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CMS’s Final Rule Implementing the 60-Day Report and Return Statute for Medicare
Parts A and B Significantly Broadens the Scope of Overpayments and the Duty of
Providers to Identify Them

BY ROBERT L. ROTH, KATRINA A. PAGONIS, LLOYD

A. BOOKMAN, AND JOHN R. HELLOW

I. Introduction

O n Feb. 12, 2016, the Centers for Medicare & Med-
icaid Services (CMS) published its long-awaited
final rule (the ‘‘Final Rule’’) regarding the obliga-

tions of Medicare providers1 to report and return over-
payments arising under Medicare Parts A and B.2 The
Final Rule, which was effective March 14, 2016, imple-
ments § 6402(a) of the Affordable Care Act (ACA), also

known as the ‘‘60-day report and return statute,’’ which
requires providers, Medicare Advantage organizations,
prescription drug plan sponsors, and Medicaid man-
aged care organizations to report and return Medicare
and Medicaid overpayments within the later of (a) 60
days after the overpayment is ‘‘identified,’’ or (b) the
date any corresponding cost report is due, if appli-
cable.3 The notice of proposed rulemaking (‘‘the Pro-
posed Rule’’) was published on Feb. 16, 2012.4

Section 6402(a) defines an ‘‘overpayment’’ as any
funds a person receives or retains under Medicare or
Medicaid to which the person, after ‘‘applicable recon-
ciliation,’’ is not entitled. The 60-day report and return
statute applies not only to common claims-related over-
payments, such as duplicate billings, and cost report er-
rors that result in an overpayment, but also to claims
submitted pursuant to referrals made in violation of the
federal Stark and anti-kickback laws. Any overpayment
impermissibly retained under this statute constitutes an
‘‘obligation’’ for purposes of the federal civil False
Claims Act (FCA).5 A related ACA provision also sub-
jects providers who fail to comply with this statute to
potential Medicare and Medicaid program exclusion
and penalties under the federal Civil Monetary Penalty
(CMP) statute.6

Since its enactment in March 2010, the 60-day report
and return statute has been a nightmare for providers
and their counsel because it contains the toxic mix of

1 In this article, unless the context requires otherwise, the
term ‘‘providers’’ includes suppliers.

2 81 Fed. Reg. 7654 – 7684 (Feb. 12, 2016).

3 Patient Protection and Affordable Care Act of 2010, Pub.
L. 111-148, Title VI, § 6402(a), 124 Stat. 119, 753 – 756, codi-
fied at 42 U.S.C. § 1320a-7k(d).

4 77 Fed. Reg. 9179 – 9187 (Feb. 16, 2012).
5 31 U.S.C. § 3729 et seq.
6 42 U.S.C. § 1320a-7a(a)(10).
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vague terms, operational challenges, and potentially di-
sastrous consequences for noncompliance. For ex-
ample, the statute does not define several critical con-
cepts, including when an overpayment is ‘‘identified’’
(i.e., when the 60-day clock starts ticking), what consti-
tutes an ‘‘applicable reconciliation’’ process that could
delay the ‘‘report and return’’ period (i.e., whether such
a process is limited to cost report reconciliation),
whether administrative finality under Medicare’s re-
opening regulations affects the definition of an overpay-
ment, the effect of the CMS and Office of Inspector
General (OIG) self-disclosure protocols on the 60-day
reporting deadline, and how far back providers must go
when calculating overpayments.

Interpretations of these and other concepts under the
60-day report and return statute have varied widely;
providers attempting to comply with this statute often
have ended up submitting their best guess at a compli-
ant overpayment report and refund to their Medicare
Administrative Contractor (MAC) (or other applicable
entity) and then adopting a ‘‘cross your fingers’’ ap-
proach to see whether the MAC agrees with the sub-
stance of the disclosure (often with no response). Such
uncertainty has created significant compliance chal-
lenges and has caused providers to incur substantial
time and expense in determining the reach of the stat-
ute, investigating whether an overpayment has oc-
curred, and drafting overpayment disclosures, particu-
larly in areas where the underlying payment rules may
not be clear.

