) and Rule 9(b)
of the Federal Rules of Civil Procedure.
*7 A relator's amended complaint should only
be dismissed under Rule 12(b)(6) if it “fail[s] to
state a claim upon which relief can be granted.”
Generally, a complaint must merely contain a
“short and plain statement of the claim showing
that the pleader is entitled to relief.” Fed.R.Civ.P.
8(a)(2). In considering whether a complaint states a
claim, the district court “must read all well-pleaded
allegations of the complaint as true.” Weiner v.
Klais and Co., 108 F.3d 86, 88 (6th Cir.1997). The
court is not required to accept as true legal conclusions, or legal conclusions couched as factual allegations. Ashcroft v. Iqbal, 556 U.S. 662, 678–79,
129 S.Ct. 1937, 173 L.Ed.2d 868 (2009). To survive a motion to dismiss, the plaintiff's complaint
must set forth more than “a formulaic recitation of
the elements” of a cause of action. Bell Atl. Corp.
v. Twombly, 550 U.S. 544, 555, 127 S.Ct. 1955, 167
L.Ed.2d 929 (2007).
That is, a plaintiff must plead “enough facts to
state a claim to relief that is plausible on its face.”
Twombly, 550 U.S. at 570. “A claim has facial
plausibility when the plaintiff pleads factual content
that allows the court to draw the reasonable inference that the defendant is liable for the misconduct
alleged.” Iqbal, 556 U.S. at 678 (citing Twombly,
550 U.S. at 556). “The plausibility standard ... asks
for more than a sheer possibility that a defendant
has acted unlawfully. Where a complaint pleads
facts that are ‘merely consistent with’ a defendant's
liability, it ‘stops short of the line between possibility and plausibility of “entitlement to relief.” ’ ” Id .
(quoting Twombly, 550 U.S. at 557). Finally, the
complaint must be construed in a light most favorable to the party opposing the motion to dismiss.
Davis H. Elliot Co. v. Caribbean Utils. Co., 513
F.2d 1176, 1182 (6th Cir.1975).
Because the claims in this case are premised
upon allegations of fraud, the complaint is also

governed by Rule 9(b), which requires that “in any
complaint averring fraud or mistake, the circumstances constituting fraud or mistake shall be stated
with particularity.” Yuhasz v. Brush Wellman, Inc.,
341 F.3d 559, 563 (6th Cir.2003). The Sixth Circuit
has made it clear that the heightened pleading
standard set forth in Rule 9(b) applies to complaints
alleging violations of the FCA. Id. To satisfy Rule
9(b), a plaintiff must at a minimum “allege the
time, place, and content of the alleged misrepresentation” as well as “the fraudulent scheme; the
fraudulent intent of the defendants; and the injury
resulting from the fraud.” Bennett v. MIS Corp.,
607 F.3d 1076, 1100 (6th Cir.2010) (internal citations omitted). A complaint's failure to comply with
Rule 9(b)'s pleading requirements is treated as a
failure to state a claim under Rule 12(b)(6). United
States ex rel. Howard v. Lockheed Martin Corp.,
499 F.Supp.2d 972, 976 (S.D.Ohio 2007).
IV. The Applicable Law
A. The FERA Amendments to the FCA
This case is brought pursuant to the FCA,
which provides civil penalties for presenting a false
claim for payment against the Government. See
Sanders v. Allison Engine Co., Nos. 10–3818,
10–3821, 2012 WL 5373532, at *9 (6th Cir. Nov.2,
2012). The Fraud Enforcement and Recovery Act
of 2009 (“FERA”), Pub.L. No. 111–21, 123 Stat.
1617 (May 20, 2009), amended and renumbered
various FCA provisions. The amended complaint
purports to proceed under the FCA's post-FERA
provisions, as reflected by the fact that the first four
claims for relief assert such claims under 31 U.S.C.
§ 3729(a) (1)(A), (B), (C), and (G), which did not
exist prior to FERA.
*8 The FERA expressly provides that its
amendments “shall take effect on the date of enactment of this Act and shall apply to conduct on or
after the date of enactment,” May 20, 2009, except
that § 3729(a)(1)(B) “shall take effect as if enacted
on June 7, 2008, and apply to all claims under the
False Claims Act ... that are pending on or after that
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date.” FERA § 4(f), 123 Stat. at 1625 (emphasis added). In other words, as is relevant to the relator's
claims here, subsections (A), (C) and (G) of 31
U.S.C. § 3729(a)(1) are not retroactive, and only
apply to conduct that took place on or after May 20,
2009. Subsection (B), however, applies to all
“claims” that were “pending” on or after June 7,
2008. The defendants argue that this retroactivity
provision violates the Ex Post Facto Clause of the
Constitution, citing United States ex rel. Sanders v.
Allison Engine Co., 667 F.Supp.2d 747 (S.D.Ohio
2009). After the defendants filed their motion,
however, the Sixth Circuit issued its opinion reversing that district court decision. See Sanders.
Sanders v. Allison Engine Co. ., supra, 2012 WL
5373532 (6th Cir. Nov.2, 2012). There, the Sixth
Circuit held, among other things, that the term
“claim,” as used in FERA § 4(f), 123 Stat. at 1625,
meant “case” or “civil action,” id. at *6–*7, and
that the retroactivity provision of FERA did not violate the Ex Post Facto Clause or the Due Process
Clause. Id. at *14, *15.
The original complaint in this action was filed
on May 27, 2009, well after June 7, 2008. The
FERA amendment to the FCA codified at 31 U.S.C.
§ 3729(a)(1)(B) therefore applies to the relator's
second claim for relief in this case. However, with
respect to the FCA claims set forth in the relator's
first, third, and fourth claims for relief, although the
amended complaint purports to cover ongoing
activity “to the present” (FAC ¶ 4), it does not contain any particularized allegations regarding the defendants' conduct—or any basis for the relator's
personal knowledge of the defendants' conduct—beyond the termination of the relator's recruitment contract on March 14, 2008. Because
FERA's amended provisions in 31 U.S.C. §
3729(a)(1)(A), (C), and (G) are inapplicable to conduct that occurred before 2009, they are inapplicable to the defendants' alleged conduct. The Court
therefore construes the relator's first, third and
fourth claims for relief as proceeding under the
FN5
FCA's text and numbering that predate FERA.

FN5. In any event, it is not clear that the
revisions have any effect on the analysis of
the allegations herein.
B. The Relevant Provisions of the FCA
The applicable pre-FERA terms of the FCA establish liability for any person who:
(1) knowingly presents, or causes to be presented,
to an officer or employee of the United States
Government or a member of the Armed Forces of
the United States a false or fraudulent claim for
payment or approval;
....
(3) conspires to defraud the Government by getting a false or fraudulent claim allowed or paid;
[or]
(7) knowingly makes, uses, or causes to be made
or used, a false record or statement to conceal,
avoid, or decrease an obligation to pay or transmit money or property to the Government[.]
*9 31 U.S.C. § 3729(a)(1), (3), and (7) (2008).
The amended version of 31 U.S.C. § 3729(a)(2)
, now codified at 31 U.S.C. § 3729(a)(1)(B), creates
liability for any person who “knowingly makes,
uses, or causes to be made or used, a false record or
statement material to a false or fraudulent claim,”
FN6
as the term “claim” is defined by the statute.
FN6. The prior version created liability for
any person who “knowingly makes, uses,
or causes to be made or used, a false record or statement to get a false or fraudulent claim paid or approved by the Government.”
The term “claim” is defined under the preFERA version of the FCA to include:
any request or demand ... for money or property
which is made to a contractor, grantee, or other
recipient if the United States Government
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provides any portion of the money or property
which is requested or demanded, or if the Government will reimburse such contractor, grantee,
or other recipient for any portion of the money or
property which is requested or demanded.
31 U.S.C. § 3729(c) (2008). The FERA amendment provided some additional clarity to the definition:
(1) the term “claim”—
(A) means any request or demand ... for money
or property and whether or not the United
States has title to the money or property, that—
(i) is presented to an officer, employee, or
agent of the United States; or
(ii) is made to a contractor, grantee, or other recipient, if the money or property is to be spent
or used on the Government's behalf or to advance a Government program or interest, and if
the United States Government—
(I) provides or has provided any portion of the
money or property requested or demanded; or
(II) will reimburse such contractor, grantee, or
other recipient for any portion of the money or
property which is requested or demanded; and
(B) does not include requests or demands for
money or property that the Government has
paid to an individual as compensation for Federal employment or as an income subsidy with
no restrictions on that individual's use of the
money or property[.]
31 U.S.C. § 3729(b)(2) (2009).
The FCA has always included a qui tam provision that allows a private party to bring suit on behalf of the United States to allege fraud upon the
United States. See 31 U.S.C. § 3730(b). The United
States has a statutory right to intervene and take
over prosecution of an FCA case. If it chooses not
to, as in this case, the FCA's qui tam provisions

award successful relators of fraud who proceed independently a reasonable amount of the proceeds or
settlement. Id. § 3730(d)(2); see United States ex
rel. Dick v. Long Island Lighting Co., 912 F.2d 13,
18 (2d Cir.1990) (“ ‘The purpose of the qui tam
provisions of the False Claims Act is to encourage
private individuals who are aware of fraud being
perpetrated against the Government to bring such
information forward.’ ”) (quoting H.R.Rep. No.
99–660, at 22 (1986)).
In an attempt to identify the requisite false
claims that are essential to an action under the False
Claims Act, the relator in the present case relies on
presumably false claims submitted pursuant to allegedly illegal referral relationships in violation of
the AKS and the Stark Law. The AKS is a criminal
statute which makes it a felony for:
*10 whoever knowingly and willfully offers or
pays any remuneration (including any kickback,
bribe, or rebate) directly or indirectly, overtly or
covertly, in cash or in kind to any person to induce such person—(A) to refer an individual to a
person for the furnishing or arranging for the furnishing of any item or service for which payment
may be made in whole or in part under
subchapter XVIII of this chapter or a State health
care program, or (B) to purchase, lease, order, or
arrange for or recommend purchasing, leasing, or
ordering any good, facility, service, or item for
which payment may be made in whole or in part
under subchapter XVIII of this chapter or a State
health care program....
42 U.S.C. § 1320a–7b(b)(2). Thus, the AKS focuses on the circumstances surrounding the referrals themselves, but does not create a private cause
of action.
The Stark Law is designed to prevent abusive
self-referrals. Under the Stark Law, a physician is
prohibited from making any referral to a provider
of designated health services if the physician has a
“financial relationship” with the provider, unless an
exception applies. 42 U.S.C. § 1395nn(a).
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“Financial relationship” is further defined as a compensation arrangement between the physician and
the provider, and a “compensation arrangement” is
defined as “any arrangement involving any remuneration between a physician (or immediate family
member of such physician) and an entity other than
an arrangement involving only remuneration described in subparagraph (C).” 42 U.S.C. §
1395nn(a) (2) and (h)(1)(A). Under this statute, a
healthcare provider is prohibited from submitting
claims to government payors for services rendered
to patients referred in violation of the statute, and
government payors are prohibited from paying such
claims. 42 U.S.C. § 1395(g)(1). The Stark Law is
enforced by the Office of the Inspector General. 42
C.F.R. § 1003.102(a)(b).
Although neither the Stark Law nor the AKS
provides for a right of private enforcement, see
West Allis Mem'l Hosp., Inc. v. Bowen, 852 F.2d
251 (7th Cir.1988), it is well established that claims
for remuneration made to the government in violation of AKS and Stark may violate the FCA. This is
the theory under which the relator proceeds in this
case.
V. Analysis and Discussion
To plead fraud, and a violation of the FCA,
with particularity, the plaintiff must allege (1) “the
time, place, and content of the alleged misrepresentation,” (2) “the fraudulent scheme,” (3) the defendant's fraudulent intent, and (4) the resulting injury. Chesbrough v. VPA, P.C., 655 F.3d 461, 467
(6th Cir.2011) (citation omitted). The defendants
argue that the amended complaint in this case fails
to plead fraud with the particularity required by
Rule 9(b), insofar as (1) the complaint does not
identify with particularity any false claim actually
submitted by the government (first and second
claims for relief); (2) the complaint does not identify any false statement that was made or used that
was material to a false or fraudulent claim for payment (second claim for relief); (3) the complaint
does not plead the elements of a conspiracy to defraud with sufficient particularity (third claim for

relief); and (4) the complaint does not identify a
false statement made to avoid an obligation to the
government (fourth claim for relief). The defendants further argue that the complaint fails to state a
claim based on the recruitment agreement's requirement that contracting physicians maintain active
staff privileges at UMC, which in turn requires the
admission of at least twenty-four patients per year.
The Court finds the defendants' argument persuasive with respect to each of these points. Because the
complaint as a whole is subject to dismissal under
Rules 9(b) and 12(b)(6), the Court does not reach
the defendants' argument that the complaint does
not provide a basis for holding defendant HMA liable for the actions of its subsidiary.
A. The Complaint Fails to Adequately Plead the
Presentation of a False Claim to the Government
as Required to Support the First and Second
Claims for Relief
*11 To state a claim for relief under 31 U.S.C.
§ 3729(a)(1) (pre-FERA), the relator must show
that the defendants “(1) knowingly present[ed] [to
the United States government] a false or fraudulent
claim for payment or approval.” Thus, for purposes
of the relator's first claim for relief, the relevant
elements of the claim-and the elements that must be
pleaded with sufficient particularity—are a “
‘fraudulent
scheme’
and
[a]
‘misrepresentation’—the actual presentment of a
false claim to the government.” Chesbrough, 655
F.3d at 467. The allegations in this case are insufficient either to show a fraudulent scheme or, in the
absence of allegations giving rise to a strong inference that the defendants were engaged in a fraudulent scheme, the presentment of a false claim to the
government.
1. The Relator Fails to Allege a Fraudulent Scheme
Related to the Relator's Recruitment Agreement
The crux of the relator's claims, and, in fact,
the only arena in which the relator offers allegations of any specificity whatsoever, concern his
own recruitment agreement with UMC. The only
allegedly improper referrals to which the relator
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makes reference in the amended complaint are
based on the language of the recruitment agreement
that required him to maintain active staff membership at UMC. The relator asserts that this requirement in his own recruitment agreement, and presumably in the recruitment agreements used by
UMC and HMA with other physicians, was improper and amounted to an indirect requirement that he
(and presumably other recruited physicians) refer
patients to UMC, based on the fact that UMC's
bylaws required active staff to admit at least
twenty-four patients per year in order to maintain
their status as “active” staff members.
Irrespective of the fact that the plaintiff actually does not allege that he (or anyone else) made
improper referrals, as discussed below, the Court
finds that the contractual requirement that a physician maintain active staff status is not equivalent to
a referral requirement. The wording of UMC's
bylaws indicates that levels of physician privileges
are merely a method of classification. Doctors designated at other levels of classification remain entitled to admit patients and to treat patients in the
hospital; they simply are not held to the same level
of administrative responsibility. As an Illinois district court has stated in an identical context, “the
classification system is nothing more than a customary way of linking a physician's administrative
and participatory responsibilities to his/her usage of
the facility; physicians who routinely make greater
use of the facility are expected to take on more responsibility and become more involved than a
physician who seldom uses the facility.” United
States ex rel. Perales v. St. Margaret's Hosp., 243
F.Supp.2d 843, 864 (C.D.Ill.2003).
Even assuming arguendo that the requirement
that recruited physicians maintain active staff status
could somehow be construed as a referral requirement, CMS has determined in the context of recruitment that a hospital or other entity entering into a recruitment agreement “may require as a condition for receiving benefits that the practitioner
maintain staff privileges at the entity.” 42 CFR §

1001.952(n)(4). It is a common and well known
practice of hospitals to classify active staff based in
part on the number of admissions per year, and
CMS necessarily was aware of that fact when it
chose not to prohibit staff membership as a requirement in physician recruitment agreements. The relator himself was subject to a recruitment agreement, and he has failed to identify any other physicians who were contractually obligated to maintain
active staff status who did not fall into a category
where such a requirement is permissible.
*12 In sum, to the extent the alleged “false
claims” referenced in the amended complaint are
based upon the relator's assertion that his recruitment agreement violated the Stark Law or the AKS
because it included a requirement that he obtain and
maintain active staff status at LIMC, and that active
staff membership entailed a referral requirement,
such allegations are insufficient as a matter of law
to show the existence of a fraudulent scheme that
could give rise to a false claim to the government.
FN7
FN7. The fact that LIMC's personnel allegedly encouraged and pressured Dennis
to comply with the terms of his recruitment
agreement, and “chastised” him for failing
to do so, is simply not material to the question of whether the agreement itself contained an illegal referral requirement.
2. The Relator Fails to Allege a Fraudulent Scheme
Related to the UMC's Relationship with McKinney
or Otherwise
The remaining claims in the amended complaint are premised upon (1) an allegedly improper
relationship between LIMC and Dr. McKinney and
the McKinney Group; (2) the allegedly improper
funneling of money to McKinney and similar practice groups who hire physicians who are in recruitment agreements with LIMC; (3) the defendants' allegedly improper practice of continuing to enter into recruitment agreements with primary care physicians although there is no shortage of primary care
physicians in the Lebanon area or specifically in the
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region served by UMC; and (4) UMC's alleged pattern and practice of overbilling for services while
providing substandard medical care. The relator
seeks to show that these relationships or actions violated the AKS and/or the Stark Law, and that the
defendants must have submitted claims that were
false because they were tainted by the AKS and
Stark violations.
To state a cause of action under that theory,
however, the relator must sufficiently allege that
the defendants submitted claims that relied upon
false certifications of compliance with the AKS or
Stark Law. See United States ex rel. Thompson v.
Columbia/HCA Healthcare Corp., 125 F.3d 899,
902 (5th Cir.1997) (holding that a false certification
of compliance with the AKS and Stark Law in a
Medicare cost report is actionable under the FCA).
The mere allegation that a defendant violated the
AKS or Stark Law does not create FCA liability unless the defendant knowingly submitted claims that
falsely certified compliance with those laws, where
such compliance was a prerequisite to payment.
Chesbrough, 655 F.3d at 467–68; Thompson, 125
F.3d at 902. Instead, the relator must allege facts
supporting a violation of the elements of the AKS
and Stark Law that underlie the supposedly false
FN8
certification.
FN8. The Patient Protection and Affordable Care Act (“PPACA”) of 2010
amended the law so that an AKS violation
is also a per se FCA violation. See Pub.L.
No. 111–148, § 6402(f)(1), 124 Stat. 119
(2010) (codified at 42 U.S.C. §
1320a–7b(g)). However, PPACA is not retroactive. See Graham Cnty. Soil & Water
Conserv. Dist. v. Wilson, 559 U.S. 280,
130 S.Ct. 1396, 1400 n. 1, 176 L.Ed.2d
225 (2010).
In that regard, the amended complaint fails to
allege with particularity that the defendants (1)
made false certifications (2) about underlying AKS
and Stark violations (3) that were tied to claims
submitted for improper referrals. The relator simply

