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T
he False Claims Act (FCA) 
imposes liability on one 
who, among other things, 
“knowingly presents, or 
causes to be presented, 

a false or fraudulent claim for 
payment or approval.” While the 
FCA does not define what makes a 
claim “false or fraudulent,” courts 
have held the FCA prohibits both 
factually false claims (e.g., claims 
that allegedly misstate the proce-
dures or services rendered) and 
legally false claims (e.g., claims 
that falsely certify, either explic-
itly or implicitly, compliance with 
applicable statutes, regulations, 
or contractual provisions).

In several recent cases, rela-
tors have alleged violations of 
the FCA based on allegedly false 
certifications that services sub-
mitted for Medicare and Medic-
aid reimbursement were medi-
cally necessary. Title XVIII of the 
Social Security Act, which gov-
erns Medicare, states that pay-
ment shall not be made by Medi-
care “for any expenses incurred 
for items or services” that “are 

not reasonable and necessary 
for the diagnosis or treatment 
of illness or injury or to im-
prove the functioning of a mal-
formed body member.” 42 U.S.C. 
§1395y(a)(1)(a). Thus, physi-
cians and medical providers 
who seek reimbursement under 
Medicare generally must “cer-
tify the necessity of the services 
and, in some instances, recertify 
the continued need for those 
services.” 42 C.F.R. 424.10(a).

Health care providers know—
and anyone who has encountered 
a difficult medical decision can 
likely also attest—that views on 
the necessity of particular treat-
ment or service can be subjec-
tive. Federal district courts have 
agreed in a number of recent 
cases, holding that a mere differ-
ence of opinion as to the medical 
necessity of services is not suffi-
cient to establish that a medical 
necessity determination was ob-
jectively false, as required to es-
tablish liability under the FCA.

In  United States ex rel. Polu-
koff v. St. Mark’s Hospital et al., 
895 F.3d 730 (10th Cir., July 9, 
2018), however, the U.S. Court 
of Appeals for the Tenth Circuit 

reversed such a decision, de-
nouncing the existence of any 
“bright-line rule that a medical 
judgment can never serve as the 
basis for an FCA claim,” and find-
ing that the relator sufficiently 
alleged both that a physician’s 
representations regarding medi-
cal necessity were objectively 
(and knowingly) false, and that 
two hospitals who employed the 
physician acted in at least reck-
less disregard of that fact in sub-
mitting claims for their services 
related to the procedures. Nev-
ertheless, the Tenth Circuit’s de-
cision suggests that alleged FCA 
violations based on the submis-
sion of claims for services that 
were purportedly not medically 
necessary may still be subject to 
dismissal where the complaint 
lacks reliable indicia that the 
medical necessity determina-
tions were objectively false.
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‘Polukoff’

In this qui tam action, a phy-
sician filed suit against a fellow 
physician (a cardiologist) and two 
hospitals where the cardiologist 
worked. The relator alleged that 
the cardiologist violated the FCA 
by performing and billing federal 
health care programs for medical-
ly unnecessary heart procedures, 
and alleged that the hospitals were 
also liable because they billed for 
hospital services furnished in con-
nection with the procedures de-
spite red flags indicating that the 
services were unnecessary.

In 2017, the district court 
granted the defendants’ motions 
to dismiss the complaint. The 
court found that the complaint 
failed to satisfy Federal Rule of 
Civil Procedure 9(b)’s height-
ened pleading standard as to 
one of the hospital defendants, 
and, notably, that the complaint 
failed to sufficiently allege an 
FCA violation as to all defen-
dants, because it did not identi-
fy any claim that was objectively 
false. The court reasoned that 
representations regarding medi-
cal necessity of the heart proce-
dures were medical judgments 
that—as a matter of law—could 
not be objectively false in the 
absence of a binding regulation 
defining the medical necessity 
of such procedures, such as a 
national or local coverage de-
termination (of which there was 
none).

As noted above, the Court of 
Appeals reversed, finding that 
the complaint sufficiently al-
leged that the certifications 
of medical necessity were ob-
jectively false, and that the de-
fendants knowingly submitted 
these false certifications.

Tenth Circuit’s Definition of 
Medical Necessity

In reaching its conclusion, 
the Court of Appeals adopted a 
government argument set forth 
in the government’s amicus 
brief—the DOJ had declined to 
intervene in the case—that “[a] 
Medicare claim is false if it is not 
reimbursable, and a Medicare 
claim is not reimbursable if the 
services provided were not med-
ically necessary.” The court’s 
decision then took an unexpect-
ed turn: to be reimbursable, it 
explained, a claim certifying that 
a procedure is medically neces-
sary must meet the definition 
of “reasonable and necessary” 
set forth in CMS’s Medicare Pro-
gram Integrity Manual (MPI), 
§13.5.1.