The Final Rule provides needed clarity on some as-
pects of the 60-day report and return statute and fills
many gaps left unaddressed in the statute and Proposed
Rule. For example, previously unaddressed was the ef-
fect on ‘‘identification’’ of a provider’s inability to quan-
tify an overpayment with reasonable precision. The
Proposed Rule noted only that difficulties in quantifica-
tion would not delay the starting of the 60-day clock.
Responding to provider concerns, the Final Rule help-
fully notes that quantification is a part of the identifica-
tion process, such that a diligently investigated over-
payment would not be said to have been identified until
quantified. At the same time, however, the preamble to
the Final Rule provides a benchmark or outer limit for
how long identification (including quantification) of an
overpayment should reasonably take.

At bottom, however, the Final Rule, which affects vir-
tually every Medicare provider, is a mixed bag. While
providing guidance for the diligent to mitigate risk to
some extent, it actually perpetuates significant uncer-
tainty by relying on several vague but essential terms,
such as ‘‘reasonable diligence,’’ ‘‘proactive compli-
ance,’’ and ‘‘credible information.’’ These important
terms, which are peppered throughout the Final Rule,
turn compliance even more into a legal process.

CMS also put the onus on providers to determine
how to apply these terms (without the benefit of defer-
ence and without a minimum overpayment materiality
threshold), knowing that the government and the FCA
bar will be looking over their shoulders. This is because
the Final Rule makes clear that the buck for reporting
and returning overpayments stops at providers, even
potentially where the provider was not responsible for
the overpayment. While CMS’s position is in some ways
understandable because the provider received the pay-
ment, it will often require a provider to clean up, at the
provider’s expense, a mess made by another. Moreover,

failure to strictly comply with the Final Rule can create
substantial exposure, not only for overpayments but
also for CMPs, federal program exclusion, and litigation
costs and liability under the FCA.

Despite the many helpful clarifications in the Final
Rule, compliance with the 60-day report and return stat-
ute continues to be a nightmare of vague terms and po-
tentially disastrous consequences, albeit for slightly dif-
ferent reasons. As regulators and courts consider en-
forcement of this beguiling statute, it is essential that
they remain mindful that CMS purposefully used vague
terms in the Final Rule so as to allow application of its
terms to evolve over time, seasoned by experience with
real-life circumstances, thereby giving providers proper
advanced notice of how these terms will be applied.7 In-
flexible application of these vague terms would not only
be inconsistent with the approach taken in the Final
Rule, but also deeply unfair.

This article summarizes the provisions of the Final
Rule and discusses some of its key legal, operational,
and technical ‘‘takeaways’’ for providers.

II. Summary of the Final Rule

A. Scope of the Final Rule—Medicare Parts A
and B

The Final Rule implements the 60-day report and re-
turn statute with respect to providers of Medicare Parts
A and B items and services. CMS previously issued a fi-
nal rule for Medicare Parts C and D on May 23, 2014.8

CMS has yet to initiate rulemaking with regard to the
application of the 60-day report and return statute to
Medicaid overpayments. So, while there is no directly
applicable federal authority beyond the statute, it is im-
portant to check state law for authorities addressing
Medicaid overpayment requirements.

The Final Rule adds the following new regulations:
42 C.F.R. §§ 401.301, 303, and 305, § 401.607(c)(2)(i),
and § 405.980(c)(4). These new regulations do not fill
even one page of the Final Rule. The other 29 pages
contain extensive explanation of the overpayment re-
fund process and how it may apply in several substan-
tive circumstances. Thus, knowledge of the overpay-
ment regulations is not sufficient—providers also need
to be familiar with the details presented in the preamble
of the Final Rule.

B. Reasonable Diligence Standard (81 Fed. Reg.
at 7659 – 61)

In the Proposed Rule, borrowing the FCA standard,
CMS stated that a provider had identified an overpay-
ment if the provider had actual knowledge of the exis-
tence of the overpayment or acts in reckless disregard
or deliberate ignorance of the overpayment. CMS justi-
fied this approach, in part, by noting that the statute in-

7 On a number of occasions in the preamble to the Final
Rule, CMS reminds readers that key terms and obligations are
defined by the relevant facts and circumstances present in an
individual case. E.g., 81 Fed. Reg. at 7657 – 58 (facts and cir-
cumstances test for determining whether an overpayment ex-
ists); id. at 7662 (whether extraordinary circumstances justify
a longer period of investigation turns on the facts); id. at 7662
(reasonable diligence is a ‘‘fact-dependent’’ inquiry); id. at
7666 (facts and circumstances test for credible information).