avers, instead, that the defendants “have submitted
false cost reports to the United States.” (FAC ¶ 56.)
This allegation fails to specify who made the certifications, what was in them, and why they were
false (i.e., whether that falsity was due to a knowing noncompliance with a condition of payment,
such as violation of the AKS or Stark Law). Further, although the amended complaint contains
lengthy descriptions of federal laws and regulations
applicable to health care providers, it fails to allege
specific facts that could establish an AKS or Stark
violation. For example, the relator asserts that the
defendants entered into “sham” physician recruitment agreements with ten named physicians (FAC ¶
70), but does not allege any facts about the circumstances of those agreements or how they were
FN9
“sham.”
FN9. The relator implies these agreements
were “sham” for the same reason his was:
that they required the physicians to maintain active staff membership at LIMC,
which in turn required, under LIMC's
bylaws, that they admit a certain number of
patients per year. The Court has already
determined, as discussed above, that this
requirement did not violate federal law. He
also implies that the recruitment agreements were unnecessary because there was
already a glut of primary-care physicians
in the area, but he does not offer any specific facts to support that claim either.
*13 Likewise, the relator also makes numerous
conclusory allegations about arrangements between
Dr. McKinney and LIMC, but he offers no detail to
establish AKS or Stark law violations. For example,
he alleges that LIMC pays Dr. McKinney $60,000
per year to serve as a “Group Director.” (FAC ¶
99.) He concludes that the compensation “is far in
excess of the fair market value for Dr. McKinney's
duties as a Group Director” (id. ¶ 100), but says
nothing about what Dr. McKinney's duties were or
why $60,000 per year would exceed fair market
value compensation for those duties. Cf. United
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States ex rel. Osheroff v. Tenet Healthcare Corp.,
No. 1:09–cv–22253, 2012 WL 2871264, at *7
(S.D.Fla. July 12, 2012) (dismissing claims where
the relator did not “allege a benchmark of fair market value against which Defendants' rents to physician-tenants can be tested,” without which it was
impossible to “infer whether Defendants' rents to
physician-tenants fall sufficiently below the benchmark so as to constitute remuneration”). Besides
this conclusory claim, the relator does not plead
sufficient facts to permit the Court to draw the reasonable inference that LIMC was paying Dr. McKinney for referrals instead of for legitimate services.
The relator's allegations regarding LIMC's providing “free office space” and use of a LIMC employee “free of charge” to McKinney are similarly
devoid of any meaningful detail. (FAC ¶ 99.)
The relator also makes anecdotal allegations
that LIMC charges patients exorbitant prices for its
services that are higher than prices charged to patients by other hospitals for comparable services.
(FAC ¶ 104.) The relator offers no specifics regarding what services or what prices or how these allegations result in false claims to the government.
Finally, with respect to the alleged Stark and
AKS violations, the amended complaint fails to allege that the physicians identified therein made any
prohibited referrals to defendants. To allege an
FCA claim based on an underlying Stark or AKS
violation, it is not enough to allege that a defendant
has an improper financial relationship with a physician. Instead, a relator must allege that the defendant submitted claims to the federal healthcare programs that were provided as the result of an illegal
referral. For purposes of a false claim based upon a
tainted arrangement, the key consideration is
whether a physician referred a patient for which
federal reimbursement was sought. The amended
complaint fails to satisfy this pleading requirement.
Although the relator alleges that LIMC entered into
“sham” physician recruitment agreements with him
and other physicians (FAC ¶ 70, 105, 108), he does
not identify a single Medicare or Medicaid benefi-

ciary whom any of these physicians referred to
LIMC. Nor does the relator allege that LIMC billed
any federal or state healthcare program for services
referred by any of these doctors.
Perhaps most striking, the relator does not even
connect his own allegedly improper arrangement
with any of his own referrals of services reimbursed
by Medicare or Medicaid. He alleges that he admitted one patient per month and referred an average
of twenty patients per month between September
2007 and March 2008. (FAC ¶ 95.) But he never
specifically alleges that any of his admissions or referrals were for patients or services that were subsequently billed to a federal healthcare program.
Nor does the relator allege that he accepted money
from the defendants in exchange for referring a
single patient to LIMC that led to a claim by the defendants to the government. Similarly, although the
relator asserts that the defendants provided remuneration to Dr. McKinney “in exchange for large
volumes of referrals” (id. ¶ 100), he does not actually allege that Dr. McKinney referred any Medicare or Medicaid patient to LIMC as a result.
*14 The relator broadly avers that the defendants paid “physicians to induce patient referrals to
HMA's facilities, including Lebanon HMA, where
the patients referred are beneficiaries of Medicare,
Medicaid, and other government-funded healthcare
programs” (FAC ¶ 16), but this assertion is insufficient to satisfy Rule 9(b)'s particularity requirement. Even if the amended complaint contained
facts supporting actual payments to induce referrals, the allegations in the complaint further require
the Court to assume that the physicians identified
therein must have referred Medicare or Medicaid
patients to LIMC, and that LIMC must have then
submitted bills to Medicare and Medicaid for these
patients. Such conjecture and presumption cannot
serve as the basis of an FCA cause of action. See
Chesbrough, 655 F.3d at 472 (affirming Rule 9(b)
dismissal of FCA claims where “one must assume
that the tests were performed on Medicare or Medicaid patients, and could therefore have been billed
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to the government.”); United States ex rel. Clausen
v. Lab. Corp. of Am., 290 F.3d 1301, 1311 (11th
Cir.2002) (Rule 9(b) does not permit relator to state
claims based on allegation that “illegal payments
must have been submitted, were likely submitted,
or should have been submitted to the Government”).
In short, the allegations in the complaint do not
adequately plead facts showing a fraudulent scheme
that resulted in false claims, for purposes of the relator's first claim for relief.
3. The Relator Fails to Allege the Presentment of
False Claims
Even if the amended complaint adequately alleged a fraudulent scheme for purposes of the first
claim for relief, this claim would still be subject to
dismissal because the relator has also failed to allege with the required particularity that any false
claim was ever presented to the government for
payment. In that regard, courts recognize that the
critical element of nearly any FCA violation is the
actual presentment of a false claim to the government for payment or approval. See United States ex
rel. Marlar v. BWXT Y–12, LLC, 525 F.3d 439, 445
(6th Cir.2008) (requiring “proof that the alleged
false or fraudulent claim was ‘presented’ to the
government”); United States ex rel. Bledsoe v.
Cmty. Health Sys., Inc., 501 F.3d 493, 504 (6th
Cir.2007) ( “[P]leading an actual false claim with
particularity is an indispensable element of a complaint that alleges an FCA violation in compliance
with Rule 9(b) ”). The submission of a false claim
for payment converts an improper financial relationship into an act of fraud upon the government
and forms the basis of the cause of action. Thus,
even if a relator alleges some underlying fraudulent
scheme that would render claims false, the relator
can only avoid dismissal by also identifying actual
false claims that were submitted to the government.
See Bledsoe, 501 F.3d at 515 (holding that where
relator had alleged “complex and far-reaching
scheme,” it was insufficient to simply plead a
scheme because relator also had to identify repres-

entative false claim that was actually submitted to
government).
*15 It is the making of the fraudulent claim itself that is “the sine qua non of a False Claims Act
violation.” Sanderson v. HCA—The Healthcare
Co., 447 F.3d 873, 878 (6th Cir.2006) (citation and
quotation marks omitted). The Sixth Circuit imposes a “strict requirement that relators identify actual false claims.” Chesbrough v. VPA, P.C., 655
F.3d 461, 472 (6th Cir.2011); see also Sanderson,
447 F.3d at 877 (noting that this requirement serves
“to alert the defendants to the precise misconduct
with which they are charged and [to] protect[ ] defendants against spurious charges of immoral and
fraudulent behavior” (quotation marks omitted; alterations in original)). That is, the relator must, at
the very least, “specify the ‘who, what, when,
where, and how’ of the alleged fraud.” Sanderson,
477 F.3d at 877 (quoting United States ex rel.
Thompson v. Columbia/HCA Healthcare Corp., 125
F.3d 899, 903 (5th Cir.1997)); see id. at 877–78
(“The accounting method at the heart of the allegation of fraud in this case is ... not a violation of the
[FCA], because the statute attaches liability, not to
the underlying fraudulent activity ... but to the
claim for payment.” (internal quotation marks omitted)).
The relator here has failed to provide the requisite specificity regarding the presentation of a
false “claim for payment,” which is an indispensable element of his FCA action. Instead, the
amended complaint focuses almost exclusively, and
superficially, on the allegedly fraudulent activity,
asserting that UMC entered into recruitment agreements with physicians and entered into various arrangements with Dr. McKinney that provided remuneration to the physicians in exchange for patient
referrals in violation of the AKS and the Stark law.
The relator makes only very general and conclusory
allegations regarding the submission of claims by
the defendants. For instance, he alleges that the defendants “presented and caused to be presented
hundreds of thousands of false claims” to the Gov-
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ernment. (FAC ¶ 117.) He also alleges that
“Defendants have submitted false cost reports to the
United States.” (Id. ¶ 56.). Nowhere in the complaint, however, does he offer additional detail
about the presentation of allegedly false claims for
payment, such as when the claims were submitted
to the government, or what payment from the government was obtained as a result of such claims. In
sum, the relator fails to identify a single false claim
for reimbursement that was actually presented to
the government for payment.
In Bledsoe, the Sixth Circuit “left open the possibility that a court may ‘relax’ the requirements of
Rule 9(b) ‘in circumstances where a relator demonstrates that he cannot allege the specifics of actual
false claims that in all likelihood exist, and the
reason that the relator cannot produce such allegations is not attributable to the conduct of the relator.’ ” Chesbrough, 655 F.3d at 470 (quoting Bledsoe, 501 F.3d at 504 n. 12). In Chesbrough, the
court specified that
*16 the requirement that a relator identify an actual false claim may be relaxed when, even
though the relator is unable to produce an actual
billing or invoice, he or she has [pleaded] facts
which support a strong inference that a claim was
submitted. Such an inference may arise when the
relator has personal knowledge that the
[fraudulent] claims were submitted by Defendants ... for payment.
Id. at 471 (internal quotation marks omitted).
The Sixth Circuit recognized that other situations
might permit relaxation of the specificity requirement, but only when the allegations in the complaint make it “highly likely that a [false] claim was
submitted to the government for payment.” Id. at
472; cf. United States ex rel. McDonough v. Symphony
Diagnostic
Servs.,
Inc.,
No.
2:08–CV–00114, 2012 WL 628515 (S.D.Ohio
Feb.27, 2012) (applying a “relaxed” standard in accordance with Chesbrough, where the complained
contained “well-pleaded particularities drawn from
Plaintiffs' personal experience” of the existence of a

fraudulent “swapping” scheme in violation of the
AKS and Stark Law, and which supported a strong
inference of the submission of claims that were
rendered fraudulent by virtue of the swapping
scheme; in addition, the court noted that “[t]he
nature of the fraud alleged [did] not lend itself to
identifying specific claims,” because the plaintiff
argued that the swapping scheme resulted in illegal
referrals which were themselves billed at “a compliant rate,” such that “no particular claim for reimbursement would itself be indicative of the fraud”);
United States ex rel. Lane v. Murfreesboro Dermatology Clinic, PLC, No. 4:07–cv–00004, 2010 WL
1926131, at *4 (E.D.Tenn. May 12, 2010)
(applying relaxed standard where the relator was
defendant's former billing clerk with “personal
knowledge of the false billing patterns by virtue of
her” position, and she described in detail the billing
methods through which defendant was able to commit fraud by mischaracterizing the level of services
actually performed); United States ex rel. Fry v.
The Health Alliance of Greater Cincinnati, No.
1:03–CV–167, 2008 WL 5282139, at *13
(S.D.Ohio Dec. 18, 2008) (relaxing the pleading
standard where the relator had personal knowledge
of false claims by virtue of his position as defendant's Assistant Director of Cardiology and attached
to his complaint specific patient data and UB–92
forms that hospital actually submitted for payment
by government).
In the present case, the relator has not alleged
facts to warrant relaxation of Rule 9(b)'s “strict requirement that relators identify actual false claims.”
Chesbrough, 655 F.3d at 472. The relator never
worked as an employee of HMA or UMC, and he
does not allege any other facts showing that he has
personal, first-hand knowledge or involvement with
the defendants' billing and claim-submission process, and no knowledge that claims were actually
submitted by the defendants. He also does not
identify any persons or entities that participated in
any step of that process. Second, as discussed
above, the relator has not otherwise alleged facts
showing the existence of an illegal scheme. As a
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result, the relator simply has not pleaded facts that
support a “strong” inference that any physician with
an alleged improper financial arrangement with the
defendants referred Medicare or Medicaid patients,
or that UMC sought reimbursement from Medicare
or Medicaid for those services. Cf. Sanderson, 447
F.3d at 877–78 (holding that Rule 9(b) requires qui
tam relators to do more than merely argue that “that
claims requesting illegal payments must have been
submitted, were likely submitted or should have
been submitted to the Government”).
*17 In sum, the amended complaint does not
allege actual facts to support the relator's first claim
for relief under the FCA because it contains no specific factual allegations regarding the existence of a
fraudulent scheme or the presentment of a false
claim to the government arising from such scheme.
The first claim for relief, and the analogous statelaw claim, are subject to dismissal on this basis.
B. The Complaint Fails to Adequately Allege the
Knowing Use of False Record or Statement as Required to Support the Second Claim for Relief
To establish a post-FERA claim for relief under
§ 3729(a)(1) (B), the relator must allege that the defendants knowingly made or used, or caused to be
made or used, a false record or statement material
to a false or fraudulent claim. As set forth above,
the relator fails to adequately identify any a false or
fraudulent claim. On that basis alone, the relator's
second claim for relief is subject to dismissal. In
addition, he has also not shown that the defendants
knowingly made or used, or caused to be made or
used, a false record or statement. As with a claim
under other provisions of § 3729, a claim for relief
under § 3729(a)(1)(B), to satisfy Rule 9(b) scrutiny,
must provide sufficient detail regarding the time,
place and content of the defendant's allege false
statements and the claim for payment. Bennett v.
MIS Corp., 607 F.3d 1076, 1100 (6th Cir.2010)
Whether analyzed under the FERA
ments or not, the amended complaint
provide sufficient detail to support the
claim regarding the knowing fabrication or

amendfails to
relator's
use of a

false record or statement that was used in support
of a false or fraudulent claim. The amended complaint fails to allege any particular facts regarding
what false statements were made by the defendants,
when they were made, who made them, or the content of the statements. Further, the amended complaint makes no allegations regarding any claims
for payment submitted by UMC. Because barebones allegations about the alleged submission of
false claims, devoid of any particularized facts, are
insufficient as a matter of law under Rule 9(b), the
claim under § 3729(a)(1)(B) is subject to dismissal.
D. Conspiracy Is Not Alleged with Sufficient Particularity to Support the Third Claim for Relief
Rule 9(b)'s heightened pleading standard applies to FCA claims of conspiracy to defraud the
government. Marlar, 525 F.3d at 445. Under Rule
9(b), general allegations of a conspiracy, without
supporting facts to show when, where or how the
alleged conspiracy occurred, amount to only a legal
conclusion and are insufficient to state a cause of
action. See Vess v. Ciba–Geigy Corp. USA, 317
F.3d 1097, 1106–07 (9th Cir.2003). The amended
complaint fails to allege any of the requisite elements of a conspiracy with the requisite specificity.
In fact, the amended complaint simply avers
that “Defendants knowingly entered into unlawful
agreements with physicians and other healthcare
providers ... in furtherance of defendants' unlawful
objectives.” (FAC ¶ 140.) The agreements in question are the physician recruitment agreements. As
discussed above, the relator has failed to show that
the recruitment agreements (assuming UMC's recruitment agreements with other physicians are
comparable to the relator's recruitment agreement
with UMC) violate federal law.
*18 The conspiracy claim too is subject to dismissal because it is not pleaded with the requisite
specificity.
E. The Complaint Fails to Adequately Plead a
False Statement Made to Avoid an Obligation to
the Government as Required to Support the
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Fourth Claim for Relief
“To sustain a ‘reverse’ false claim under 31
U.S.C. § 3729(a) (7), the Government must show
(1) that the Defendants made, used or caused to be
used a statement or record to conceal, avoid or decrease an obligation to the United States; (2) that
the statement or record was false or fraudulent; (3)
that the Defendant knew the statement or record
was false or fraudulent; and (4) that the Defendant
‘made a false record or statement at a time that the
defendant owed to the government an obligation
sufficiently certain to give rise to an action of debt
at common law.’ ” United States ex rel. Augustine
v. Century Health Servs., 136 F.Supp.2d 876, 888
(M.D.Tenn.2000) (quoting Am. Textile Mfrs. Inst.,
Inc. v. The Limited, Inc., 190 F.3d 729, 737 (6th
Cir.1999)). A claim under this provision is called a
“reverse” false claim because the action of the defendant results not in improper payment to the defendant from the government, but rather no payment (or reduced payment) to the government when
payment is otherwise obligated. United States ex
rel. Doe v. Dow Chem. Co., 343 F.3d 325, 329 (5th
Cir.2003). A cause of action under § 3729(a)(7) is
subject to the heightened pleading requirement of
Rule 9(b). Id. at 529–30. That standard, applied to
the pleading of a reverse false claim, requires the
relator to plead “[t]he ‘time, place and contents of
the false representations, as well as the identity of
the person making the misrepresentation and what
[that person] obtained thereby.’ ” Id. at 329
(citation omitted).
It is unclear from the amended complaint in
what way the relator believes the defendants violated the reverse-false-claims provision. The allegations in the amended complaint include only boilerplate assertions that simply restate that statutory
language pertaining to reverse false claims. (See
FAC ¶ 147). The relator fails to provide any specific factual allegations about what fraudulent record
or statement the defendants made that caused them
to avoid or decrease an obligation to pay the government, who made such a record or statement,
when it was made, where it was made, or its con-

tents. Nowhere in the amended complaint does the
relator allege any obligation owed by the defendants to the government that the defendants sought
to conceal or avoid. As a result, the relator has
failed to allege a cause of action for a “reverse”
false claim under § 3729(a)(7) with the specificity
required by Rule 9(b). This claim for relief too is
therefore subject to dismissal.
VI. Conclusion
For the reasons stated herein, the Court finds
that the amended complaint fails to state a claim
under the FCA or analogous state law for which relief may be granted.
*19 Generally speaking, the failure to properly
plead fraud is not grounds for dismissal with prejudice. United States ex rel. Bledsoe v. Cmty. Health
Sys., 342 F.3d 634, 644 (6th Cir.2003); see also
Yaldu v. Bank of America Corp., 700 F.Supp.2d
832, 848 (E.D.Mich.2010) (“[D]ismissal with prejudice on the basis of failure to plead with particularity ordinarily should be done only after the
plaintiff has a chance to seek leave to amend the
complaint.” (citing Bledsoe, 342 F.3d at 644)). The
defendants request that the dismissal be with prejudice, because “further attempts to amend the Complaint would be futile.” (ECF No. 69, at 1.) In his
response to the motion to dismiss, the relator specifically requests permission to replead any claims
dismissed for lack of sufficient specificity.
The Court finds that, while it appears unlikely
that the relator is in possession of facts that will
permit him to plead fraud with any greater specificity, he has only amended his complaint once,
prior to the defendants' having filed any answer or
responsive pleading. The Court therefore finds that
dismissal with prejudice is inappropriate at this
juncture. The dismissal will therefore be without
prejudice.
An appropriate order is filed herewith.
M.D.Tenn.,2013.
U.S. ex rel. Dennis v. Health Management Asso-
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ciates, Inc.
Not Reported in F.Supp.2d, 2013 WL 146048
(M.D.Tenn.), Med & Med GD (CCH) P 304,286
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Only the Westlaw citation is currently available.
United States District Court,
N.D. Georgia,
Atlanta Division.
UNITED STATES of America ex rel. FOX RX,
INC., Plaintiff,
v.
OMNICARE, INC. and Neighborcare, Inc., Defendants.
No. 1:11–cv–962–WSD.
May 17, 2013.
Amy L. Berne, Office of United States Attorney,
Hezekiah Sistrunk, Jr., Jane Lamberti Sams, Shean
Decarlos Williams, Cochran, Cherry, Givens,
Smith, Sistrunk & Sams, PC, Atlanta, GA, Anna C.
Dover, Arvind Khurana, Barry A. Weprin, Kirk E.
Chapman, Scott R. Foglietta, Milberg, LLP, New
York, NY, Benjamin J. Vernia, The Vernia Law
Firm, Washington, DC, for Plaintiff.
Carolyn Cain Burch, King & Spalding, LLP, Jane
Lamberti Sams, Cochran, Cherry, Givens, Smith,
Sistrunk & Sams, PC, Michael Edward Paulhus,
Phyllis Buchen Sumner, Richard L. Shackelford,
Atlanta, GA, for Defendants.
OPINION AND ORDER
WILLIAM S. DUFFEY, JR., District Judge.
*1 This matter is before the Court on Defendants' Motion to Dismiss Relator's Third Amended
Complaint Pursuant to Federal Rules of Civil Procedure 12(b)(6) and 9(b) [99] (“Pleading Defects
Motion”), Defendants' Motion to Dismiss Counts I,
II, and III of Relator's Third Amended Complaint
Pursuant to Rule 12(b)(1) [100] (“Public Disclosure
Motion”), and the Parties' Stipulation of Dismissal
of Copayment Count (Count IV) of the Relator's
Third Amended Complaint [105] (“Stipulation of
Dismissal”).
I. BACKGROUND