That definition is broad and 
heavily fact-dependent. Among 
other things, the MPIM looks to 
whether a procedure is: (1) safe 
and effective; (2) not experimen-
tal or investigational; (3) appro-
priate, including in duration and 
frequency, because it is furnished 
in accordance with accepted 
standards of medical practice, 
furnished in a setting appropriate 

to the patient’s medical needs, or-
dered and furnished by qualified 
personnel, sufficient to meet but 
not exceed the patient’s needs, 
and at least as beneficial as other 
available alternatives.

For the case at hand, the 
Tenth Circuit referenced allega-
tions that: (1) the cardiologist 
performed an unusually high 
number of procedures as com-
pared to other providers; (2) the 
physician routinely performed 
a particular cardiac procedure 
on patients who had not experi-
enced the indicative symptoms 
set forth in guidelines issued by 
the American Heart Association 
and American Stroke Associa-
tion; (3) other physicians at one 
of the hospitals had objected to 
the cardiologist performing the 
procedures; (4) one of the hos-
pitals eventually audited certain 
of the procedures and conclud-
ed that they were not performed 
in compliance with the hospi-
tal’s internal guidelines regard-
ing medical necessity, and took 
adverse action with respect to 
the cardiologist’s medical staff 
privileges following the review; 
and (5) the cardiologist’s repre-
sentations regarding the reason 
for the procedures were mis-
leadingly tailored so that they 
would be reimbursable.

The Tenth Circuit acknowledged 
that a broad definition of “false or 
fraudulent” might expose physi-
cians (and presumably their em-
ployers, as in the case at hand) to 
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increased liability under the FCA, 
but stated that “concerns about 
fair notice and open-ended liabil-
ity can be effectively addressed 
through strict enforcement of the 
[FCA]’s materiality and scienter 
requirements.” This statement 
may not provide much comfort to 
defendants in FCA cases, though, 
at least not prior to discovery. A 
relator or the government may 
be able to sufficiently plead ma-
teriality by pointing, among other 
things, to the medical necessity 
certification requirement under 
the Medicare conditions of pay-
ment. Additionally, under Rule 
9(b), scienter may be alleged 
“generally.”

Medical Judgment vs. 
Objective Falsity

One of the hospital defendants 
challenged the Tenth Circuit’s 
decision in an unsuccessful pe-
tition for rehearing. The hospi-
tal argued, among other things, 
that the MPIM’s definition of 
“reasonable and necessary” is 
non-binding guidance directed 
to Medicare contract adminis-
trators, not to providers, and 
that this guidance is not even 
applicable to Medicaid or other 
providers. The hospital argued 
that the court’s decision went 
against settled law and the DOJ’s 
own policy, as announced in the 
2018 Brand Memo, that noncom-
pliance with agency guidance 
documents does not “presump-
tively or conclusively” establish 

violations of law in affirmative 
civil enforcement cases. At oral 
argument on the motion to dis-
miss, the government itself de-
scribed the MPIM as a manual 
that “does not have the force of 
law.”

On Oct. 29, 2018, the Tenth 
Circuit denied the petition for 
rehearing in a cursory three-
sentence order. The decision 
thus leaves open the question of 
to what extent the MPIM, or oth-
er internal Medicare guidance 
documents, will govern in other 
medical necessity cases.

Nevertheless, the Tenth Cir-
cuit decision does not foreclose 
arguments that medical necessi-
ty cases should be dismissed for 
failure to plead objective falsity. 
The Tenth Circuit explained that 
its sufficiency determination 
was based on the “specific alle-
gations” outlined above, many 
of which dovetailed with the 
MPIM definition. In the absence 
of indicia of objective falsity like 
those identified by the court, an 
FCA complaint that is premised 
on false certification of medical 
necessity may still be subject 
to dismissal. Allegations of ob-
jective falsity must also satisfy 
Rule 9(b)’s heightened pleading 
standard; general allegations 
of disagreement or uncertainty 
regarding necessity may not be 
sufficient.

Additionally, the kinds of in-
dicia required to sufficiently 
plead objective falsity may vary 

depending on the medical judg-
ment at issue, including the 
level of subjectivity inherent in 
exercising that judgment. For 
example, courts may require dif-
ferent—and perhaps greater—
indicia of falsity in cases chal-
lenging the medical necessity 
of determinations regarding eli-
gibility for hospice care, or the 
classification of a patient for in-
patient admission versus obser-
vation status.
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