8 79 Fed. Reg. 29844 (May 23, 2014).
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cludes the FCA definitions of the terms ‘‘knowing’’ and
‘‘knowingly.’’ CMS has acknowledged that the text of
the 60-day report and return statute does not use these
terms, and the inclusion of definitions of these terms
was an error in the legislative process. CMS neverthe-
less asserted in the Proposed Rule that the reference to
these terms was intended to apply to determining when
a provider has identified an overpayment.

CMS also stated in the Proposed Rule that defining
‘‘identification’’ in this way gives providers an incentive
to exercise reasonable diligence to determine whether
an overpayment exists. Without such a definition, CMS
expressed concern that providers might avoid perform-
ing proactive activities that might identify overpay-
ments, such as self-audits and compliance checks.

CMS also indicated in the Proposed Rule that there
may be occasions when a provider receives information
concerning a potential overpayment that creates a duty
to make a reasonable inquiry to determine whether an
overpayment exists. If the reasonable inquiry reveals an
overpayment, the provider would then have 60 days to
report and return the overpayment. On the other hand,
the failure to make a reasonable inquiry, including fail-
ure to conduct such inquiry with ‘‘all deliberate speed’’
after obtaining the information, could result in the pro-
vider ‘‘knowingly’’ retaining an overpayment by acting
in reckless disregard or deliberate ignorance of
whether it received an overpayment. CMS set forth a
number of examples in the Proposed Rule whereby a
duty to timely investigate might exist as a result of cred-
ible information of a potential overpayment. These ex-
amples provided some useful insights but also
prompted many comments.

In the Final Rule, despite continuing to assert that its
interpretation in the Proposed Rule was appropriate,
CMS changed course by eliminating the use of the FCA-
borrowed terms ‘‘actual knowledge,’’ ‘‘reckless disre-
gard,’’ and ‘‘deliberate ignorance.’’ Instead, the Final
Rule states that a provider has identified an overpay-
ment when the provider has, or should have through
the exercise of ‘‘reasonable diligence,’’ determined that
the provider has received an overpayment and quanti-
fied the amount of the overpayment.9 While ‘‘reason-
able diligence’’ is not defined in the regulation, CMS ex-
plained in the preamble to the Final Rule that ‘‘reason-
able diligence’’ includes (1) proactive compliance
activities conducted in good faith by qualified individu-
als to monitor for the receipt of overpayments, and (2)
investigations conducted in good faith and in a timely
manner by qualified individuals in response to obtain-
ing credible information of a potential overpayment.10

Although providers have long understood the need to
investigate credible information of a known or potential
overpayment, the reference to ‘‘proactive compliance
activities’’ breaks new ground in the overpayment re-
fund arena. By doing so, the Final Rule raises the ante
on what it means for a provider to have an effective
compliance program and exposes a provider to liability
as a result of undertaking no or minimal effort to moni-
tor the accuracy and appropriateness of a provider’s
Medicare claims. Lest there be any doubt, the Final
Rule states that providers have a ‘‘clear duty’’ to under-
take proactive compliance activities to determine if they

have received an overpayment or risk potential liability
for retaining such overpayment.11

Some commenters expressed concern that the Pro-
posed Rule’s definition of ‘‘identified’’ opened up the
possibility that CMS, other regulators, or qui tam rela-
tors could second-guess the provider and question
whether the provider exercised reasonable diligence in
assessing an overpayment. CMS responded in the Final
Rule that it has long been true that many activities in
the provision of health care, including billing the Medi-
care program, are subject to review by various stake-
holders.12 CMS continued that the 60-day report and re-
turn statute does not change that situation or signifi-
cantly expand the areas that have long been subject to
such review.13

The Final Rule provides no solicitude for small pro-
viders. When asked by commenters to provide compli-
ance guidance and clarify the level of resources a small
provider is expected to devote to investigating potential
overpayments, CMS responded that ‘‘we are unable to
provide specific guidance on resource levels or other
measures to ensure compliance with this rule. Providers
and suppliers, large and small, have a duty to ensure
their claims to Medicare are accurate and appropriate
and to report and return overpayments they have re-
ceived.’’14 CMS did, however, observe that ‘‘compliance
programs are not uniform in size and scope and that
compliance activities in a smaller setting, such as a solo
practitioner’s office, may look very different than those
in [a] larger setting, such as a multi-specialty group.’’15