On March 25, 2011, Relator Fox Rx, Inc.
(“Relator”) initiated this qui tam action under the
False Claims Act (“FCA”) against Defendants Omnicare, Inc. and NeighborCare, Inc. (“Defendants”).
(See generally Compl. [1].) On May 27, 2011, Relator filed, as a matter of right, its First Amended
Complaint [6], and on August 4, 2011, Relator
filed, with the Court's leave, its Second Amended
Complaint [7]. The United States declined to intervene. (See Order, Aug. 4, 2011[13].)
Relator is, or during the relevant times was, a
sponsor of Medicare Part D Prescription Drug Plans
FN1
(“PDPs”).
In the eight (8)-count Second
Amended Complaint, Relator alleged that Defendants, specialty pharmacies providing services to
long-term care facilities (“LTCFs”) throughout the
United States, engaged in four (4) separate schemes
to defraud the Medicare Part D program by seeking
reimbursement for prescriptions, filled on behalf of
Part D beneficiaries, that are not covered or are not
reimbursable by Part D: (i) prescriptions for atypical antipsychotic drugs (“AAP”) for “off-label” use
of such drugs—that is, a use not authorized by the
Food and Drug Administration or supported in the
authorized medical literature (Counts I and II); (ii)
partially-filled prescriptions (“split prescriptions”)
requiring multiple refills and allowing Defendants
to charge unnecessary dispensing fees (Counts III
and IV); (iii) prescriptions filled without obtaining
“prior authorization” (Counts V and VI); and (iv)
waiver of patients' co-payments (Counts VII and
VIII).
FN1. As the Court explained in its August
29, 2012, Order [96],
Part D is the federally funded prescription drug benefit program available to
Medicare participants who voluntarily
enroll. The program is administered by
the Centers for Medicare and Medicaid
Services (“CMS”) .... CMS provides
drug coverage to Part D enrollee benefi-
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ciaries through private [PDPs] offered
and administered by private PDP sponsors authorized by CMS.
To participate in Part D, beneficiaries
enroll in a PDP of their choice. Beneficiaries pay premiums to their PDP sponsors. Their PDP coverage is limited by
certain deductibles, co-payments, and
benefit caps. Beneficiaries have their
prescriptions filled at private pharmacies, which are generally within a PDP's
contract network. The pharmacies submit their PDP bills for payment by the
PDP sponsor, or the PDP sponsor's subcontractor, which pays the prescription
costs not paid directly by the beneficiary. CMS ultimately reimburses the
PDP sponsor for varying portions of the
prescription costs.
(Order, Aug. 29, 2012[96] at 2–3.)
On December 21, 2011, Defendants moved to
dismiss the Second Amended Complaint on the
grounds that Counts I through VI failed to state a
claim under the FCA and that all of the counts
failed to be pleaded with particularity as required
by Rule 9(b) of the Federal Rules of Civil Procedure. (See Defs.' Mot. Dismiss [33].) On August 29,
2012, the Court granted in part and denied in part
Defendants' motion to dismiss. (Order, Aug. 29,
2012[96].) The Court dismissed Counts III, IV, V,
VI, and VIII for failure to state a claim. The Court
held that Part D does not reimburse claims for
“off-label” AAP and that, therefore, Counts I and II
stated claims for relief. The Court further found,
however, that Counts I, II, and VII were not
pleaded with particularity. The Court dismissed
Counts I, II, and VII without prejudice and granted
Relator leave to “file an amended complaint ... to
re-plead Counts I, II, and VII.” (Id. at 33.)
*2 On September 18, 2012, Relator filed its
Third Amended Complaint [98]. Counts I and II of
the Third Amended Complaint correspond to

Counts I and II of the Second Amended Complaint.
Count I alleges that Defendants violated 31 U.S.C.
§ 3729(a)(1)(A) by submitting claims for reimbursement for “off-label” AAP prescriptions, and
Count II alleges that Defendants violated 31 U.S.C.
§ 3729(a)(1) (B) by making “false records or statements” in connection with claims for reimbursement for “off-label” AAP prescriptions. Relator alleges that Counts I and II consist of “thousands” of
claims submitted, since January 1, 2006, to Relator
and “other PDP Sponsors.” (3d Am. Compl. [98] ¶¶
FN2
95, 113, 134–139.)
FN2. With the Third Amended Complaint,
Relator
submitted
spreadsheets
(“Attachments A1” to “A3”), detailing a
“sample” of the alleged off-label AAP prescriptions for twenty (20) specific patients.
(See 3d Am. Compl. [98] ¶¶ 114–115; id.
exs. A1–A3 [98–1 to 98–3].) For each patient, Attachment A2 lists medical diagnoses showing that, while the patient suffers dementia, he does not have a condition
for which AAP would be prescribed for an
approved use. The diagnoses are based, at
least in part, on “prescription hierarchical
condition category” data (referred to by the
parties as “RxHCC data”) received by Defendants from CMS. (See id. ¶¶ 106–110.)
For each prescription listed for each patient, Attachment A2 show numerous data,
including: the specific drug, with its
dosage and quantity; the cost of the drug,
including the exact amounts paid by Relator and by Medicare; the date the prescription was filled by Defendants; the date Defendants submitted a claim for the prescription to Realtor's third-party processor;
the date the third-party processor submitted the claim to Relator; and the dates Relator submitted the claim to Medicare and
Medicare approved payment for the claim.
Attachment A3 shows the “prescription
drug event” (“PDE”) data that corresponds
to each of the prescriptions listed in At-
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tachment A2. The PDE data include information submitted to Medicare in connection with the claim and a “service provider id” that indicates the specific pharmacy location that filled the prescription
and submitted the claim. Attachments A2
and A3 detail prescriptions filled only in
2009 and 2010, and submitted only to Relator, as opposed to any other PDP sponsor.
Count III of the Third Amended Complaint alleges that Defendants made “reverse false claims”
in violation of 31 U.S.C. § 3729(a) (1)(G). Count
III of the Third Amended Complaint is the first
“reverse false claims” allegation pleaded in this
matter. Relator did not seek, and the Court did not
grant, leave for Relator to plead this count.
Count IV of the Third Amended Complaint
corresponds to Count VII of the Second Amended
Complaint. It alleges that Defendants violated 31
U.S.C. § 3729(a)(1)(A) by submitting claims for reimbursement for prescriptions after waiving copayments for the prescriptions.
On October 2, 2012, Defendants filed their
Pleading Defects Motion, seeking dismissal of the
Third Amended Complaint on the grounds that (i)
Relator improperly asserted Count III without leave
of the Court, (ii) Relator failed to plead that Defendants acted “knowingly” with respect to the alleged FCA violations, and (iii) Relator again failed
to plead any claims with particularity as required by
Rule 9(b).
On October 5, 2012, Defendants filed their
Public Disclosure Motion, seeking dismissal of
Counts I, II, and III on the ground that the Court
lacks subject matter jurisdiction over the claims because they are based on numerous forms of publicly
FN3
disclosed information.
On February 27, 2013,
despite having declined to intervene, the United
States filed a “statement of interest” [115] in response to the Public Disclosure Motion in which it
argues that, contrary to one of Defendants' argu-

ments, RxHCC data is not publically available. Defendants did not respond to the United States's
statement of interest.
FN3. It is not clear to the Court why Defendants filed the Pleading Defects and
Public Disclosure Motions separately
rather than as one motion, as contemplated
by Rule 12(g)(1) of the Federal Rules of
Civil Procedure. It is possible that two motions were filed to structure around the
Court's Local Rule limiting the length of
briefs. See L.R. 7.1(D). The Court admonishes counsel that if they need relief from
the Court's procedural limitations, they
should seek it directly, as provided for in
the Rules.
On November 5, 2012, the parties submitted
their joint Stipulation of Dismissal in which they
purport to stipulate that Relator's copayment waiver
claims, in Count IV of the Third Amended Complaint, are voluntarily dismissed pursuant to Rule
41(a) of the Federal Rules of Civil Procedure.
II. STIPULATION OF DISMISSAL
In their Stipulation of Dismissal, the parties
purport to stipulate that Relator's claims in Count
IV of the Third Amended Complaint, alleging that
Defendants improperly waived copayments, are
voluntarily dismissed pursuant to Rule 41(a) of the
Federal Rules of Civil Procedure. Rule 41(a)
provides that, after a defendant has filed an answer,
“the plaintiff may dismiss an action without a court
order by filing ... a stipulation of dismissal signed
by all parties who have appeared.” Fed.R.Civ.P.
41(a)(1)(A) (emphasis added). Courts uniformly
have held that Rule 41(a) does not permit the dismissal of individual claims from a multi-claim action but only authorizes the dismissal of an entire
action. See 9 Charles Alan Wright & Arthur R.
Miller, Federal Practice and Procedure § 2362, at
413–14 & n. 13 (3d ed. 2008 & Supp.2012)
(collecting cases) (“Rule 41(a) is applicable only to
the voluntary dismissal of all the claims in an action.”); see also Klay v. United Healthgroup, Inc.,
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376 F.3d 1092, 1106 (11th Cir.2004) (holding that a
district court is “not empowered to dismiss only
certain claims under Rule 41”); Exxon Corp. v. Md.
FN4
Cas. Co., 599 F.2d 659, 662 (5th Cir.1979)
(holding that Rule 41(a) allows the dismissal of an
“action,” not “the separate claims which make up
an action”). As many authorities have explained,
the proper way for a plaintiff to remove a single
claim is to move to amend the complaint under
Rule 15. See, e.g., 9 Charles Alan Wright & Arthur
R. Miller, Federal Practice and Procedure, § 2362,
at 413–14 (3d ed.2008).
FN4. In Bonner v. City of Prichard, 661
F.2d 1206, 1207 (11th Cir.1981) (en banc),
the Eleventh Circuit adopted as binding
precedent all decisions of the Former Fifth
Circuit issued before the close of business
on September 30, 1981.
*3 Because the Stipulation of Dismissal attempts to dismiss only the copayment-related
claims in Count IV, which do not constitute Relator's entire action, the Stipulation of Dismissal is not
effective under Rule 41(a). See Fed.R.Civ.P.
41(a)(1)(A); Klay, 376 F.3d at 1106. The Court,
however, construes the Stipulation of Dismissal as
an unopposed motion, under Rule 15, to amend Relator's pleadings to remove the claims in Count IV.
See, e .g., Anderberg v. Masonite Corp., 176 F.R.D.
682, 686 (N.D.Ga.1997) (“When a party seeks to
dismiss a single claim in a multi-count complaint
instead of an entire action, ... the motion should be
treated as a motion to amend the complaint under
Rule 15(a) to delete the specific claim.”). Because
all of the parties consent to the removal of Count
IV from this action, the Court grants the dismissal
FN5
of Count IV under Rule 15(a).
See
Fed.R.Civ.P. 15(a)(2) (providing that “a party may
amend its pleading ... with the opposing party's
written consent”).
FN5. Because of the parties' mutual consent and because amendment removing
Count IV does not add to the litigation, the
Court further finds that Rule 16, requiring

good cause to amend a complaint after the
time set in the case schedule, is satisfied.
See Fed.R.Civ.P. 16(b)(4).
III. PLEADING DEFECTS MOTION
In their Pleading Defects Motion, Defendants
argue that Count III of the Third Amended Complaint should be dismissed because it was filed
without the Court's leave and that Counts II and III
should be dismissed for failure to state a claim and
FN6
for failure to be pleaded with particularity.
FN6. The Pleading Defects Motion also
seeks the dismissal of Count IV. Because
Count IV is dismissed pursuant to the Stipulation of Dismissal, as discussed above,
the Pleading Defects Motion is denied as
moot as to Count IV.
A. Count III
In Count III of the Third Amended Complaint,
Relator asserts, for the first time, “reverse” false
claims allegations against Defendants under subsection (a)(1)(G) of 31 U.S.C. § 3729. Subsection
(a)(1)(G) imposes FCA liability on a defendant that
“knowingly makes, uses, or causes to be made or
used, a false record or statement material to an obligation to pay or transmit money or property to the
Government, or knowingly conceals or knowingly
and improperly avoids or decreases an obligation to
pay or transmit money or property to the Government.” See 31 U.S.C. § 3729(a)(1)(G)
(Supp.V.2011). Liability under subsection (a)(1)
(G) is distinct from liability under the other provisions of the FCA, including subsections (a)(1)(A)
and (a)(1)(B), asserted in Counts I and II of the
Third Amended Complaint. See, e.g., United States
ex rel. Matheny v. Medco Health Solutions, Inc.,
671 F.3d 1217, 1221–22 (11th Cir.2012)
(contrasting traditional false claims and “reverse”
false claims and setting forth the elements of a
“reverse” false claim action under the predecessor
to 31 U.S.C. § 3729(a)(1)(G)).
Rule 15(a) of the Federal Rules of Civil Procedure allows a plaintiff to file one amended com-
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plaint as a matter of course, under certain timing requirements. See Fed.R.Civ.P. 15(a) (1). Subsequent
amended complaints may be filed only “with the
opposing party's written consent or the court's
leave.” See Fed.R.Civ.P. 15(a)(2). There is no dispute that the filing of the Third Amended Complaint required Defendants' consent or leave of the
Court. The Court, in its August 29, 2012, order of
dismissal, granted Relator leave to file the Third
Amended Complaint “to re-plead Counts I, II, and
VII” of the Second Amended Complaint, asserting
claims under subsections (a)(1)(A) and (a)(1)(B) of
31 U.S.C. § 3729. Relator did not seek, and the
Court did not grant, leave to assert any other
claims, including claims under subsection
FN7
(a)(1)(G).
Defendants did not consent to Count
III being asserted. Count III of the Third Amended
FN8
Complaint is required to be dismissed.
FN7. The addition of this claim also violates the Preliminary Report and Discovery
Plan (the “Plan”) filed by the parties on
January 20, 2012, and approved by the
Court on February 23, 2012. The Plan required any amendments to the pleadings to
be filed not “LATER THAN THIRTY (30)
DAYS after the [Plan] [was] filed.” (Plan
[39] ¶ 6(b), at 10.) Relator acknowledged
amendments after that time required the
Court to give leave to amend. The leave to
amend granted here did not include leave
to assert the claims in Count III of the
Third Amended Complaint.
FN8. In its opposition, Relator asks the
Court to retroactively grant leave for the
filing of Count III because Rule 15(a)(2) of
the Federal Rules of Civil Procedure
provides that the “court should freely give
leave when justice so requires.” The Court
does not consider Relator's request because
it is not presented in a motion and does not
afford Defendants the opportunity to respond. Relator also ignores that Rule
16(b)(4) requires a showing of good cause

in seeking the Court to allow an untimely
amendment to a complaint.
B. Counts I and II
1. Legal Standard
*4 On a motion to dismiss pursuant to Rule
12(b)(6) of the Federal Rules of Civil Procedure,
the Court must “assume that the factual allegations
in the complaint are true and give the plaintiff[ ] the
benefit of reasonable factual inferences.” Wooten v.
Quicken Loans, Inc., 626 F.3d 1187, 1196 (11th
Cir.2010). Although reasonable inferences are
made in the plaintiff's favor, “ ‘unwarranted deductions of fact’ are not admitted as true.” Aldana v.
Del Monte Fresh Produce, N.A., 416 F.3d 1242,
1248 (11th Cir.2005) (quoting S. Fla. Water Mgmt.
Dist. v. Montalvo, 84 F.3d 402, 408 n. 10 (1996)).
Similarly, the Court is not required to accept conclusory allegations and legal conclusions as true.
See Am. Dental Ass'n v. Cigna Corp., 605 F.3d
1283, 1290 (11th Cir.2010) (construing Ashcroft v.
Iqbal, 556 U.S. 662, 129 S.Ct. 1937, 173 L.Ed.2d
868 (2009); Bell Atl. Corp. v. Twombly, 550 U.S.
544, 127 S.Ct. 1955, 167 L.Ed.2d 929 (2007)).
“To survive a motion to dismiss, a complaint
must contain sufficient factual matter, accepted as
true, to ‘state a claim to relief that is plausible on its
face.’ “ Iqbal, 556 U.S. at 678 (quoting Twombly,
550 U.S. at 570)). Mere “labels and conclusions”
are insufficient. Twombly, 550 U.S. at 555. “A
claim has facial plausibility when the plaintiff
pleads factual content that allows the court to draw
the reasonable inference that the defendant is liable
for the misconduct alleged.” Iqbal, 556 U.S. at 678
(citing Twombly, 550 U.S. at 556). This requires
more than the “mere possibility of misconduct.”
Am. Dental, 605 F.3d at 1290 (quoting Iqbal, 556
U.S. at 679). The well-pled allegations must
“nudge[ ] their claims across the line from conceivable to plausible.” Id. at 1289 (quoting Twombly,
550 U.S. at 570).
Rule 9(b) of the Federal Rules of Civil Proced-
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ure requires that a party alleging fraud “must state
with particularity the circumstances constituting
fraud.” To satisfy Rule 9(b), the complaint must set
forth “(1) precisely what ... representations or what
omissions were made, and (2) the time and place of
each such statement and the person responsible for
making (or, in the case of omissions, not making)
same, and (3) the content of such statements and
the manner in which they misled the plaintiff, and
(4) what the defendants obtained as a consequence
of the fraud.” Garfield v. NDC Health Corp., 466
F.3d 1255, 1262 (11th Cir.2006) (quoting Ziemba v.
Cascade Int'l, Inc., 256 F.3d 1194, 1202 (11th
Cir.2001)). “This means the who, what, when,
where, and how ....“ Id. (quoting Gross v. Medaphis
Corp., 977 F.Supp. 1463, 1470 (N.D.Ga.1997)). Intent and knowledge “may be alleged generally.”
Fed.R.Civ.P. 9(b).
2. Analysis
In Counts I and II of the Third Amended Complaint, Relator alleges Defendants violated the FCA
by submitting claims for off-label AAP and are liable under subsections (a)(1)(A) and (a) (1)(B) of
31 U.S.C. § 3729. Those provisions impose liability
on “any person who—(A) knowingly presents, or
causes to be presented, 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.”
31 U.S.C. § 3729(a)(1) (Supp V.2011). To state a
claim under either provision, a relator must allege a
“false claim.” Under subsection (a)(1)(B), a relator
is required also to allege a “false record or statement.” Both provisions are subject to the
heightened pleading requirements of Rule 9(b). In
their Pleading Defects Motion, Defendants argue
that Relator fails to plead that Defendants acted
“knowingly” and that Relator failed to plead its
claims with particularity sufficient to satisfy Rule
FN9,FN10
9(b).
FN9. Defendants further contend that Relator improperly “bolstered” the factual allegations in the Third Amended Complaint

using information that it obtained during
discovery in this matter. Relying on United
States ex rel. Atkins v. McInteer, 470 F.3d
1350 (11th Cir.2006), Defendants argue
that the Court should disregard the
“bolstered” allegations. In Atkins, the court
explained that one of the policies underlying Rule 9(b)'s particularity requirement is
to prevent a plaintiff from filing a fraud
claim without any factual basis, with the
hope of developing a viable claim through
discovery. See 470 F.3d at 1359–60.
Neither Atkins nor any other authority
cited by Defendants, however, holds that a
plaintiff is precluded from pleading facts
that it already has obtained in discovery.
The Court finds that any allegations in the
Third Amended Complaint based on facts
learned in discovery in this case may, in
this case, be considered. The Court does
not adopt a general rule that information
learned in discovery in an action may be
used to later seek to avoid dismissal for
failure to meet the particularity requirements of Rule 9(b).
FN10. Realtor argues that several of Defendants' arguments in support of the
Pleading Defects Motion are improper under Rule 12(g) of the Federal Rules of
Civil Procedure. Rule 12(g) generally prohibits the filing of a second Rule 12 motion to dismiss if the motion raises “a defense or objection that was available to the
party but omitted from its earlier motion.”
Relator's Third Amended Complaint includes significant factual detail and augmented allegations that were not included
in the Second Amended Complaint, the
subject of Defendants' first motion to dismiss. The Court concludes, therefore, that
Rule 12(g) does not preclude any of the arguments advanced in the Pleading Defects
Motion. See, e.g., 5C Charles Alan Wright
& Arthur R. Miller, Federal Practice and
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Procedure § 1388, at 492 (3d ed.2004)
(explaining that “a Rule 12 defense that
becomes available because of new matter
in [an] amended complaint may be asserted
by motion”). The Court further notes that
Rule 12(h) provides that, notwithstanding
Rule 12(g), a defense based on the
plaintiff's failure to state claim for relief is
not waived.
i. Allegations that Defendants Acted “Knowingly”
*5 Defendants first argue that Relator failed to
plead that Defendants acted “knowingly” with respect to false claims. Defendants specifically contend that certain paragraphs of the Third Amended
Complaint, alleging that Defendants and their employees had access to diagnosis codes associated
with AAP prescriptions (see 3d Am. Compl. [98] ¶¶
63–74), are not sufficient to show that Defendants
had “actual knowledge” that the AAP prescriptions
were for off-label use.
“Actual knowledge” is not a necessary element
of FCA liability. Under the Act, a defendant acts
“knowingly” not only if he has “actual knowledge”
of a falsity but also if he “acts in deliberate ignorance of the truth or falsity of the information” or if
he “acts in reckless disregard of the truth or falsity
of the information.” See 31 U.S.C. § 3729(b)(1). In
paragraphs of the Third Amended Complaint ignored by Defendants, Relator alleges the following:
a. In Defendants' role as dispensing pharmacies,
Defendants actually knew, or acted in reckless
disregard or deliberate ignorance of the diagnostic history of many of Defendants' patients,
through ICD–9 codes and textual descriptions
provided by LTCFs, and through annotated Rx
Orders; and
b. In Defendants' role as consulting pharmacies,
Defendants actually knew, or acted in reckless
disregard or deliberate ignorance of the contents
of medical records of many of their patients,
which reflected the absence of a medically accepted indication, and because as a consulting phar-

macy, Defendants were obligated under federal
regulations to oversee the drug regimens of the
beneficiaries.
(3d Am. Compl. [98] ¶ 139 (Count I); accord
id. ¶ 146 (Count II).) These paragraphs expressly
allege that Defendants had actual or constructive
knowledge that the AAP prescriptions at issue were
off-label, and they are sufficient to satisfy Relator's
burden to plead that Defendants acted “knowingly.”
FN11
See Fed.R.Civ.P. 9(b) (providing that
“knowledge, and other conditions of a person's
mind may be alleged generally”); see also Mizzaro
v. Home Depot, Inc., 544 F.3d 1230, (11th
Cir.2008) (recognizing that general allegations of
knowledge are sufficient); W. Coast Roofing & Waterproofing, Inc. v. Johns Manville, Inc., 287 F.
App'x 81, 88 (11th Cir.2008) (recognizing that
“conclusory allegations” that a defendant acted
knowingly are sufficient).
FN11. Defendants' argument is directed at
the strength of the proof underlying Relator's allegation—that is, they challenge
whether access to diagnosis codes, in fact,
conferred knowledge on Defendants. On a
motion to dismiss, the Court does not evaluate the strength of Relator's underlying
proof but only determines whether the
“knowingly” element was sufficiently alleged. See, e.g., Wooten, 626 F.3d at 1196.
It was, and the Pleading Defects Motion
thus cannot be granted on this basis.
ii. Whether the Claims Are Pleaded with Particularity
FCA claims must be pleaded with particularity
under Rule 9(b) of the Federal Rules of Civil Procedure. See Hopper, 588 F.3d at 1324; United
States ex rel. Atkins v. McInteer, 470 F.3d 1350,
1357 (11th Cir.2006); United States ex rel. Clausen
v. Lab. Corp. of Am., 290 F.3d 1301, 1308–10 (11th
Cir.2002). “Particularity means that ‘a plaintiff
must plead facts as to time, place, and substance of
the defendant's alleged fraud, specifically the details of the defendant['s] allegedly fraudulent acts,
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when they occurred, and who engaged in them.’ “
Atkins, 470 F.3d at 1357 (alteration in original)
(quoting Clausen, 290 F.3d at 1310) (internal quotation marks omitted). “The particularity rule serves
an important purpose in fraud actions by alerting
defendants to the precise misconduct with which
they are charged and protecting defendants against
spurious charges of immoral and fraudulent behavior. The application of Rule 9(b), however, must not
abrogate the concept of notice pleading.” Clausen,
290 F.3d at 1310 (quoting Ziemba v. Cascade Int'l,
Inc., 256 F.3d 1194, 1202 (11th Cir.2001)).
*6 Defendants argue that the Third Amended
Complaint, along with its Attachments A1 to A3,
fails to plead a false claim that meets the requirements of Rule 9(b). Defendants further argue that,
even if the allegations are sufficient to assert that
Defendants submitted false claims through Relator
during 2009 and 2010, the allegations do not support that Defendants submitted “nationwide” false
claims through PDP sponsors other than Relator
other than in 2009 and 2010.
a. All Claims
Defendants first object that Relator's allegations, and the accompanying spreadsheets, fail to
satisfy the Rule 9(b) particularity requirement because Relator failed to name the individual pharmacists, or other employees of Defendants, who
processed the identified prescriptions. Although
Rule 9(b) requires that a plaintiff allege “who” engaged in the fraudulent scheme, Defendants do not
cite, and the Court is not aware of, any authority
holding that this requirement means that a plaintiff
must state the names of specific employees who acFN12
ted on behalf of a corporate defendant.
Relator's spreadsheets specify the pharmacy location that
filled each identified prescription, as well as detailed information on each prescription. This information alerts Defendants “to the precise misconduct with which they are charged,” and it satisfies
Relator's obligation to plead “who” engaged in the
alleged fraudulent scheme. See Clausen, 290 F.3d
at 1310 (quoting Ziemba, 256 F.3d at 1202).

FN12. In Hopper, the Eleventh Circuit
found that a FCA complaint did not satisfy
Rule 9(b) because, although the plaintiffs
described a scheme to cause the government to pay false claims, they did not allege facts of any particular false claim that
was actually submitted, nor did they identify “specific persons or entities that participated in any step of th[e] process.” 588
F.3d at 1326. Defendants rely on this language as requiring that employees engaged
in the alleged fraudulent scheme be specifically identified. The Court disagrees.
The Hopper court found that the plaintiffs
had not identified “the specific persons or
entities” engaged in false claims. Relator
here has identified specific entities—Defendants. Moreover, the Hopper
court found that the complaint did not satisfy Rule 9(b) because it did not identify
any particular false claims or the persons
engaged in the alleged scheme. Relator
provides specific detail on numerous
claims for twenty (20) patients.
Defendants next argue that Relator's allegation
that the identified prescriptions were off-label is not
supported by sufficient evidence. Defendants contend that Relator's reliance on RxHCC data to show
that the identified patients did not suffer an on-label
AAP condition is not sufficient to prove the patients' diagnoses at the relevant times, and that Relator does not show that Defendants “used” the RxHCC data. Defendants further argue that Relator
did not cite or attach compendia excerpts to prove
that any particular AAP is off-label for the uses alleged. Defendants' arguments confound Rule 9(b)'s
particularity requirement with a plaintiff's ultimate
burden to prove its claims. Rule 9(b) heightens the
standards for pleading but does not impose a requirement that a plaintiff prove its case at the
pleading stage. Cf. Hefferman v. Bass, 467 F.3d
596, 601 (7th Cir.2006) (citing Bankers Trust Co. v.
Old Republic Ins. Co., 959 F.2d 677, 683 (7th
Cir.1992)) (explaining that, while Rule 9(b) re-
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quires that certain facts regarding an alleged misrepresentation be pleaded, it “does not require a
plaintiff to demonstrate that a representation was
indeed false”). The particularity standard does “not
abrogate the concept of notice pleading,” and the
Court does not consider here the sufficiency of the
evidence underlying Relator's allegations. See
Clausen, 290 F.3d at 1310 (quoting Ziemba, 256
F.3d at 1202); see also Wooten, 626 F.3d at 1196
(explaining that the court must “assume that the
factual allegations in the complaint are true”). Defendants' motion to dismiss the claims in Counts I
FN13
and II is denied.
FN13. Defendants also appear to argue that
the Third Amended Complaint does not allege that any off-label AAP prescriptions
were actually submitted to Medicare. Because the submission of a false claim to the
government is the “sine qua non of a False
Claims Act violation,” a relator must allege not only a fraudulent scheme with
particularity but also must allege with particularity the facts of a submission of a
false claim based on the scheme. See
Clausen, 290 F.3d at 1311; see also Atkins,
470 F.3d at 1357. Attachment A2 expressly states the dates on which each
identified prescription claim was submitted
by Defendants to Relator's third-party processor, then to Relator, and finally to
Medicare. Attachment A2, submitted with
the Third Amended Complaint, alleges the
actual submission of false claims to the
government.

Relator in 2009 or 2010. Relator does not offer details of prescription claims submitted to, or through,
other PDP sponsors or outside of the 2009 to 2010
time period.
A relator alleging “prolonged multi-act
schemes” may satisfy Rule 9(b) by pleading examples of the fraudulent actions alleged, rather than
pleading the details of every act. See Clausen, 290
F.3d at 1314 n. 25. The ability to plead examples,
however, is not a “license to base claims of fraud
on speculation and conclusory allegations.” Id.
(quoting United States ex rel. Thompson v.
Columbia/HCA Healthcare Corp., 125 F.3d 899,
903 (5th Cir.1997)). Relator concedes that it lacks
direct knowledge of any false claims submitted by
Defendants through other PDP sponsors, but argues
that the “Court has no reason to conclude that Defendants have different policies regarding [AAP]
usage ... in different states.” (Relator's Br. [102] at
23.) Relator's contention, that Defendants'
“nationwide” conduct should be inferred from the
conduct for which Relator alleges actual information, is exactly what is proscribed by Rule 9(b). See
id. Additionally, although Relator asserts in its brief
that it has examples of false claims from 2006 to
2010, it did not plead examples of claims from this
time period. The Court considers only Relator's allegations, which demonstrate alleged fraudulent
activity only in 2009 and 2010. Relator's claims
based on false claims submitted to PDP sponsors
other than Relator, and claims based on prescriptions filled before 2009 or after 2010, are required
to be dismissed.
IV. PUBLIC DISCLOSURE MOTION

b. “Nationwide” Claims
*7 Defendants finally argue that Realtor fails to
plead any facts supporting its so-called
“nationwide” claims—allegations that Defendants
submitted false claims through PDP sponsors other
than Relator and outside of a narrow time frame.
The parties do not dispute that the spreadsheets attached to the Third Amended Complaint detail only
alleged prescriptions submitted by Defendants to

A. Legal Standard
A motion to dismiss for lack of subject matter
jurisdiction under Rule 12(b)(1) of the Federal
Rules of Civil Procedure may be either a “facial” or
“factual” attack. Morrison v. Amway Corp., 323
F.3d 920, 924–25 n. 5 (11th Cir.2003). A facial attack challenges subject matter jurisdiction on the
basis of the allegations in the complaint, and the
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Court takes the allegations as true in deciding
whether to grant the motion. Id. Factual attacks
challenge subject matter jurisdiction in fact, irrespective of the pleadings. Id. When resolving a factual attack, the Court may consider extrinsic evidence such as testimony and affidavits. Id. The
parties have cited both the allegations in the Third
Amended Complaint and extrinsic evidence in their
briefs, and the Court considers the Public Disclosure Motion to be a “factual” attack.
B. Analysis
In the Public Disclosure Motion, Defendants
seek the dismissal of Counts I and II of the Third
Amended Complaint on the ground that Relator's
off-label AAP claims are barred by the FCA's
FN14
“public disclosure bar.”
The public disclosure
bar precludes relators from pursing qui tam actions
based on publicly disclosed information. Before
March 2010, the public disclosure bar was jurisdictional, and it provided as follows:
FN14. The Public Disclosure Motion also
seeks the dismissal of Count III. Because
Count III is dismissed, as discussed above,
the Public Disclosure Motion is denied as
moot as to Count III.
*8 No court shall have jurisdiction over an action
under this section based upon the public disclosure of allegations or transactions in a criminal,
civil, or administrative hearing, in a congressional, administrative, or Government Accounting
Office report, hearing, audit, or investigation, or
from the news media, unless the action is brought
by the Attorney General or the person bringing
the action is an original source of the information.
31 U.S.C. § 3730(e)(4)(A) (2006) (amended
2010). Although it was amended in 2010, the
parties agree that the pre-amendment version of
the public disclosure bar governs at least the maFN15
jority of the claims in this case.
A
“three-part inquiry” determines whether the
(pre-amendment) public disclosure bar applies:
“(1) have the allegations made by the plaintiff

been publicly disclosed; (2) if so, is the disclosed
information the basis of the plaintiff's suit; (3) if
yes, is the plaintiff an ‘original source’ of that information.” Battle v. Bd. of Regents, 468 F.3d
755, 762 (11th Cir.2006) (quoting Cooper v. Blue
Cross & Blue Shield of Fla., Inc., 19 F.3d 562,
565 n. 4 (11th Cir.1994)). “A court reaches the
original source question only if it finds the
plaintiff's suit is based on information publically
disclosed.” Cooper, 19 F.3d at 565 (citing United
States ex rel. Williams v. NEC Corp., 931 F.2d
1493, 1500 (11th Cir.1991)).
FN15. Effective March 23, 2010, the public disclosure bar was amended to narrow
its applicability and to make it a basis for
dismissal, not a jurisdictional threshold.
See Patient Protection and Affordable Care
Act, Pub.L. No. 111–148, § 10104(j) (2),
124 Stat. 119, 901 (2010) (amending 31
U.S.C. § 3730(e)(4) (A)); see also
H.R.Rep. No. 111–97, at 5–7 (2009)
(explaining that the purpose of H.R. 1788,
a bill that was a precursor to the 2010
amendment, was to narrow the applicability of the public disclosure bar). Defendants' Public Disclosure Motion is based
solely on the pre-amended version of the
public disclosure bar. Realtor argues that
the pre-amended public disclosure bar does
not bar its claims here and alternatively argues that the Court should evaluate at least
some of the claims under the amended version. Because the Court agrees that the
pre-amended version does not bar Realtor's
claims, the Court does not reach the question of the applicability of the amended
version. If it did, the Court would find, for
the same reasons that the pre-amendment
version does not bar Relator's claims, that
the amended version does not bar the
claims. See 31 U.S.C. § 3730(e)(4)(A)
(Supp. V 2011) (providing that a FCA
claim is barred only “if substantially the
same allegations or transactions as alleged
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in the action or claim were publicly disclosed”).
Defendants submit numerous documents that
they contend constitute public disclosures of the alFN16
legations in this case.
Defendants first cite
documents pertaining to a FCA action in which
Omnicare was alleged to have submitted reimbursement claims for prescriptions that violated federal
anti-kickback statutes (the “Lisitza litigation”). (
See generally Defs.' Exs. 3–5, 7–11 [100–6 to
100–8, 100–10 to 100–14].) In the Lisitza litigation,
the plaintiffs alleged that Omnicare solicited and
received kickbacks from certain AAP manufacturers in exchange for pressuring doctors to prescribe
those manufacturers' drugs to patients who were
LTCF residents. None of the documents submitted
by Defendants show that the litigation involved any
claims that Defendants filled and sought reimburseFN17
ment for AAP prescriptions for off-label use.
In some news articles reporting on the Lisitza litigation, the phenomenon of off-label AAP, and its detrimental effect on LTCF residents, is discussed. (
E.g., Defs .' Ex. 7 [100–10].) However, none of the
articles submitted to the Court states that Defendants submitted reimbursement claims for, or even
filled, off-label AAP prescriptions. The fact that
Omnicare was alleged to be involved in the submission of false claims related to AAP, but of an entirely different nature than the false claims alleged
here, is not sufficient to constitute a public disclosure. See Cooper, 19 F.3d at 567 (holding that a
GAO report naming defendant in connection with a
general false claim scheme, but not alleging that
defendant was a participant in the scheme, was not
a public disclosure of defendant's participation).
FN16. As with the Pleading Defects Motion, Realtor argues that the Public Disclosure Motion is prohibited by Rule 12(g)
of the Federal Rules of Civil Procedure.
The Court agrees that Defendants should
have presented their Public Disclosure Motion at the outset of this case. This is a defense that has been considered by Defend-

ants since at least January 20, 2012, when,
in the Plan, Defendants stated that
“Omnicare is analyzing the possible impact of the False Claims Act's public disclosure bar on the Court's jurisdiction.”
(Plan [39] ¶ 4, at 7.) The tardy assertion of
this defense has made processing of this
case less efficient. Because the Court
“must dismiss” this case if it “determines
at any time that it lacks subject-matter jurisdiction,” the Court considers the motion.
See Fed.R.Civ.P. 12(h)(3).
FN17. The allegations appear to have been
that Omnicare pressured doctors to prescribe a particular brand of AAP to patients with existing AAP prescriptions. (
See, e.g., Defs.' Ex. 4 [100–7] ¶ 22.)
*9 Defendants next argue that the RxHCC data
on which Relator bases its allegations regarding patients' diagnoses is a public disclosure. Defendants
do not explain how RxHCC data is made available,
and in its statement of interests, the United States
explains that patient-specific RxHCC data is not
available to the public. Defendants did not respond
to the United States's statement of interest. The
Court concludes that the record does not support
that RxHCC data constitutes a public disclosure.
Defendants finally argue that government regulations, media reports, and medical and scientific
journals reveal that off-label AAP prescriptions are
problematic in LTCFs and dangerous for LTCF patients. (See generally Defs.' Exs. 12–25 [100–15 to
100–28].) One document, a press release issued by
Senator Charles Grassley, calls for an inquiry into
whether Medicare is paying for off-label AAP prescriptions. (Defs.' Ex. 16 [100–19].) Defendants
characterize these disparate sources as evidence of
public debate and discussion of the issue of offlabel AAP given to LTCF residents, and they argue
that they constitute a public disclosure. These
sources do not describe a scheme in which pharmacies submit claims to be reimbursed by Medicare
FN18
for filling off-label AAP.
Moreover, these
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sources do not allege that Defendants, in particular,
have filled, and submitted claims for reimbursement for, off-label AAP prescriptions. A public disclosure, sufficient to bar a relator's FCA action,
must identify the particular defendant as having engaged in the fraudulent scheme:

doers is precisely where the government needs
the help of its “private attorneys general.”
FN19
Cooper, 19 F.3d at 566 (citations omitted).
The Court concludes that the public disclosure
bar does not apply in this case, and the Public
Disclosure Motion is denied.

FN18. Defendants rely on United States ex
rel. Black v. Health & Hosp. Corp. of
Marion Cnty., 494 F. App'x 285 (4th
Cir.2012) (per curiam), an unpublished decision of the Fourth Circuit, for the proposition that public debate over the propriety
of certain actions constitutes a public disclosure of a FCA claim related to the debated actions. In Black, the relator alleged
a false claim based on the State of Indiana's alleged use of a certain set of
“loopholes” to increase its Medicaid reimbursements from the federal government.
The Court found that the claim was subject
to the public disclosure bar because the use
of the “loopholes” had been widely debated publicly, including their use by Indiana. Unlike Black, the public debates referenced by Defendants here do not reveal
any participation by Defendants in an alleged scheme. Cf. Cooper, 19 F.3d at 567
(holding that a public disclosure, for FCA
purposes, must identify the particular defendant).

FN19. Defendants argue that, as the largest
LTCF pharmacy in the nation, they are
readily identifiable in the documents as
providers of off-label AAP to LTCF residents. Cooper requires that a “particular defendant” be identified as engaging in a
fraudulent scheme. The Court is not aware
of any authority authorizing it to infer that
Defendants participated in a known fraud
simply because of their market position.