Finally, CMS cautions that providers should maintain
records that accurately document their reasonable dili-
gence efforts to be able to demonstrate their compli-
ance with the Final Rule.16

C. Time to Conduct a Reasonably Diligent
Investigation (81 Fed. Reg. at 7661 – 62)

In response to comments concerning whether the
Proposed Rule would permit time for a reasonable in-
quiry before the 60-day clock begins ticking, CMS ex-
plained in the Final Rule that the duty for a provider to
determine whether an overpayment has been received,
and to quantify the amount, arises when a provider gets
‘‘credible information’’ that a potential overpayment ex-
ists. The 60-day time period will begin when (1) the in-
vestigation conducted with reasonable diligence has
been completed or (2) on the day the provider received
credible information of a potential overpayment, if the
provider failed to exercise reasonable diligence (if the
provider in fact received an overpayment).17

9 81 Fed. Reg. at 7661; 42 C.F.R. § 401.305(a)(2).
10 81 Fed. Reg. at 7661.

11 Id. at 7665. CMS declined to address whether reporting
of the overpayment should result in a ‘‘public disclosure’’ un-
der the FCA.

12 Id. at 7664.
13 Id. We also note that CMS encourages providers to report

any identity theft to law enforcement and CMS and should
wait for instructions from CMS concerning returning the re-
lated overpayment. 81 Fed. Reg. at 7666.

14 Id. at 7665.
15 Id. at 7661.
16 Id. at 7662.
17 Id. at 7661. The Final Rule helpfully clarifies that a fail-

ure to be ‘‘reasonably diligent’’ with regard to investigating
credible information about a potential overpayment does not,
by itself, create liability under the 60-day statute: There must
be an underlying overpayment that the provider failed to re-
port and return.
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This is also a change from the preamble to the Pro-
posed Rule, which had instructed providers to conclude
investigations into potential overpayments with ‘‘all de-
liberate speed.’’ CMS abandoned the term ‘‘all deliber-
ate speed’’ in the Final Rule, favoring ‘‘reasonable dili-
gence.’’ CMS went on to explain that ‘‘reasonable dili-
gence’’ is demonstrated through the timely, good faith
investigation of credible information of an overpay-
ment, which should take no more than six months, ex-
cept under ‘‘extraordinary circumstances.’’18 Moreover,
CMS stated in the Final Rule that ‘‘part of identification
is quantifying the amount, which requires a reasonably
diligent investigation.’’ Thus, the Final Rule clarifies
that quantification is part of the identification process
that must be present to start the 60-day repayment
clock for a reasonably diligent provider.19

In setting the six-month benchmark, CMS stated its
belief that receiving overpayments from Medicare is
sufficiently important such that providers should devote
appropriate attention to resolving these matters within
eight months (six months for timely investigation and
two months for reporting and returning), absent ‘‘ex-
traordinary circumstances.’’20 What constitutes ex-
traordinary circumstances is a fact-specific question but
that could include an unusually complex investigation,
such as physician self-referral law violations that are re-
ferred to the CMS Voluntary Self-Referral Disclosure
Protocol (SRDP). Extraordinary circumstances also
could arise where a provider is faced with a natural di-
saster or state of emergency. Thus, ‘‘extraordinary cir-
cumstances’’ is another vague term that will only be-
come clear over time.

D. The ‘‘Credible Information’’ Standard (81 Fed.
Reg. at 7662 – 63, 7665)

‘‘Credible information’’ of an overpayment includes
information that supports a reasonable belief that an
overpayment may have been received.21 CMS believes
this standard addresses commenter concerns of being
forced to investigate every instance or complaint con-
cerning a potential overpayment. CMS acknowledges
that not all information received will be credible and
that determining whether information is sufficiently
credible to merit an investigation is a fact-specific deter-
mination.22