Requiring that allegations specific to a particular
defendant be publically disclosed before finding
the action potentially barred encourages private
citizen involvement and increases the chances
that every instance of specific fraud will be revealed. To hold otherwise would preclude any
qui tam suit once widespread—but not universal—fraud in an industry was revealed. The government often knows on a general level that fraud
is taking place and that it, and the taxpayers, are
losing money. But it has difficulty identifying all
of the individual actors engaged in the fraudulent
activity. This casting of a net to catch all wrong-

V. CONCLUSION
Accordingly, for the foregoing reasons,
IT IS HEREBY ORDERED that Defendants'
Motion to Dismiss Relator's Third Amended Complaint Pursuant to Federal Rules of Civil Procedure
12(b)(6) and 9(b) [99] is GRANTED IN PART
AND DENIED IN PART. It is GRANTED with
respect to Count III and with respect to claims in
Counts I and II based upon prescriptions filled before 2009 and after 2010, and with respect to reimbursement claims submitted to PDP sponsors other
than Realtor. It is DENIED with respect to all other
claims.
*10 IT IS FURTHER ORDERED that Defendants' Motion to Dismiss Counts I, II, and III of
Relator's Third Amended Complaint Pursuant to
Rule 12(b)(1) [100] is DENIED.
IT IS FURTHER ORDERED that the Parties'
Stipulation of Dismissal of Copayment Count
(Count IV) of the Relator's Third Amended Complaint [105], construed as a motion for leave to
amend the Third Amended Complaint, is GRANTED. Count IV of Relator's Third Amended Complaint is DISMISSED pursuant to Rule 15(a) of the
Federal Rules of Civil Procedure.
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SO ORDERED.
N.D.Ga.,2013.
U.S. ex rel. Fox Rx, Inc. v. Omnicare, Inc.
Not Reported in F.Supp.2d, 2013 WL 2303768
(N.D.Ga.)
END OF DOCUMENT
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United States District Court, N.D. Illinois, Eastern
Division.
United States of America; States of Illinois and
Georgia; and the Commonwealth of Massachusetts,
ex rel Yury Grenadyor, Plaintiffs,
v.
Ukranian Village Pharmacy, Inc.; Buckhead Pharmacy, Inc.; Mei Services, Inc.; Storchak, Pharmacy,
LLC; Global Pharmalife, LLC; Buckhead Pharmaceutical Association, Inc.; Pharmalife Massachusetts, Inc.; Mikhail Bogachek a/k/a Michael
Bogachek; Eduard Bogachek a/k/a Edward
Bogachek; Vladamir Storchak; Semen Dinkevich;
Svitlana Kharlamova; Vasily Shevchuk; and John
Does 1–100, Defendants.
Case No. 09 C 7891
1:09–cv–07891Filed November 7, 2013
Barry A. Weprin, Alastair John Findeis, Milberg
Weiss Bershad & Schulman LLP, New York, NY,
C. Barry Montgomery, Edward Roy Moor, Mary
Joanne Bortscheller, Williams Montgomery & John
Ltd., Courtney A. Marincsin, Michael Sean Krzak,
Shannon Marie McNulty, Clifford Law Offices,
P.C., Chicago, IL, for Plaintiffs.
Andrew Theodore Staes, Stephen David Scallan,
Staes & Scallan P.C., Leigh D. Roadman, Mason N.
Floyd, William Gibbs Sullivan, Martin, Brown,
Sullivan, Roadman & Hatnett, Ltd., Nazar
Kashuba, Demchenko Kashuba LLC, Chicago, IL,
Thomas Keith McQueen, Attorney at Law, Svitlana
Kharlamova, pro se, Chicago, IL, Thomas Charles
Atmore, Leonard, O'Brien, Spencer, Gale & Sayre,
Ltd., Minneapolis, MN, Vasily Shevchuk,
Naperville, IL, pro se, for Defendants.
AMENDED MEMORANDUM OPINION AND
ORDER
Harry D. Leinenweber, Judge United States District
Court

*1 Before the Court are multiple Motions to
Dismiss filed by Defendants. For the reasons stated
herein, these Motions are granted, and the Third
Amended Complaint is dismissed with prejudice.
I. BACKGROUND
The Court presumes familiarity with its
September 5, 2012 Order granting Defendants Motions to Dismiss Relator Yury Grenadyor's (the
“Relator”) Second Amended Complaint. See, ECF
No. 267. As many of the allegations in the new
Complaint are the same as in its predecessor, the
Court will provide only a brief summary of the allegations before discussing some that differ from
the earlier Complaint.
Relator worked as a pharmacist at Defendant
Ukrainian Village Pharmacy (“UVP”) in Chicago,
Illinois from April 2006 to October 2008. He dispensed prescription medication to customers and
billed government healthcare programs, including
Medicaid and Medicare, for those prescriptions.
Relator claims that while he was employed at UVP,
he learned that Defendants violated the federal
Anti–Kickback Statute (the “AKS”), 42 U.S.C. §
1320a–7b(b)(2)(B), and the False Claims Act (the
“FCA”), 31 U.S.C. §§ 3729 – 3733, through a
scheme to defraud that involved providing inducements to customers (such as expensive food or
waived co-payments) and billing the government
for medicine that was never provided to the intended recipient.
UVP is a privately-held corporation owned
jointly by Defendants Mikhail Bogachek (“M.
Bogachek”), his uncle Semen Dinkevich
(“Dinkevich”),
Svitlana
Kharlamova
(“Kharlamova”)
and
Vasily
Shevchuk
(“Shevchuk”). The other corporate Defendants are
pharmacies or entities that Relator claims are involved with purchasing pharmaceuticals for the
pharmacy Defendants. Unlike in his previous Complaints, Relator makes it clear that there is no direct
parent/subsidiary relationship between UVP and the
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other corporate Defendants.
Despite this lack of corporate relationship, Relator reasserts his allegations that Eduard Bogachek
and Mikhail Bogachek (collectively, “the
Bogacheks”) are the architects of the alleged
scheme to defraud the government. As in his previous Complaint, Relator alleges that the Bogacheks
control all of the corporate Defendants through
threats and intimidation, as well as through control
of each pharmacy's inventory purchasing. So thoroughly do the Bogacheks control the corporate Defendants that Relator claims that each is an alter
ego of the Bogacheks and thus, the corporate Defendants are liable for the Bogacheks' acts and viceversa.
Relator filed this qui tam action on December
21, 2009. He submitted this action to the United
States and the State of Illinois for review around
that time, and both declined to intervene. Since
then, Relator's Complaint has gone through several
iterations. Relator has dropped voluntarily a number of Defendants, and causes of action, as the case
has progressed.
The Court dismissed Relator's Second
Amended Complaint on September 5, 2012 after
the Defendants moved to dismiss, as that Complaint
suffered from a number of deficiencies. ECF No.
267. Among other shortcomings, the Court found
that the Second Amended Complaint: (1) failed to
allege that UVP or its agents certified in writing,
prior to billing Medicaid or Medicare, that it would
abide by the AKS; (2) failed to plead the alleged
fraud with particularity; and (3) failed to allege
clearly the relationship of UVP to the other Defendants. Id. at 2, 5, 13–15, 17–19. The Court made it
clear to Relator that repeated failure to cure pleading deficiencies was grounds to deny amendment,
and that he should be diligent about addressing
such issues. Id. at 21.
*2 Relator, to his credit, has narrowed his
Third Amended Complaint by dropping several categories of claims, such as his retaliation claims and

conspiracy allegations. Indeed, Relator even
dropped some claims in his opposition brief. Relator also attempted to supplement his allegations regarding the Bogacheks' control over the corporate
Defendants.
Generally, Relator's alleged fraudulent scheme
is comprised of two types of unlawful conduct. As
in the previous Complaint, Relator alleges that Defendants provided kickbacks to patients. These alleged kickbacks took two forms: (1) gifts of gourmet food and medicine to patients and (2) waiver of
patients' required co-payments. The second component of the alleged scheme involves Defendants
submitting claims for medication that never reached
the intended recipients. As they did with the Second
Amended Complaint, Defendants filed a number of
Motions to Dismiss contesting the sufficiency of
Relator's allegations on a variety of grounds.
II. LEGAL STANDARD
For purposes of a Motion to Dismiss under
Rule 12(b)(6), the Court accepts as true all wellpleaded facts in the complaint and draws all inferences in a plaintiff's favor. Cole v. Milwaukee Area
Tech. Coll. Dist., 634 F.3d 901, 903 (7th Cir. 2011)
. A plaintiff need not allege “detailed factual allegations,” but must offer more than conclusions or “a
formulaic recitation of the elements of the cause of
action.” Bell Atl. Corp. v. Twombly, 550 U.S. 544,
555 (2007).
However, the False Claims Act is an anti-fraud
statute, and as such, claims made pursuant to the
act are held to the higher pleading standard of Federal Rule of Civil Procedure 9(b). United States ex.
rel Kennedy v. Aventis Pharms., Inc., 610
F.Supp.2d 938, 941 (N.D. Ill. 2009). Rule 9(b) requires a party to state with particularity the circumstances constituting fraud. Id. Thus, a plaintiff must
plead the “who, what, where, when and how” of the
alleged fraud. Id. Heightened pleading is also required for state law fraud claims brought in federal
court. Ackerman v. Northwestern Mut. Life Ins. Co.,
172 F.3d 467, 470 (7th Cir. 1999). A plaintiff who
pleads a fraudulent scheme involving numerous
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transactions over a period of years need not plead
specifics with respect to every instance of fraud,
but he must at least provide representative examples. Mason v. Medline Indus., 731 F.Supp.2d
730, 735 (N.D. Ill. 2010).
III. ANALYSIS
A. FCA Claims (Counts I–II)
“The FCA is the government's primary litigative tool for combating fraud.” United States ex rel.
Sharp v. Consolidated Med. Transp., Inc., No. 96 C
6502, 2001 U.S. Dist. LEXIS 13923 at *14 (N.D.
Ill. Sept. 4, 2001). Claims under the FCA must be
pled according to Rule 9(b)'s heightened standard,
because the statute “condemns fraud but not negligent errors or omissions.” United States ex rel
Garst v. Lockheed–Martin Corp., 328 F.3d 374,
376 (7th Cir. 2003).
Relator alleges a scheme to defraud comprising
two main activities: (1) kickbacks to patients and
(2) charging for pills never received by the intended
beneficiaries. Relator attempted to plead the former
allegations regarding kickbacks, which took the
form of gifts and waived co-payments, in his previous Complaint. The Court, however, found those allegations insufficient for several reasons, including
their lack of specificity and the lack of any allegations that Defendants submitted certifications of
compliance to the government. Relator also alleged
in the previous Complaint that Defendants charged
for pills that were never received by the patients.
But those allegations lacked any specific examples
of such actions. Without rehashing all of the arguments addressed in the Court's September 5, 2012
Order, the sufficiency of the allegations related to
each of these two activities will be examined in
turn.
1. Kickback Allegations
*3 An FCA claim has three essential elements:
(1) the defendant made a statement in order to receive money from the government, (2) the statement was false, and (3) the defendant knew it was
false. United States ex rel. Barbara v. Family
Health Network, No. 09 C 6022, 2013 U.S. Dist.

LEXIS 29620 at *7 (N.D. Ill. Mar. 4, 2013) (citing
31 U.S.C. § 3729(a)(1); United States ex rel. Gross
v. AIDS Research Alliance–Chi., 415 F.3d 601, 604
(7th Cir. 2005)). Because Relator bases his FCA
claims on alleged false certification of compliance
with statutory requirements (the “AKS”), he must
also allege that the certification of compliance is a
condition of or prerequisite of government payment. See, Barbara, 2013 U.S. Dist. LEXIS 29620
at *7; Mason, 731 F.Supp.2d at 734.
As the Court pointed out in its September 5,
2012 Order, despite basing many of its allegations
on violations of the AKS, nowhere in the previous
Complaint did Relator allege that Defendants filed
false certifications. See, ECF No. 267 at 17
(quoting Mason, 731 F.Supp.2d at 734). After explaining its view that an implied false certification
claim would not be recognized under the law of this
Circuit (a view the Court maintains and will not revisit here), the Court mandated that “Relator must
allege false certification if he repleads.” ECF No.
267 at 19.
Relator seeks in his new Complaint to meet this
requirement by alleging that, “upon information
and belief” Defendants Kharlamova, M. Bogachek
and Veselov, as authorized officials of UVP, Buckhead (Ohio) and Global PL, respectively, submitted
a CMS–855b enrollment application to the Centers
for Medicare and Medicaid Services (the “CMS”).
Third Am. Compl. ¶¶ 14, 24, 27. Relator alleges
that these applications read, in part, that “I agree to
abide by the Medicare laws.... I understand that
payment of a claim by Medicare is conditioned
upon the claim and the underlying transaction complying with such laws ... (including, but not limited
to, the Federal anti-kickback statute and the Stark
law.)” See, e.g., id. ¶ 14. Relator claims that this
certification was false, however, since the signatories knew that all pharmacies controlled by the
Bogacheks waived co-payments and provided inducements to patients. Relator claims that this
“really is the end of the analysis: Defendants falsely
promised to follow the law, did not do so, and
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knowingly submitted claims tainted by that broken
promise.” Pl.'s Omnibus Opp. to Summ. J. at 6,
ECF No. 299.
The first flaw with these allegations is that Relator makes most of them “upon information and
belief,” but provides no factual support for those
beliefs. Basing allegations on information and belief, without reference to the factual underpinnings
of those beliefs, generally does not satisfy the specificity required when pleading fraud. See, Jones v.
Hoosman, No. 05 C 2909, 2006 U.S. Dist. LEXIS
31807 at *10 (N.D. Ill. May 9, 2006). It is clear law
in this Circuit that “the duty to plead the circumstances constituting fraud with particularity could
not be fulfilled by pleading those circumstances on
‘information and belief’ unless they were facts inaccessible to the plaintiff, in which event he had to
plead the grounds for his suspicions.” Bankers
Trust Co. v. Old Republic Ins. Co., 959 F.2d 677,
684 (7th Cir. 1992). Relator fails to present the factual basis for his “information and belief” allegations, and thus they fail to meet Rule 9(b)'s particularity requirements.
*4 Setting aside the improper nature of the allegations Relator makes “upon information and belief,” several courts in this District have found that
CMS enrollment applications cannot serve as the
basis for an FCA claim based on anti-kickback allegations. See, e.g., Kennedy, 610 F.Supp.2d at 946;
see also, United States ex. rel Wildhirt v. AARS
Forever, Inc., No. 09 C 1215, 2011 U.S. Dist. LEXIS 37122 at *13–14 (N.D. Ill. Apr. 6, 2011). Indeed, as Relator admits, that certification in the application is a promise. Pl.'s Omnibus Opp. to
Summ. J. at 6. As Judge Matthew Kennelly explained in Kennedy, when faced with similar allegations:
[Relators] have identified no express false certification of compliance with the anti-kickback
statute. Rather, they allege only that the hospitals
promised they would comply with the statute and
affirmed their understanding that if they did not
do so, they would be ineligible for Medicare par-

ticipation. This is a forward-looking statement—a
promise or undertaking—not a false representation. Relators have not alleged, let alone identified, any certification by a hospital, in connection
with a Medicare claim, that it had acted in compliance with the anti-kickback statute.
Kennedy, 610 F.Supp.2d at 946; see also, Wildhirt, 2011 U.S. Dist. LEXIS 37122 at *13–14
(“Although the complaint alleges that Defendants
were required to certify that they would comply
with applicable regulations as a condition of enrolling in Medicare and Medicaid programs, the
complaint does not allege that Defendants were required to accompany each claim for payment with a
certification that they had complied with applicable
regulations.”). Thus, even if Relator had pled his
certification allegations with the requisite level of
specificity required by Rule 9(b) instead of baldly
“upon information and belief,” the certification
upon which he seeks to base his claims is insufficient. As such, for this reason alone, his FCA
claims based on the kickback allegations must be
dismissed. See, Kennedy, 610 F.Supp.2d at 947
(dismissing FCA claims based on kickback allegations); see also, United States ex rel. Upton v. Family Health Network, No. 09–cv–6022, 900
F.Supp.2d 821, 834–35 (N.D. Ill. 2012) (dismissing
FCA claims for failing to allege certifications were
conditions for payment).
2. Charging for Medicine Not Received by Patients
Relator also alleges that part of the scheme orchestrated by the Bogacheks involved charging for
pills that were never received by the intended patients. Relator alleges that the Bogacheks directed
the managers of the pharmacy Defendants to fax
prescription refill requests for Medicare and Medicaid beneficiaries to physicians' offices for authorization even when neither the doctor nor patient requested it and the prescription was not necessary.
On occasions when the physician would authorize
such a refill, Relator claims it was “particularly
likely” that the patient would not pick up the medi-
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cine since he did not know the prescription had
been filled. Third. Amend. Compl. ¶ 160. Relator
claims the Defendants would often ask for refills on
non-chronic medications, such as antibiotics,
without the patients' knowledge. Allegedly, the
Bogacheks then directed the pharmacy managers to
bill Medicare and Medicaid for these prescriptions,
even though the patients never received their medication. Relator also alleges that the Bogacheks directed that these false claims not be credited back to
the government.
*5 Unlike in the previous Complaint, Relator
now provides two specific examples of such alleged
behavior, although both occurred at UVP in Chicago. For example, with respect to one of the patients,
Relator alleges that:
169. On April 14, 2008, UVP obtained prescriptions for Patient H for a 10–day supply of the antibiotic amoxicillin (30 capsules of 500 mg each)
(“ amoxicillin ”) and a 4 oz. bottle of cherryflavored syrup (“antihistamine”). UVP filled both
of these prescriptions and Defendant Kharlamova
directed that charges for them be electronically
submitted to the State of Illinois via its Medicaid
program. Via its Medicaid program, the State of
Illinois paid $8.51 for the amoxicillin and $2.57
for the antihistamine. However, Patient H never
received the amoxicillin or the antihistamine.
170. Furthermore, at the Bogacheks' orders and
direction, Kharlamova directed that the charges
for the antihistamine and amoxicillin not be reversed. Accordingly, neither Kharlamova nor the
pharmacy technicians working at her direction
(Irina Milovanova, Oleksandra Polovinko, and
Nadia Gnopko) ever reversed the charges for the
antihistamine or amoxicillin, even though Patient
H never received them.
Third Am. Compl. ¶¶ 169–170. Relator claims
that “[a]s a result of these orders by the Bogacheks
and Kharlamova,” the claims for reimbursement for
these medications stated falsely that Patient H received the medication. Id. ¶ 171.

As the Court explained when it dismissed Relator's last Complaint, specific allegations are required in pleading fraud to “assure that the charge
of fraud is responsible and supported, rather than
defamatory and extortionate.” ECF No. 267 at 13
(quoting Ackerman, 172 F.3d at 469). As explained
previously, pleading fraud with particularity requires providing at least one specific instance of
wrongdoing that satisfied the who, what, where,
when and how requirements of Rule 9(b). Id. at 13.
While Plaintiff meets some of these requirements,
he again falls short in meeting the high pleading
standards of Rule 9(b).
In the allegations above, Plaintiff provides a
specific patient, a specific date, and a specific prescription. But the allegations of the actual fraudulent activity, and who actually perpetrated it, are
vague. After alleging generally a scheme that involved Defendants contacting physicians to refill
unnecessary or unsolicited prescriptions, even if
they were unnecessary, Relator simply alleges
“UVP obtained prescriptions for Patient H,” and
“UVP filled both of these prescriptions.” Id. ¶ 169.
Relator then alleges Kharlamova directed the
charges for these prescriptions to be submitted electronically for Medicaid reimbursement. Those allegations fail to say who at UVP obtained the prescriptions or how. They also fail to indicate what
Kharlamova's explicit direction was, to whom she
gave it and who submitted the charges to the government for reimbursement. More importantly, as
written, nothing indicates that any of these actions
were fraudulent—all the Complaint alleges is that
UVP received a prescription for Patient H, filled it,
and submitted a claim to Medicaid for reimbursement. There is no allegation that anyone believed
this was a false claim when it was submitted. Nor is
there any indication that the claim was submitted
after the patient should have retrieved the medicine,
which might at least have provided an inference
that the claim was submitted fraudulently.
*6 The allegations suggesting fraudulent activity are even more vague. Relator claims that “at the
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Bogacheks' orders and direction, Kharlamova directed that the charges for the antihistamine and amoxicillin not be reversed.” Relator lumps both the
Bogacheks together in claiming they gave the order
not to reverse the charge, despite the Court having
warned Relator previously about grouping Defendants together. ECF No. 267 at 14. Relator does not
allege what the “orders and direction” were that
were given to Kharlamova, or when they were given. Nor does he allege when Kharlamova gave the
alleged order not to reverse the charge. These allegations are simply insufficient to plead fraud under
Rule 9(b)'s heightened standards, and as such, Relator's claims based on his allegations of submitting
claims for medicine that was never received must
fail.

15. The parties are correct in this regard. These
state statutes are modeled after and interpreted consistent with the FCA. Upton, 900 F. Supp. 2d at 828
(pleading requirements are the same for FCA and
IWRPA); United States ex rel. Ciaschini v. Ahold
USA Inc., No. 09–10838–JLT, 2012 U.S. Dist.
LEXIS 39297 at *29–30, n.87 (D. Mass. Mar. 22,
2012) (Massachusetts False Claims Act is modeled
after FCA); Cade v. Progressive Comm. Healthcare, Inc., No. 09–cv–3522–WSD, 2011 U.S. Dist.
LEXIS 76085 at *8 (N.D. Ga. July 14, 2011)
(Georgia False Medicaid Claims Act uses nearly
identical language to FCA). Since the Court has
dismissed Relator's FCA claims, his state law statutory claims fail for the same reasons as to all Defendants.

For the foregoing reasons, Relators FCA claims
are dismissed. Defendants in their numerous briefs
raise other arguments as well, which the Court declines to address.

C. Dismissal with Prejudice
When the Court granted Relator leave to file
his Third Amended Complaint, it did so because the
Defendants had only had to answer once, and the
Court did not believe amendment would necessarily
be futile. However, the Court noted that repeated
failure to cure deficiencies may be grounds to deny
amendment. ECF No. 267 at 21. Since filing this
action in 2009, Relator has had four opportunities
to plead his claims. In the process, he has dropped
parties, dropped claims, and added allegations in an
attempt to describe adequately a fraudulent scheme
involving Defendants. It now appears to the Court
that he cannot do so, though not for lack of trying.

B. State Law Claims (Counts III–V)
Relator's Third Amended Complaint also includes three state law causes of action. Count III is
a claim under the Illinois Whistleblower Reward
and Protection Act, 740 Ill. Comp. Stat. § 175/1, et
seq. (the “IWRPA”). Count IV puts forth a claim
under the Georgia False Medicaid Claims Act, Ga.
Code § 49–4–168, et seq. Count V pleads a claim
under the Massachusetts False Claims Act, Mass.
Gen. Laws Chap. 12 § 5(A), et seq. Relator acknowledges that when he dropped his conspiracy
count, he neglected to drop the appropriate Defendants from these state statutory counts. As such, he
claims Counts III–V are not asserted against Defendant Storchak Pharmacy, LLC, Vladimir
Storchak, or Global PL; and that Counts IV–V are
not asserted against UVP, Kharlamova, Dinkevich
or Shevchuk.
Relator also acknowledges his agreement with
the Defendants that these state statutes “are construed substantially as the federal FCA is, and so
Counts under the State Statutes rise or fall with the
federal claims.” Pl.'s Omnibus Opp. to Summ. J. at

It is true that Relator included many of the
same general allegations regarding the asserted
fraudulent scheme that were insufficient to survive
the previous round of motions to dismiss. However,
Relator did add some specific facts with respect to
his allegations regarding co-payments. He included
some specific allegations about his assertions that
the Defendants sought reimbursement for medication that was never issued for the intended recipient. He also tried to further plead his alter ego theory with respect to why the Defendants should all
be liable for the actions of one another. Whether
these amendments were sufficient are immaterial,
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however, due to the deficiencies identified in this
Opinion. Relator's repeated failure to cure deficiencies, as well as the futility of any attempt to amend
Relator's claims based on kickbacks, counsel
against giving Relator an opportunity to file a
Fourth Amended Complaint. See, Hukic v. Aurora
Loan Servs., 588 F.3d 420, 432 (7th Cir. 2009). As
such, the Court will exercise its discretion and dismiss Relator's claims with prejudice.
D. Outstanding Matters
*7 As a matter of general housekeeping, there
are two other outstanding Motions that are related
to these Summary Judgment Motions that should be
resolved. Defendants Kharlamova and UVP filed a
Motion to Join in all the memoranda of their coDefendants. ECF No. 306. The Court will grant the
Motion in the interests of judicial economy, as its
reasoning for why Relator's Complaint must be dismissed applies equally to them.
Relator filed a Motion to Dismiss Defendant
Pharmalife Massachusetts, Inc., pursuant to Federal
Rule of Civil Procedure 41(a)(2). ECF No. 301.
Plaintiff requests this dismissal be without prejudice. The Court grants Relator's Motion, however,
as the Court has now dismissed Relator's Complaint
with prejudice, the dismissal of Pharmalife Massachusetts is also with prejudice. Id. (stating that an
action may be dismissed at a plaintiff's request “on
terms the court considers proper”).

and Rule 12(b)(6) of the Federal Rules of Civil Procedure (ECF No. 295);
4. Semen Dinkevich's Motion to Dismiss Third
Amended Complaint Pursuant to Rule 9(b) and
Rule 12(b)(6) of the Federal Rules of Civil Procedure (ECF No. 296);
5. Relator's Motion to Dismiss Pharmalife
Massachusetts, Inc. (ECF No. 301). Pharmalife
Massachusetts is dismissed with prejudice; and
6. Joinder of Svetlana Kharlamova and Ukrainian Village Pharmacy, Inc., in the Motion to Dismiss Relator's Third Amended Complaint (ECF No.
306).
IT IS SO ORDERED.
N.D.Ill., 2013
United States ex rel Grenadyor v. Ukranian Village
Pharmacy, Inc.
Not Reported in F.Supp.2d, 2013 WL 6009261
(N.D.Ill.), Med & Med GD (CCH) P 304,672
END OF DOCUMENT

IV. CONCLUSION
For the reasons stated herein, Relator's Third
Amended Complaint is dismissed with prejudice.
The Court thus grants the following motions:
1. Defendants Storchak Pharmacy, LLC's and
Vladimir Storchak's Motion to Dismiss Relator's
Third Amended Complaint (ECF No. 280);
2. Certain Defendants' Motion to Dismiss Relator's Third Amended Complaint (ECF No. 282);
3. Global Pharmalife, LLC's Motion to Dismiss
Third Amended Complaint Pursuant to Rule 9(b)
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Only the Westlaw citation is currently available.
United States District Court,
M.D. Tennessee,
Nashville Division.
UNITED STATES of America, ex rel. Stephen
McMULLEN
v.
ASCENSION HEALTH, et al.
No. 3–12–0501.
Nov. 18, 2013.
John–David H. Thomas, Office of the United States
Attorney, Nashville, TN, Marcus Neil Bozeman,
Thomas P. Thrash, Thrash Law Firm, P.A., Little
Rock, AR, Russell A. Wood, Wood Law Firm,
P.A., Memphis, TN, for United States of America,
ex rel. Stephen McMullen.
Gregory M. Luce, James C. Buck, Maya P.
Florence, Skadden, Arps, Slate, Meagher & Flom,
LLP, Washington, DC, Thor Y. Urness, Bradley
Arant Boult Cummings LLP, Nashville, TN, for
Ascension Health, et al.
MEMORANDUM
TODD J. CAMPBELL, District Judge.
*1 Pending before the Court is Defendants'
Motion to Dismiss Relator's Amended Complaint
for Damages (Docket No. 56). For the reasons
stated herein, Defendants' Motion is GRANTED,
and this action is DISMISSED.
FACTS
This action is brought by Relator, Stephen
McMullen, pursuant to the False Claims Act
(“FCA”), 31 U.S.C. §§ 3729 – 3733. Relator's
Amended Complaint (Docket No. 39) alleges that
Defendants have presented false claims for payment
to Medicare for noninvasive vascular diagnostic
studies performed by non-accredited and/or noncertified technicians and not under the supervision
of a physician credentialed in vascular technology.

Relator has sued Ascension Health, which Relator alleges operates healthcare facilities in more
than 500 U.S. locations; Seton Corporation d/b/a
Baptist Hospital in Nashville; Hickman Community
Health Care Services, Inc. d/b/a Hickman Community Hospital in Centerville; and Middle TenFN1
nessee Medical Center, Inc. in Murfreesboro.
FN1. As noted by Defendants, in July of
this year, Baptist, Hickman and Middle
Tennessee Hospitals were renamed to reflect their common participation in the
Saint Thomas Health Ministry. The Court
will refer to these Defendants as “Baptist,
Hickman and Middle Tennessee” herein.
Defendants have moved to dismiss Relator's
Amended Complaint, arguing that he has failed to
plead fraud with the particularity required by the
FCA and Fed.R.Civ.P. 9(b) and that he has failed to
allege a plausible claim upon which relief may be
granted under Fed.R.Civ.P. 8(a) and 12(b)(6).
The Government declined to intervene in the
case, but it has filed a Statement of Interest (Docket
No. 65) in response to the pending Motion and
briefs.
MOTIONS TO DISMISS
For purposes of a motion to dismiss, the Court
must take all of the factual allegations in the complaint as true. Ashcroft v. Iqbal, 556 U.S. 662, 129
S.Ct. 1937, 1949, 173 L.Ed.2d 868 (2009). To survive a motion to dismiss, a complaint must contain
sufficient factual matter, accepted as true, to state a
claim to relief that is plausible on its face. Id. A
claim has facial plausibility when the plaintiff
pleads factual content that allows the court to draw
the reasonable inference that the defendant is liable
for the misconduct alleged. Id. Threadbare recitals
of the elements of a cause of action, supported by
mere conclusory statements, do not suffice. Id.
When there are well-pleaded factual allega-
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tions, a court should assume their veracity and then
determine whether they plausibly give rise to an entitlement to relief. Id. at 1950. A legal conclusion
couched as a factual allegation need not be accepted as true on a motion to dismiss, nor are recitations of the elements of a cause of action sufficient.
Fritz v. Charter Township of Comstock, 592 F.3d
718, 722 (6th Cir.2010).
Complaints alleging False Claims Act violations must also comply with Federal Rule of Civil
Procedure 9(b)'s requirement that fraud be pled
with particularity. Chesbrough v. VPA, P. C., 655
F.3d 461, 466 (6th Cir.2011). Rule 9(b) requires
that in alleging fraud, a party must state with particularity the circumstances constituting fraud.
Malice, intent, knowledge and other conditions of a
person's mind may be alleged generally. Id. In complying with Rule 9(b), a Relator, at a minimum,
must allege the time, place and content of the alleged misrepresentation, the fraudulent scheme, the
fraudulent intent of the defendants, and the injury
FN2
resulting from the fraud. Id. at 467.
FN2. The heightened pleading standard is
designed to alert defendants as to the particulars of their alleged misconduct and to
prevent “fishing expeditions.” Chesbrough, 655 F.3d at 466.

larity that the defendants knowingly presented to
the United States government a false or fraudulent
claim for payment or approval. 31 U.S.C. § 3729;
United States ex rel. Dennis v. Health Management
Associates, Inc., 2013 WL 146048 at * 11
(M.D.Tenn. Jan.14, 2013). Defendants argue that
Relator has failed to adequately plead that any Defendant knowingly presented or caused to be
presented false claims to the government for payment. Defendants also argue that Relator has not
identified any specific false record or statement
made by any Defendant and that Relator has not
identified the elements of a conspiracy.
Defendants contend that because Relator has
failed to identify any particular claim which was
submitted to the government for payment, there is
no way to know if any particular claim was false.
Defendants argue that Relator was employed at Defendant Baptist Hospital for ten months only, never
worked at Defendants Hickman Hospital or Middle
Tennessee Hospital, and has not pled otherwise.
Moreover, Defendants claim that Relator has not
sufficiently pled facts to show that he participated
in or has knowledge of the billing processes in any
of the Defendant facilities.

FALSE CLAIMS ACT
*2 The FCA penalizes any person who knowingly presents or causes to be presented to an officer or employee of the U.S. government a false or
fraudulent claim for payment or approval. Chesbrough, 655 F.3d at 466 (citing 31 U.S.C. §
3729(a)(1)). It also penalizes any person who
knowingly makes, uses or causes to be made or
used, a false record or statement to get a false or
fraudulent claim paid or approved by the government. Id. A private individual, known as a realtor,
may bring a civil action for a violation of the FCA,
also known as a qui tam action, on behalf of the
government. 31 U.S.C. § 3730(b)(1).

Relator has not identified in the Amended
Complaint a single specific claim which was submitted to Medicare for payment. Neither has he
identified a single specific claim in which Defendants made a false statement. The mere allegation
that Defendants allowed non-accredited and/or noncertified technicians, not under the supervision of a
physician credentialed in vascular technology, to
perform noninvasive vascular diagnostic studies
does not create FCA liability unless such certificaFN3
tion and/or accreditation was required.
Moreover, such an allegation does not create FCA
liability unless Defendants knowingly submitted
claims that falsely certified compliance with a requirement which was a prerequisite to payment by
Medicare. Dennis, 2013 WL 146048 at * 12 (citing
Chesbrough, 655 F.3d at 467–68).

The Relator must plead with sufficient particu-

FN3. Relator contends that these alleged
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requirements were found in certain
“LCDs” (Local Coverage Determinations).
Relator admits, however that the LCDs
were issued by contractors, not by the
Government. Amended Complaint (Docket
No. 39), ¶ 13. Defendants argue that the
LCDs are merely guidance, not published
regulations. Whether the LCDs applied to
Defendants is a contested factual issue, but
Relator does not cite to a statute or regulation that conditions payment of a Medicare
claim on compliance with any LCD. See
Chesbrough, 655 F.3d at 469.
Put another way, Relator may have identified
conduct which allegedly violated a Medicare
guideline, but he has not identified in the Amended
Complaint a specific false claim of which he has
personal knowledge which was in fact presented to
the government. Because the false claim itself is a
requirement of an FCA cause of action, it is not
sufficient that the complaint alleged the underlying
fraudulent conduct with particularity; the complaint
must also allege the presentation of a false claim
for payment to the government with the same particularity. United States ex rel. Winkler v. BAE Systems, Inc., –––F.Supp.2d ––––, 2013 WL 3724784
at * 8 (E.D.Mich. July 15, 2013).
*3 Relator argues that Defendants must have
submitted claims that were false because (1) they
were required to use only accredited and/or certified technicians and in some cases (not identified)
they did not, and (2) generally most of the people
who receive these noninvasive vascular diagnostic
studies are older adults, and (3) thus, they must
have been on Medicare and (4) their claims must
have been submitted to the government for payment. Yet he fails to identify in the Amended Complaint a single Medicare patient/beneficiary whose
study was conducted by a non-accredited or certified technician.
The Amended Complaint also fails to specify
which patients' claims were false; which of those
patients whose claims were false were, in fact,

Medicare patients; or which of those Medicare patients whose claims were false had claims actually
submitted to the government for payment. In other
words, the Amended Complaint is “devoid of
meaningful detail.” See Dennis at * 13. Relator has
failed to plead additional details about the presentment of allegedly false claims, such as when the
claims were submitted to the government or what
payment from the government was obtained as a
result of such claims. Id. at * 15.
The allegations of the Amended Complaint require the Court (1) to assume that Defendants were
“required” to use accredited or certified technicians
for non-invasive vascular studies in order to receive
payment from Medicare; (2) to assume that some
FN4
non-identified Medicare patients
at each Defendant facility received these studies from a nonaccredited or non-certified technician; and (3) to assume that Defendants submitted claims for payment
to the government for at least some of these nonidentified patients. Yet, Rule 9(b) does not permit
the Relator to state claims based on the allegation
and assumption that illegal payments must have
been submitted, were likely submitted, or should
have been submitted to the government. Dennis at *
14 (citing United States ex rel. Clausen v. Lab.
Corp. of Am., 290 F.3d 1301, 1311 (11th Cir.2002)
).
FN4. The Court must assume that these patients are actually covered by Medicare,
not simply “Medicare eligible,” as Plaintiff
suggests.
A critical element of a FCA violation is the actual presentment of a false claim to the government
for payment or approval. Dennis at * 14. “The submission of a false claim for payment converts an
improper financial relationship into an act of fraud
upon the government and forms the basis of the
cause of action.” Id. The Sixth Circuit imposes a
strict requirement that relators identify actual false
claims. Chesbrough, 655 F.3d at 472. That is, the
relator must, at the very least, specify the “who,
what, when where, and how” of the alleged fraud.
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Dennis at * 15 (citing Sanderson v. HCA–The
Healthcare Co., 447 F.3d 873, 877 (6th Cir.2006)).
Relator argues that the Court should apply a
more relaxed standard in this case. The Sixth Circuit has left open the possibility that a court may
“relax” the requirements of Rule 9(b) in circumstances where a relator demonstrates that he cannot
allege the specifics of actual false claims that in all
likelihood exist, and the reason that he cannot produce such allegations is not attributable to his own
conduct. Chesbrough, 655 F.3d at 470. The requirement that a relator identify an actual false claim
may be relaxed when, even though the relator is unable to produce an actual billing or invoice, he has
pled facts which support a “strong inference” that a
claim was submitted. Id. at 471. Such an inference
may arise when the relator has personal knowledge
that the fraudulent claims were submitted by Defendants for payment. Id.
*4 Here, the Relator has not alleged facts in the
Amended Complaint to warrant relaxation of Rule
9(b)'s strict requirement that relators identify actual
false claims. Relator worked for ten months with
Baptist and never worked for any of the other Defendants. Relator does not allege facts to show he
had sufficient personal, first-hand knowledge or involvement with Defendants' billing and claims submission processes. He has pled no facts to indicate
he personally knows that any specific false claims
were actually submitted by Defendants. He simply
has not alleged facts that support a “strong inference” that false or fraudulent claims were actually
submitted for payment to Medicare. Relator alleges
improper conduct by Defendants, but he fails to
identify even one “for example” specific claim.

reaching fraudulent scheme with particularity and
provides examples of specific false claims submitted to the government pursuant to the scheme, those
examples may suffice where they are representative
samples of the broader class of claims. Winkler at *
8. Relator must, however, plead by means of
“characteristic” or “illustrative” examples. Id. None
of the recent holdings of the Sixth Circuit alter the
requirement that at least one claim be pleaded with
specificity. Id. at 9. Although the relator does not
need to identify every false claim submitted for
payment, he must identify with specificity
“characteristic examples that are illustrative of the
class of all claims covered by the fraudulent
scheme.” Chesbrough, 655 F.3d at 470 (quoting
United States ex rel. Bledsoe v. Cmty. Health Sys.,
Inc., 501 F.3d 493, 510 (6th Cir.2007)). The
Amended Complaint does not meet this standard.
Accordingly, Defendants' Motion to Dismiss is
granted, and the Amended Complaint is dismissed
with prejudice. The Relator's request to further
amend the Complaint is denied as futile, as Relator
has not specified any amendments that would remedy the Amended Complaint.
IT IS SO ORDERED.
M.D.Tenn.,2013.
U.S. ex rel. McMullen v. Ascension Health
Slip Copy, 2013 WL 6073549 (M.D.Tenn.)
END OF DOCUMENT

The assumptions, stacked on assumptions,
stacked on more assumptions, in the Amended
Complaint do not support a “strong inference” of a
fraudulent scheme and presentment of false claims
to warrant application of a “relaxed” Rule 9(b)
pleading standard.
Where a relator pleads a complex and far-
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State of Montana, pro se.
State of New Jersey, pro se.

United States District Court,
D. New Jersey.
UNITED STATES of America, ex rel. Laurie
SIMPSON, et al., Plaintiff/ Relator,
v.
BAYER CORP., et al., Defendants.

State of New Hampshire, pro se.
State of Oklahoma, pro se.
State of North Carolina, pro se.
State of Wisconsin, pro se.

Civil Action No. 05–3895 (JLL)(JAD).
Signed May 20, 2014.
Jeremy Baruch Stein, Paul S. Doherty, III, Hartmann Doherty Rosa Berman & Bulbulia, LLC,
River Edge, NJ, Rosanne C. Baxter, Boies, Schiller
& Flexner LLP, Armonk, NY, David Edward
Dauenheimer, Office of the U.S. Attorney, Newark,
NJ, for Plaintiffs.

State of Rhode Island, pro se.
Amanda B. Protess, Lawrence S. Lustberg, Gibbons, PC, Newark, NJ, for Defendants.

State of Illinois, pro se.