While what constitutes credible information is a fact-
specific inquiry, CMS explained that receiving repeated
hotline complaints about the same or similar issues is
an example of an instance where a reasonable person
may conclude that a provider has received credible evi-
dence warranting reasonable diligence.23 A single hot-
line complaint, as CMS also described, could be de-
tailed enough to lead a reasonable person to the same
conclusion.24 CMS also explained in the Final Rule that
receiving the results of a contractor or government au-
dit is an example of credible information of a potential
overpayment that requires the provider to conduct rea-
sonable diligence to confirm or contest the audit’s find-
ings and determine if the practice that resulted in the

overpayment also occurred outside of the audited time-
frame.25

CMS explained that the 60-day time period begins ei-
ther when the reasonable diligence is completed and
the overpayment is identified or on the day the person
received credible information of a potential overpay-
ment if the person fails to conduct reasonable diligence
and the person, in fact, received an overpayment. Ac-
cording to CMS, this standard, as well as the require-
ment to conduct a timely, good faith investigation in re-
sponse to obtaining credible information of a potential
overpayment, provide ‘‘bright line’’ standards that
should assist providers in structuring their compliance
programs to comply with the rule.26

Significantly, CMS declined to attribute knowledge of
an overpayment by the organization to only those situ-
ations where senior officials have confirmed the over-
payment. Rather, CMS stated that ‘‘organizations are
responsible for the activities of their employees and
agents at all levels.’’27 Thus, should a lower level em-
ployee have knowledge of an overpayment, the 60-day
clock would not necessarily wait until a senior official
confirmed this knowledge.28

E. Six-Year Lookback Period With No Minimum
Materiality Threshold (81 Fed. Reg. at 7671-74)

The Final Rule adopted a six-year lookback period,
which means ‘‘overpayments must be reported and re-
turned only if a person identifies the overpayment
within six years of the date the overpayment was re-
ceived.’’29 The lookback period is specifically measured
‘‘back from the date the person identifies the overpay-
ment.’’30 The six-year lookback period follows the Final
Rule for Medicare Parts C and D and is a significant re-
duction from the ten-year lookback period that CMS in-
cluded in the Proposed Rule. Although CMS contends
ten years remains justifiable, it adopted a six-year look-
back period after considering a number of factors and
suggested alternatives.31

CMS initially proposed a ten-year lookback period
because that is the ‘‘outer limit’’ of the [FCA] statute of
limitations.32 However, CMS subsequently acknowl-
edged that the FCA is strictly a fraud enforcement stat-
ute, whereas the 60-day rule would apply to many over-
payments that are merely the product of errors or mis-
takes. Moreover, the FCA’s ten-year ‘‘outer limit’’
applies only in ‘‘extreme cases, where knowingly false
or fraudulent claims have been actively concealed from
discovery.’’33 The FCA’s six-year statute of limitations
is more commonly used.

CMS also recognized that the proposed ten-year
lookback period would be more burdensome than even
the most stringent record retention requirements.34

Hospital conditions of participation, for example, im-
pose a five-year record retention requirement.35 And

18 Id. at 7662.
19 Id. at 7661.
20 Id. at 7662.
21 Id. at 7662.
22 Id. at 7662-63.
23 Id. at 7665.
24 Id.

25 Id. at 7667.
26 Id. at 7663.
27 Id. at 7665.
28 Id.
29 Id. at 7654.
30 Id. at 7671.
31 Id. at 7672.
32 Id. at 7671.
33 Id. at 7672.
34 Id. at 7671 – 72.
35 Id. at 7671 (citing 42 CFR 482.24).
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the standard record retention policies of many other
providers is seven years.36 As a matter of practicality,
CMS acknowledged a ten-year record retention policy
would increase the burden, costs, and complexity of in-
vestigating a potential overpayment.37 CMS concluded
that a six-year lookback period, on the other hand,
would impose minimal, if any, additional burdens to ex-
isting record retention requirements.38

CMS also considered but rejected comments seeking
a shorter lookback period. For example, several com-
menters suggested that a one-year lookback period
should apply, because that is the time allotted for pro-
viders to rebill a claim to correct an identified under-
payment. CMS simply responded that the Final Rule
concerns overpayments, thus, ‘‘underpayment issues
are outside the scope of this rulemaking.’’39 Other com-
menters suggested the lookback period should be con-
sistent with the three-year limitation on Recovery Audit
Contractor (RAC) audits. CMS did not find this reason-
ing persuasive, but it did clarify that a RAC finding may
serve as ‘‘credible information of a potential
overpayment[.]’’40 Thus, although the RAC audit may
be limited to three years, based on the RAC’s findings,
the provider may still need to investigate whether they
have received similar overpayments going back six
years.41

CMS also explicitly declined to adopt a minimum ma-
teriality threshold for overpayments.42