OPINION
LINARES, District Judge.
*1 This matter comes before the Court by way
of Relator Laurie Simpson (“Simpson”)'s motion
for reconsideration of this Court's April 11, 2014
Opinion and Order. The Court has considered the
parties' submissions in support of and in opposition
to the instant motion and decides this matter
without oral argument pursuant to Federal Rule of
Civil Procedure 78. For the reasons set forth below,
the Court DENIES Simpson's motion.

State of Louisiana, pro se.

I. BACKGROUND

State of New York, pro se.
State of Delaware, pro se.
State of Florida, pro se.
State of Hawaii, pro se.

Commonwealth of Massachusetts, pro se.
State of Nevada, pro se.
State of New Mexico, pro se.
State of Tennessee, pro se.
State of Texas, pro se.
Commonwealth of Virginia, pro se.
District of Columbia, pro se.

FN1

FN1. The Court declines to set forth the
facts of this case at length since it has
already done so and writes only for the
parties. The Court, instead, recounts the
portions of its April 11, 2014 Opinion that
are relevant to Simpson's motion for reconsideration.
The Food, Drug, and Cosmetic Act (the
“FDCA”) generally prohibits “misbranded” drugs
from entering interstate commerce. 21 U.S.C. §
331(a)-(b). As is relevant here, a drug is mis-
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branded when its manufacturer promotes it for offlabel uses, i.e., uses that the Food and Drag Administration did not approve. Ironworkers Local Union 68 v. AstraZeneca Pharm.., LP, 634 F.3d 1352,
1357 n. 5 (11th Cir.2011) (citations omitted). According to Simpson's Eighth Amended Complaint,
FN2
FN3
Bayer
misbranded one of its prescription
drugs, Trasylol, by promoting off-label uses of the
drug. (Compl.¶¶ 134, 136–37, 143, 145, 148,
151–52, 157, 164).
FN2. All further references to Simpson's
Complaint refer to the Eighth Amended
Complaint.
FN3. All further references to Bayer refer
to Defendants Bayer Corporation, Bayer
Healthcare Pharmaceuticals Inc., and Bayer Healthcare, LLC.
The first six counts of Simpson's Complaint,
which this Court dismissed in its April 11, 2014
Opinion and Order, allege that Bayer violated sections 3729(a)(1) and (2) of the False Claims Act
(the “FCA”), 31 U.S.C. § 3729(a)(1)-(2). (Id. at ¶¶
FN4
318–52(II)).
To state a claim under either section, a plaintiff must allege, among other things, the
existence of a false or fraudulent claim for payment. U.S. ex rel. Schmidt v. Zimmer, Inc., 386 F.3d
235, 242 (3d Cir.2004) (citation omitted). Each of
the first six counts of Simpson's Complaint alleges
that each claim for payment for Trasylol was “false
or fraudulent in implying that the drug was not misbranded and was permitted in interstate commerce.”
(Compl.¶¶ 324, 334, 342, 352(I), 360(I), 351(II)).
Based on this common allegation, the Court previously concluded that the first six counts of
Simpson's Complaint rely on an implied false certification theory. U.S. ex rel. Simpson v. Bayer
Corp., No. 05–3895, 2014 WL 1418293, *4 (D.N.J.
Apr.11, 2014). The Court then held that the first six
counts of Simpson's Complaint had failed to state a
claim under that theory. Id. at *5–7. Simpson now
moves the Court to reconsider its holding on two
bases: (1) the Court overlooked controlling Third
Circuit law; and (2) the Court incorrectly character-

ized a factual allegation as a legal conclusion.
FN4. Simpson's Complaint uses the numbers 346 through 365 twice when numbering paragraphs. When this Court cites to
the first instance in which a number is used
for a paragraph, the Court follows that
number with a(I) When this Court cites to
the second instance in which a number is
used for a paragraph, the Court follows
that number with (II).
II. LEGAL STANDARD
In this District, motions for reconsideration are
governed by Local Civil Rule 7.1(i), and
“[r]econsideration is an extraordinary remedy, that
is granted ‘very sparingly.’ ” Brackett v. Ashcroft,
No. 03–3988, 2003 WL 22303078, *2 (D.N.J.
Oct.7, 2003) (quoting Interfaith Cmty. Org. v. Honeywell Int'l Inc., 215 F.Supp.2d 482, 507
(D.N.J.2002)). The purpose of such a motion ‘ “is
to correct manifest errors of law or fact or to
present newly discovered evidence.’ ” Jill Pharm.
USA, Inc. v. Chertoff, 447 F.3d 196, 199 n. 4 (3d
Cir.2006) (quoting Harsco Corp. v. Zlotnicki, 779
F.2d 906, 909 (3d Cir.1985)). As such, a movant
may not use a motion for reconsideration to relitigate old matters or to raise new matters that could
have been raised before the court reached its original decision. P. Schoenfeld Asset Mgmt. LLC v.
Cendant Corp., 161 F.Supp.2d 349, 352
(D.N.J.2001) (citation omitted). To prevail on a
motion for reconsideration, the movant “must satisfy a high burden, and must ‘rely on one of three
major grounds: (1) an intervening change in controlling law; (2) the availability of new evidence
not available previously; or (3) the need to correct
clear error of law or prevent manifest injustice.”
Leja v. Schmidt Mfg., Inc., 743 F.Supp.2d 444, 456
(D.N.J.2010) (quoting N. River Ins. Co. v. CIGNA
Reins. Co., 52 F.3d 1194, 1218 (3d Cir.1995)).
III. DISCUSSION
A. Whether the Court Overlooked Controlling Precedent
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*2 Simpson contends that this Court overlooked controlling Third Circuit law when it held
that the first six counts of her Complaint failed to
state a claim under the implied false certification
theory. (Pl.'s Br. 1–2, ECF No. 149–1). To state
such a claim, the Third Circuit has explained that “a
plaintiff must show that compliance with the regulation which the defendant allegedly violated was a
condition of payment from the Government.” U.S.
ex rel. Wilkins v. United Health Grp. Inc., 659 F.3d
295, 309 (3d Cir.2011) (citations omitted). Such
conditions ‘ “are those which, if the government
knew they were not being followed, might cause it
to actually refuse payment.’ ” Id. (quoting U.S. ex
rel. Conner v. Salina Reg'l Heath Ctr., Inc., 543
F.3d 1211, 1220 (10th Cir.2008)). Simpson argues,
in essence, that the Court misapplied this standard
when it dismissed the first six counts of her Complaint. (Pl.'s Br. 1–2). The Court briefly considers
Simpson's argument since, given the opportunity
that the Court has provided Simpson to amend her
Complaint, doing so will likely hasten the resolution of this case. See Arista Records, Inc. v. Flea
World, Inc., 356 F.Supp.2d 411, 417 (D.N.J.2005)
(court briefly addressed movant's arguments in favor of reconsideration for the sake of hastening the
ultimate resolution of the case)
The theory underpinning the first six counts of
Simpson's Complaint is that Bayer's compliance
with the FDCA's misbranding provisions is, in and
of itself, a condition of payment. The Court again
rejects this theory. Cf. U.S. ex rel. Booker v. Pfizer,
Inc., ––– F.Supp.2d ––––, No. 10–11166, 2014 WL
1271766, *14 (D.Mass. Mar.26, 2014) (rejecting relator's theory that a claim is false or fraudulent because it was induced by misbranding alone).
“Under an implied false certification theory, ... ‘the
analysis focuses on the underlying contracts, statutes, or regulations themselves to ascertain whether
they make compliance a prerequisite to the government's payment.’ “ Wilkins, 659 F.3d at 313
(quoting Conner, 543 F.3d at 1218). Here, the underlying statute-the FDCA-explicitly prohibits (a)
“the introduction or delivery for introduction into

interstate commerce of any ... drug ... that is ... misbranded,” and (b) the “misbranding of any ... drug
... in interstate commerce.” 21 U.S.C. § 331(a)-(b).
FN5
It is clear from the quoted language that a drug
manufacturer's compliance with the FDCA's misbranding provisions is a condition for a drug's legality in interstate commerce. However, it is unclear
from the quoted language that a drug manufacturer's compliance with the FDCA's misbranding
provisions is a condition for receiving payment
from the Government under CHAMPVA, the FEHBP, Medicaid, Medicare, or TRICARE. Stated
otherwise, while compliance with the FDCA's misbranding provisions is a condition, it is not a condition impacting whether the Government might actually refuse payment for a drug. Thus, the first six
counts of Simpson's Complaint do not allege the
existence of a condition of payment.
FN5. The first six counts of Simpson's
Complaint specifically cite 21 U.S.C. §
331(a)-(b), and thus the Court focuses on
that section of the FDCA. (Compl.¶¶ 320,
329, 338, 347, 356, 346(II)).
*3 Simpson attempts to correct this deficiency
by pointing to her Complaint's allegations that the
Department of Justice (“DOJ”) has pursued and obtained a number of criminal and FCA settlements
against companies that misbranded drugs. (Pl.'s Br.
2). Simpson contends that these allegations “easily
support the plausibility of the conclusion that the
Government might refuse payment based on misbranding.” (Id. (emphasis in the original)).
Simpson's contention is unpersuasive for at least
two reasons. First, it ignores that whether the Government “might” do something depends on whether
the Government can do that thing. Critically,
Simpson has not pointed the Court to any language
in the FDCA's misbranding provisions that allows
the Government to refuse to pay for a drug under
the aforementioned healthcare programs because
the drug's manufacturer failed to comply with the
FDCA's misbranding provisions. See Wilkins, 659
F.3d at 309 (“the fundamental flaw in appellants'
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allegations is that the amended complaint does not
cite to any regulation demonstrating that a participant's compliance with Medicare marketing regulations is a condition for its receipt of payment
from the Government.”). Second, Simpson's contention improperly conflates the DOJ's ability to
bring and settle misbranding claims against pharmaceutical companies with the Government's ability to refuse to pay for drugs under a number of
Government healthcare programs. Accordingly, the
first six counts of Simpson's Complaint do not adequately allege that compliance with FDCA's misbranding provisions is a condition of payment under any of the healthcare programs discussed in
those counts, and her motion for reconsideration on
this ground is denied.

Slip Copy, 2014 WL 2112357 (D.N.J.)
END OF DOCUMENT

B. Whether the Court Improperly Characterized a
Factual Allegation as a Legal Conclusion
Simpson next argues that the Court erred when
it characterized her allegation that “[i]f the United
States had known that Trasylol was misbranded and
prohibited from interstate commerce, it would not
have paid for it” as a legal conclusion. The Court
disagrees. At bottom, this allegation simply restates
in a conclusory fashion one version of the legal
standard for stating a claim under the implied false
certification theory set forth in Wilkins: “a plaintiff
must show that if the Government had been aware
of the defendant's violations of the ... laws and regulations that are the bases of [her] FCA claims, it
would not have paid the defendant's claims.” Id. at
307 (citing Conner, 543 F.3d at 1219–20). Accordingly, the Court finds Simpson's argument unavailing and declines to reconsider this aspect of its prior Opinion.
IV. CONCLUSION
For the reasons discussed herein, the Court
DENIES Simpson's motion for reconsideration.
An appropriate Order accompanies this Opinion
D.N.J.,2014.
U.S. ex rel. Simpson v. Bayer Corp.

© 2014 Thomson Reuters. No Claim to Orig. US Gov. Works.

Case: 1:11-cv-00029-WOB Doc #: 61-1 Filed: 10/08/14 Page: 87 of 95 PAGEID #: 878

ATTACHMENT 8

Case: 1:11-cv-00029-WOB Doc #: 61-1 Filed: 10/08/14 Page: 88 of 95 PAGEID #: 879
Page 1
Slip Copy, 2013 WL 6195790 (D.Mass.)
(Cite as: 2013 WL 6195790 (D.Mass.))

Only the Westlaw citation is currently available.
United States District Court,
D. Massachusetts.
UNITED STATES of America ex rel. Paul
WORSFOLD, Plaintiff,
v.
PFIZER INC., Defendant.
Civil Action No. 09–11522–NMG.
Nov. 22, 2013.
Zachary A. Cunha, United States Attorney's Office
MA, Robert D. Hillman, Deutsch, Williams,
Brooks, DeRensis, Holland & Drachman, Boston,
MA, Frederick P. Santarelli, James J. Pepper, Elliott Greenleaf, Blue Bell, PA, for Plaintiff.
Douglas Hallward-Driemeier, Ropes & Gray,
Washington, DC, Joshua S. Levy, William J. Dunn,
Ropes & Gray LLP, Boston, MA, for Defendant.
MEMORANDUM & ORDER
GORTON, District Judge.
*1 Paul Worsfold (“Relator”) brings this qui
tam action on behalf of the United States, 26 individual states and two municipalities against defendant Pfizer, Inc. (“defendant” or “Pfizer”). Relator
alleges that defendant's promotion of two proprietary anti-fungal medications, Vfend and Eraxis, violated the federal False Claims Act (“FCA”) as
well as several state law analogs. Pending before
the Court is defendant's motion to dismiss.
I. Factual Background
The following allegations are drawn from the
Fourth Amended Complaint and accepted as true
for the purpose of resolving the pending motion to
dismiss:
A. Parties
Relator Paul Worsfold, is a resident of Florida
and worked as a District Manager of Western Florida in Pfizer's Anti–Infectives Division. In that ca-

pacity, Relator was responsible for the sale of
Vfend and Eraxis and managed several salespersons.
Defendant is a Delaware corporation with its
principal place of business in New York. Pfizer is
principally engaged in the manufacture and sale of
pharmaceuticals which it sells throughout the
United States, including in the Commonwealth of
Massachusetts.
B. The Drugs
Vfend, the branded name of the drug
voriconazole, was originally developed by defendant during the 1990s in order to treat fungal infections arising in patients suffering from other serious
conditions. The Food and Drug Administration
(“FDA”) first approved Vfend in 2002 and has
since approved it for intravenous or oral treatment
of a variety of infections, including invasive aspergillosis, esophageal candidiasis and Candida infections in the abdomen, kidney, bladder wall and
wounds. Because such infections may be fatal if not
treated promptly, physicians may prescribe Vfend
before they obtain the results of a laboratory culture
or other procedure aimed at diagnosing the patient's
infection (a process known as “empiric treatment”).
The FDA approved Vfend for use in children ages
12 and older but denied a proposed indication for
empiric treatment of febrile neutropenic patients,
who, the Court discerns, are patients who develop a
fever while suffering from an abnormally low numFN1
ber of white blood cells.
Vfend is also not indicated for prophylactic treatment, i.e. preventative
treatment prior to any signs of a fungal infection, or
for use in children ages 12 and younger.
FN1. “Neutropenia is defined as the presence of abnormally small numbers of neutrophils in the circulating blood. Neutrophils are a type of mature white blood
cell.”
Juraska
v.
Astrue,
No.
10–CV–596–PB, 2011 WL 5403225, at *1
n. 3 (D.N.H. Nov.8, 2011) (internal cita-
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tions and quotations omitted).
Eraxis, the branded name of the drug anidulafungin, is another antifungal drug developed by
Pfizer. In 2006, the FDA approved Eraxis for intravenous treatment of fungal infections including
Candida infections. Eraxis is not indicated for use
in neutropenic patients, as prophylactic treatment,
as an empiric therapy or for use in pediatric patients.
C. Pfizer's Promotion of Vfend and Eraxis
Defendant began marketing both drugs shortly
after they received FDA approval. Relator alleges
that defendant specifically promoted Vfend and
Eraxis for use in hospitals and other medical facilities offering chemotherapy services (collectively “
cancer centers”), despite the fact that chemotherapy
causes patients to become neutropenic and that
neither drug was approved for use in febrile neutropenic patients. Relator also alleges that defendant
specifically promoted Vfend and Eraxis for use at
children's hospitals, despite the fact that neither
drug was indicated for use in children under 12
years old.
*2 Defendant developed and distributed a variety of marketing materials promoting Vfend for use
in patients suffering from cancer and who were,
therefore, likely to be neutropenic. Some materials
proclaimed Vfend to be more effective against a
wider array of fungal infections than other drugs
available in the market, despite the fact that one
such competing drug, Sporonox, was FDA-approved for use in febrile neutropenic patients. Other
brochures depicted patients with leukemia and others who had recently received bone marrow and organ transplants which, relator asserts, promoted the
prescription of Vfend to neutropenic patients.
Defendant also funded “seeding studies” at
cancer centers around the country to promote Vfend
, including one such study at the Moffitt Cancer
Center, a facility within relator's sales region. The
study at Moffitt concerned transitioning patients
from an antifungal drug sold by a competitor

(Spronox) to Vfend. Relator alleges that the effect
of the study was to increase the prescription of
Vfend as a prophylaxis. In March, 2008, in an
email to his supervisor, he estimated that as much
as 80% of defendant's sales of Vfend at Moffitt
were for prophylactic use.
Relator further alleges that defendant provided
an incentive for its employees to promote Vfend
and Eraxis for off-label uses, particularly through
promotion at cancer centers, by setting sales quotas
at unreasonably high levels. Relator and Phil
Wegner, another district business manager based in
Houston, both communicated concerns to defendant
to that effect in late 2008. According to Wegner,
Pfizer established a sales quota for Eraxis at a
Texas cancer center of 372 “therapy days” per
month for the first-half of 2007(equivalent to approximately $420,000 in alleged off-label sales for
that time period). Mr. Wegner further remarked that
simply lowering the quotas at cancer centers would
be insufficient, in his opinion, to “remove the implied company direction to promote in ‘off-label’
settings.”
D. Procedural History
Relator filed the Complaint ex parte and under
seal in September, 2009. Following several amendments and extensions of the seal, plaintiff filed the
Fourth Amended Complaint, the current iteration of
the complaint, in November, 2010. The Fourth
Amended Complaint proceeds in 29 counts and alleges that defendant violated the False Claims Act
(“the FCA”), 31 U.S.C. §§ 3729 et. seq., and a
plethora of state law analogs. More specifically,
Relator alleges that defendant promoted Vfend and
Eraxis for the following off-label uses: (1) empiric
treatment, (2) treatment of patients with neutropenia, (3) treatment of children under 12 years
old, and (4) as a prophylaxis. As a result of such
promotion, relator alleges that defendant knowingly
caused doctors to present false claims for reimbursement from Medicare and Medicaid in violaFN2
tion of 31 U.S.C. § 3729(a)(1) and (2).
FN2. Relator also alleged that defendant
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engaged in a conspiracy to defraud the
government and a “reverse fraud” but
withdrew those claims, along with claims
based upon state laws of Maryland, New
Mexico and Michigan, in his opposition to
dismiss.

A. Relevant Statutory Background
A brief explanation of federal regulations governing the promotion of pharmaceuticals and reimbursement for their prescription is necessary in order to understand how liability under the FCA may
arise for off-label promotion.

Relator purports to sue on behalf of the United
States, 26 states, the City of Chicago and the District of Columbia. In May, 2011, the United States
and nearly all the remaining government entities
declined to intervene in Relator's suit. Relator subsequently served the Fourth Amended Complaint
upon defendant in September, 2011.

1. The Promotion of Pharmaceuticals for
Off–Label Uses
The Federal Food, Drug, and Cosmetic Act
(“FDCA”), 21 U.S.C. § 301 et seq., regulates the
approval and marketing of drugs. No drug may be
marketed in the United States without prior approval by the Food and Drug Administration (“FDA”)
for its intended use. 21 U.S.C. § 360. A drug's intended uses are indicated on its FDA-approved label. 21 U.S.C. §§ 331, 352. Accordingly, pharmaceutical companies are prohibited from marketing a
drug for an “off-label” use. See 21 U.S.C. §§ 355(a)
,(d) (prohibiting marketing unless drug demonstrated to be safe and effective). Although pharmaceutical companies may not market drugs for offlabel uses, doctors may prescribe the drug for uses
that are different than those approved by the FDA.
See United States ex rel. Carpenter v. Abbott Labs.,
Inc., 735 F.Supp.2d 395, 397 n. 2 (D.Mass.2010).

*3 Plaintiff moved to unseal the case and compel responsive pleadings from defendant in February, 2012. Before the Court addressed that motion,
in March, 2012, defendant simultaneously moved to
dismiss Relator's claims in their entirety and to stay
discovery pending resolution of the motion to dismiss. The Court allowed the motion to unseal and
the motion to stay discovery in June, 2012, but took
the motion to dismiss under advisement.
II. Legal Analysis
Defendant moves to dismiss Relator's Complaint on the grounds that: (1) the Court lacks jurisdiction to consider relator's allegations based upon
the promotion of Vfend and Eraxis for empiric use
and for treatment of neutropenic patients under
Fed.R.Civ.P. 12(b)(1) because such allegations are
barred under the “first-to-file” doctrine as a result
of an earlier-filed suit in the Eastern District of
Pennsylvania; (2) relator's allegations are insufficient to state a claim under the FCA and must be
dismissed pursuant to Fed.R.Civ.P. 12(b)(6) because they do not allege promotion for “off-label”
uses nor the submission of any “false” claims; and
(3) relator's allegations fail to satisfy the heightened
pleading standard imposed by Fed.R.Civ.P. 9(b).
Because the Court finds that the remaining
claims fail the heightened pleading standard required by Fed.R.Civ.P. 9(b), it will not reach defendant's other arguments.

2. Reimbursement of Prescriptions under Medicare and Medicaid
Whether a claim for payment is “false” for purposes of liability under the FCA, in the off-label
promotion context, turns on whether the claim is reimburseable under the relevant federal program, i.e.
Medicaid or Medicare.
Reimbursement under Medicaid is, in most circumstances, allowed only for “covered outpatient
drugs.” Id. at 409 (quoting 42 U .S.C. §
1396b(i)(10)). Covered outpatient drugs do not include drugs that are “used for a medical indication
which is not a medically accepted indication,”
which, in turn, depends upon whether the particular
use of that drug is FDA-approved or included in
one of the identified drug compendia. Id. (citations
omitted). Most state Medicaid programs reimburse
for prescriptions of drugs for off-label uses. See

© 2014 Thomson Reuters. No Claim to Orig. US Gov. Works.

Case: 1:11-cv-00029-WOB Doc #: 61-1 Filed: 10/08/14 Page: 91 of 95 PAGEID #:Page
8824
Slip Copy, 2013 WL 6195790 (D.Mass.)
(Cite as: 2013 WL 6195790 (D.Mass.))

United States ex rel. Banigan v. Organon USA,
Inc., 883 F.Supp.2d 277, 294–95 (D.Mass.2012);
see also United States ex rel. Franklin v.
Parke–Davis, Div. of Warner–Lambert Co., No.
96–cv–11651–PBS, 2003 WL 22048255, at *2–3
(D.Mass. Aug.23, 2003).

persons or entities who (1) knowingly submit or
otherwise cause the submission of false claims to
the government or (2) knowingly make, use or
cause false records to be submitted to the government in order to get a false claim paid by them. See
FN3
31 U.S.C. § 3729(a)(1), (2).

*4 Reimbursement of off-label prescriptions
under Medicare Part A or B, for inpatient and outpatient treatments, turns on whether an item or service is “reasonable and necessary for the diagnosis
or treatment” of an illness. See 42 U.S.C. § 1395y
(a)(1)(A). An off-label use may be covered under
Part A or B if the Medicare carrier determines that
it is

FN3. The FCA was amended in May, 2009
by the Fraud Enforcement and Recovery
Act, Pub.L. No. 111–21, § 4, 123 Stat.
1617, 1621, which, among other changes,
re-numbered the relevant statutory provisions. Because Relator does not allege conduct occurring on or after May, 2009, the
Court applies the old statutory scheme.

medically accepted, taking into consideration the
major drug compendia, authoritative medical literature and/or accepted standards of medical
practice.

In order to establish liability under subsection
(a)(1) (a “presentment” claim), a relator must prove
that the defendant

Ctrs. For Medicare & Medicaid Servs., Medicare Benefits Policy Manual, Chapter 15 § 50.4.2.
Courts have recognized that “off-label use of a drug
or medical device is not the same as a medically
unnecessary use of that drug or device.” U.S. ex rel.
Nowak v. Medtronic, Inc., 806 F.Supp.2d. 310, 317
(D.Mass.2011) (internal quotations citations omitted).
3. The False Claims Act
FCA liability arises when a “provider knowingly asks the Government to pay amounts it does
not owe.” United States ex rel. Clausen v. Lab.
Corp. of Am., 290 F.3d 1301, 1311 (11th Cir.2002).
The qui tam provisions of the FCA supplement federal law enforcement resources by allowing whistleblowers (known as relators) to bring certain
fraud claims on behalf of the government. United
States ex rel. Duxbury v. Ortho Biotech Prods.,
L.P., 579 F.3d 13, 16 (1st Cir.2009). In return, a relator is entitled to a portion of the proceeds from
the suit, whether or not the government elects to intervene as an active participant in the action. Id.
In relevant part, the FCA imposes liability on

(1) present[ed] or cause[d] to be presented to the
United States government, a claim for approval
or payment, where (2) that claim is false or fraudulent, and (3) the action was undertaken
‘knowingly,’ in other words, with actual knowledge of the falsity of the information contained
in the claim, or in deliberate ignorance or reckless disregard of the truth or falsity of that information.
Nowak, 806 F.Supp.2d. at 342 (citations and
quotations omitted).
By contrast, in order to establish liability under
(a)(2), which has no “presentment” requirement, a
relator must prove the recording of a false statement with the intent that it be relied upon for payment by the government when presented (i.e. with
the specific intent to defraud the government). See
id. at 343 (citations omitted). That scienter requirement has since been relaxed by Congress with the
result that for (a)(2) claims submitted to the government after June 7, 2008, a relator must demonstrate
only that the false statement was uttered
“knowingly,” similar to the state of mind required
under (a)(1). Id.
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B. Failure to Plead Fraud with Particularity under 31 U.S.C. § 3729(a)(1) and (2)
*5 Federal Rule of Civil Procedure 9(b) requires that “[i]n alleging fraud or mistake, a party
must state with particularity the circumstances constituting fraud or mistake.” United States ex rel.
Gagne v. City of Worcester, 565 F.3d 40, 45 (1st
Cir.2009). Because a relator's FCA claims sound in
fraud, they must be pled with the specificity required by that rule. In the context of FCA claims
based upon off-label promotion, the heightened
pleading standard serves to give notice to defendants of the alleged false claims submitted by others
and to discourage plaintiffs from alleging fraud in
the hopes of conducting embarrassing discovery
and forcing settlement. See U.S. ex rel. Rost v. Pfizer, Inc., 507 F.3d 720, 733 (1st Cir.2007) (“Rost
II” ).
To satisfy Fed.R.Civ.P. 9(b), a relator must do
more than merely “suggest fraud was possible,” id.,
and, at a minimum, the complaint must specify the
“time, place, and content of an alleged false representation.” Gagne, 565 F.3d at 45 (internal quotation
omitted). In other words, it must set forth “the who,
what, where, when, and how of the alleged fraud.”
United States ex rel. Walsh v. Eastman Kodak Co.,
98 F.Supp.2d 141, 147 (D.Mass.2000) (internal
quotation omitted). Conclusory accusations related
to “plans and schemes” are insufficient. Rost II, 507
F.3d at 731. Rule 9(b) may, however, be satisfied
where “some questions remain unanswered” as long
as “the complaint as a whole is sufficiently particular to pass muster under the FCA.” Gagne, 565 F.3d
at 45.
Proof of unlawful, off-label promotion alone
cannot sustain a successful FCA action. See U.S. ex
rel. Karvelas v. Melrose–Wakefield Hosp., 360 F.3d
220, 234 (1st Cir.2004) (“[A]lleged violations of
federal regulations are insufficient to support a
claim under the FCA.”); see also Nowak, 806
F.Supp.2d. at 346 (“The FCA does not impose liability for all fraudulent acts, only for fraudulent
claims.” ). Evidence of an actual false claim is, ac-

cordingly, “the sine qua non” of an FCA violation.
Karvelas, 360 F.3d at 225 (internal quotations and
citation omitted).
With respect to claims under § 3729(a)(1), a relator's burden under Rule 9(b) varies according to
whether the defendant is alleged to have submitted
false claims itself (“direct claims”) or is instead alleged to have induced a third party to do so (e.g.,
through the payment of kickbacks, a kind of
“indirect claim”). Duxbury, 579 F.3d at 29 (citing
Rost II, 507 F.3d at 733). When alleging “direct
claims,” a relator must identify the “particular false
claims submitted,” including
who filed the claims, the content of the claims,
when such claims were submitted, where such
claims were submitted, and how much it sought
in payment.
Nowak, 806 F.Supp.2d at 352 (citation omitted).
In the context of “indirect claims,” a relator can
satisfy Fed.R.Civ.P. 9(b) by providing
factual or statistical evidence to strengthen the inference of fraud beyond possibility, without necessarily providing details as to each false claim.
*6 Duxbury, 579 F.3d at 29 (quotations and
citation omitted). Put differently, absent evidence
of each of the particular false claims for reimbursement that were submitted, a relator may satisfy
Rule 9(b) by alleging particular details of a scheme
to submit false claims paired with “reliable indicia”
that lead to a strong inference that false claims were
actually submitted. Id. (citing United States ex rel.
Grubbs v. Kanneganti, 565 F.3d 180, 190 (5th
Cir.2009)).
With respect to claims under § 3729(a)(2), it is
not enough to allege that records or statements at
issue were made in violation of federal law; a relator must allege that the statements were actually
false. Rost II, 507 F.3d at 733. For example, in a
prior case in this Court, the relator specifically al-
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leged that sales representatives exaggerated the efficacy and safety of Neurontin, a pharmaceutical,
when meeting with doctors in order to induce them
to prescribe that drug. United States ex rel. Franklin v. Parke–Davis, Div. of Warner Lambert Co.,
147 F.Supp.2d 39, 45 (D.Mass.2001). The district
court, while concluding that the relator's complaint
alleged fraudulent conduct, noted that allegations
involving “unlawful [but] truthful promotion”
would present a “much closer question.” Id. at 52.
Finally, because the heightened pleading standard of Rule 9(b) “generally applies to state law
fraud claims brought in federal court”, the Court
will apply the rule to all of Relator's claims. Rost II,
507 F.3d at 731 n. 8.
C. Application
Relator alleges that Pfizer violated § 3729(a)(1)
both by submitting false claims for reimbursement
to the government, directly, and by causing physicians to submit false claims. Relator also alleges
that Pfizer made false statements or created false
records in violation of § 3729(a)(2). For the reasons
that follow, all of Relator's allegations are insufficiently particular and will be dismissed.
1. Direct Claims under § 3729(a)(1)
Relator's allegations that Pfizer submitted false
claims directly to the government are exceedingly
vague. The bulk of the Fourth Amended Complaint
is devoted to Pfizer's purported off-label promotion
of Vfend and Eraxis to physicians. Nowhere does
Relator allege details evidencing how Pfizer itself,
rather than intermediary physicians, submitted a
false claim to the government. Considering that the
First Circuit Court of Appeals subjects allegations
of directly submitted false claims to even greater
scrutiny than those that are indirectly submitted,
Relator's allegations of direct false claims are
plainly insufficient and will be dismissed. Cf.
Nowak, 806 F.Supp.2d at 352 (dismissing direct
claims where relator described two sales of biliary
stents to government hospitals because allegations
failed to describe, inter alia, any false statements
uttered, who made them, and to which government

employees).
2. Indirect Claims under § 3729(a)(1)
*7 Relator's allegations regarding indirectly
submitted false claims deal exclusively with Pfizer's off-label promotion of Vfend and Eraxis. He
alleges that over the course of seven years Pfizer,
through the development of marketing materials
and setting of high sales quotas at cancer centers
and pediatric hospitals, encouraged sales representatives to persuade physicians to prescribe Vfend
and Eraxis for off-label uses. Based upon greater
specifics concerning the dissemination of those
marketing materials at two cancer centers, one in
Florida and another in Texas, Relator asserts that
Pfizer caused false claims to be submitted to Medicare and Medicaid throughout the United States.
Relator does not, however, identify a single
false claim for reimbursement actually presented to
a federal or state government based upon an identified, purportedly off-label use of Vfend or Eraxis.
That defect, coupled with further deficiencies in
Relator's complaint discussed infra, requires dismissal. Evidence of an actual false claim remains
the sine qua non of an FCA claim, Karvelas, 360
F.3d at 225, and the fact that Pfizer may have violated federal regulations governing off-label promotion is “insufficient to support a claim under the
FCA.” Id. at 234.
Relator argues that, nevertheless, he has satisfied Rule 9(b) by identifying “factual or statistical
evidence” to strengthen the inference beyond mere
possibility that Pfizer caused a physician to submit
a false claim for reimbursement. See Duxbury, 579
F.3d at 29. The First Circuit implied in United
States ex. rel. Rost v. Pfizer that, in FCA cases involving the submission of indirect false claims, the
failure to identify an actual false claim is not necessarily fatal. See 507 F.3d at 726, 732–33 (analyzing
Rost's allegations for “factual or statistical evidence”). In practice, Relator asks this Court to be the
first to refrain from dismissal when no specific
false claims have been alleged because, where
courts have found Rule 9(b) satisfied under the
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“extrapolation” approach, the relators have alleged
“at least some specific false claims.” Nowak, 806
F.Supp.2d at 355–56 (collecting cases). Even in
Duxbury, a case upon which Relator relies, the relator 1) identified eight medical providers who allegedly submitted false claims, 2) provided information with respect to the dates and amounts of those
claims and 3) identified the government healthcare
program to which the claims were submitted. See
579 F.3d at 29–30. In spite of those details,
however, the First Circuit noted that the relator's
claim presented a “close call.” Id. at 30.
Regardless of whether Relator's failure to
identify any false claims actually submitted is fatal,
in and of itself, the remaining allegations are insufficient to strengthen the inference that a false claim
was actually submitted “beyond possibility.” First,
Relator has not alleged such factual evidence permitting the Court to infer that actual false claims
were submitted. Although he avers generally that
Pfizer promoted Vfend and Eraxis off-label at cancer centers and pediatric hospitals, Relator does not
identify 1) any providers at those facilities who received marketing communications promoting the
off-label uses of those drugs; 2) any providers so
contacted who prescribed the drugs for those offlabel purposes; 3) any pharmacies or hospitals
filling such prescriptions; or 4) the approximate
date, location, content or amount of any false claim
submitted to any government health care program.
*8 Second, the purported statistical evidence
advanced by Relator in lieu of such specifics also
fails to create the requisite inference of fraud. Relator estimates, in conclusory fashion, that half of
all sales of Vfend and Eraxis at cancer centers, nationwide, were for off-label purposes. Even if this
Court credited such an allegation, the First Circuit
has already found insufficient allegations that a
drug was purportedly used off-label in more than
half of all adult sales of a drug and that more than a
quarter of pediatric sales were for off-label purposes. See Rost II, 507 F.3d at 732 (concluding that
such statistics created a “possible but not a neces-

sary inference or even a strong inference that doctors” prescribed the drugs for off-label purposes).
Finally, Relator's attempt to resuscitate his
vague allegations by pointing specifically to defendant's alleged activities at the Moffitt Cancer
Center is also unavailing. Relator alleges that, as a
result of Pfizer's off-label promotion of the drug,
Vfend served as the “workhorse” antifungal medication at Moffitt. He further alleges that, according
to an email he sent, in March, 2008, 80% of Vfend
sales were for off-label, prophylactic purposes. He
further argues that because Medicaid and Medicare
are two of the largest payors of drugs in the United
States, the Court may reasonably infer that Pfizer's
off-label marketing caused false claims to be
presented.
The shortcomings already identified undermine
Relator's underlying assumption that any prescription of Vfend for an off-label use by a physician at
Moffitt was necessarily caused by Pfizer's actions
and was not simply the result of that physician's exercise of his or her independent judgment.
Moreover, the 80% figure itself does not identify 1)
what percentage of individuals at Moffitt were
covered under Medicare or Medicaid and, thus,
could have resulted in the submission of claims for
reimbursement to the government, or 2) what percentage of claims for Vfend were not reimbursable
and were, therefore, “false.” In any event, Relator's
claims are less detailed than the claims previously
identified as a “close call” by the First Circuit in
Duxbury, 579 F.3d at 30, and the 80% figure is not
enough to salvage Relator's claim.
3. § 3729(a)(2) Claims
Relator's allegations that defendant knowingly
made a false record or statement material to a false
claim, in violation of § 3729(a)(2), also fail. First,
Relator has not alleged that Pfizer made any false
statements with the specific intent of defrauding the
government and mere allegations that a company
intended to promote off-label uses and profit from
such sales fails to demonstrate that Pfizer intended
to do so at the government's expense. See Nowak,

© 2014 Thomson Reuters. No Claim to Orig. US Gov. Works.

Case: 1:11-cv-00029-WOB Doc #: 61-1 Filed: 10/08/14 Page: 95 of 95 PAGEID #:Page
8868
Slip Copy, 2013 WL 6195790 (D.Mass.)
(Cite as: 2013 WL 6195790 (D.Mass.))

806 F.Supp.2d at 357 (finding intent requirement
not satisfied because allegations did not show defendant intended the government to pay). Accordingly, the Fourth Amended Complaint is insufficiently particular to survive dismissal as to any
false statements made by Pfizer prior to June, 2008
(when revisions to (a) (2) became effective).
*9 Second, and more critically, Relator's allegations of off-label promotion do not include any
materially false statements or records. As discussed
supra, Relator's allegations are devoid of any statements made by specific employees of Pfizer to any
physicians in order to promote the off-label uses of
Vfend or Eraxis, much less any false statements.
Moreover, none of the marketing materials purportedly aimed at neutropenic patients involve any
explicitly false statements, such as a representation
that Vfend was indicated for use in neutropenic patients or that the drug is safer for neutropenic patients than competing drugs. New York v. Amgen,
652 F.3d 103, 110 (1st Cir.2011) (stating claim is
false for purposes of the FCA when it
“misrepresent[s] compliance with a material precondition of Medicaid payment”). Having failed to
describe any qualifying false statements by Pfizer,
much less the speakers or the time, Relator has
failed to satisfy heightened pleading standards even
for any claims that may have been submitted after
June, 2008.
In sum, Relator's Fourth Amended Complaint
is much closer to the complaint held insufficient in
Rost II than to the complaint found satisfactory in
Duxbury because it fails to provide any information
concerning 1) any false claim that was submitted or
2) the identity of providers who actually submitted
such a claim. Without such details, Relator fails to
satisfy Rule 9(b)'s heightened pleading requirements on all of his federal and state fraud claims.
Defendant's motion to dismiss will be allowed and
the Fourth Amended Complaint will be dismissed.
III. Leave to Amend
In his opposition to dismissal Relator seeks
leave to amend his Fourth Amended Complaint on

the basis that he has obtained additional data from
Medicaid regarding the program's payment for
Vfend and Eraxis which he claims will remedy any
defects in his allegations concerning a fraudulent
incentive plan. Such vague allegations do not merit
granting leave to amend. As an initial matter, Relator fails to specify how he obtained said claims data
from Medicaid and information obtained pursuant
to a Freedom of Information Act request, the most
likely route, constitutes a “public disclosure” upon
which a relator may not base his FCA claims. See
United States ex. rel. Ondis v. City of Woonsocket,
587 F.3d 49, 55 (1st Cir.2009). Moreover, for the
reasons stated above, sales data regarding the government's payment of off-label use of the drugs
does not automatically lead to the inference that
false claims were submitted and does not establish
the inference of fraud beyond possibility.
In conclusion, Relator has already amended his
allegations four times and failed to satisfy the
heightened pleading standard imposed under
Fed.R.Civ.P. 9(b). His vague assertion of newly obtained information might not satisfy the public disclosure bar and is, in any event, insufficient to remedy the many defects in his allegations. Accordingly, Relator's request to re-plead his allegations
will be denied.
ORDER
*10 In accordance with the foregoing, defendant's motion to dismiss (Docket No. 45) is ALLOWED and the case is DISMISSED and, treating
Relator's opposition to defendant's motion (Docket
No. 48) as a motion for leave to amend, that motion
is DENIED.
So ordered.
D.Mass.,2013.
U.S. ex rel. Worsfold v. Pfizer Inc.
Slip Copy, 2013 WL 6195790 (D.Mass.)
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