Importantly, the Final Rule expands the claims re-
opening regulation ‘‘to provide a reopening period that
accommodates the 6-year lookback period.’’43 The ad-
dition made to that regulation, 42 C.F.R. § 405.980, ex-
plicitly allows providers to ‘‘request that a contractor
reopen an initial determination for the purpose of re-
porting and returning an overpayment under § 401.305
of this chapter.’’44 CMS stated that this was an admin-
istrative accommodation for providers that is necessary
to prevent obstacles and unintended loopholes to com-
pliance with the Final Rule.45

Under 42 C.F.R. § 405.980(b), a claim determination
is generally not subject to reopening more than four
years after the date the determination was made, unless
there was a clerical error or the determination ‘‘was
procured by fraud or similar fault.’’ The addition of 42
C.F.R. § 405.980(c)(4) arguably extends the reopening
period for purposes of addressing overpaid claims.
However, CMS did not make a parallel change to ex-
tend the reopening period to address underpayments.
Inexplicably, CMS did not make a similar addition to
the reopening regulation that applies to Medicare cost
reports, 42 C.F.R. § 405.1885, under which a cost report
is generally not subject to reopening more than three
years after the date the determination was made, unless
the determination ‘‘was procured by fraud or similar
fault.’’

F. Process for Reporting and Returning an
Overpayment (81 Fed. Reg. at 7674-80)

In the Final Rule, CMS endorsed the use of existing
processes for reporting and returning overpayments,
while noting the possibility that new processes could be
developed in the future. In the Proposed Rule, CMS did
not address the extent to which, if at all, use of such ex-
isting processes would be acceptable. Importantly, the
Final Rule explicitly notes that providers may use
claims adjustment, credit balance, or another appropri-
ate process set forth by the applicable Medicare carrier,
the OIG Self-Disclosure Protocol (SDP) or the SRDP.46

In a welcome change from the Proposed Rule, the Fi-
nal Rule does not include a list of mandatory data ele-
ments to be reported, noting that these can vary de-
pending on the situation and method used. For ex-
ample, providers may not always be required to report
how the overpayment was discovered and provide a
corrective action plan.47 Nonetheless, providers must
comply with the requirements of the reporting method
they use. For example, providers using the SDP or
SRDP must use the reporting processes described in the
respective protocol. In addition, when providers ex-
trapolate the overpayment amount using statistical
sampling (discussed below), the overpayment report
must explain how the overpayment was calculated and
explain the statistical sampling methodology.

Regardless of the refund process selected, the actual
report and refund must be submitted within 60 days of
the date the overpayment is identified. However, the
deadline for returning the overpayment will be tolled if:
(1) a provider requests an extended repayment sched-
ule under 42 C.F.R. § 401.603, or (2) a provider makes a
submission under the SDP or SRDP. If the provider re-
quests an extended repayment schedule, the repayment
deadline will be tolled so long as the provider complies
with the terms of the extended repayment schedule or
until the Medicare contractor rejects the request. For
the SDP or SRDP, the deadline will be tolled for the en-
tire period in which the provider is negotiating a settle-
ment, beginning when OIG or CMS acknowledges re-
ceipt of a submission for SDP or SRDP. If a provider
fails to reach a settlement with OIG or CMS, the pro-
vider will have ‘‘the balance of the 60-day time period
remaining from identification to the suspension of that
60-day period’’ to make a full report and repayment of
the overpayment.48

The Final Rule recognizes that providers may quan-
tify the amount of an overpayment using statistical sam-
pling, extrapolation methodologies, and other method-
ologies as appropriate.49 Proposed Rule commenters
sought clarity about when to refund an overpayment
identified during a probe sample. Should the provider
issue a refund within 60 days after the probe sample
overpayment is identified or can the provider wait until
the overpayment for the claims universe is quantified
through extrapolation, even if that means that the pro-36 Id.

37 Id.
38 Id. at 7672.
39 Id. at 7658.
40 Id. at 7672.
41 Id.
42 Id. at 7677-78 (CMS believes that adopting such a ‘‘stan-

dard would be susceptible to abuse, especially in the context
of claims-based overpayments.’’).

43 Id. at 7671.
44 42 C.F.R. § 405.980(c)(4).
45 Id.

46 42 C.F.R. § 401.305(e)(1).
47 81 Fed. Reg. at 7676 (‘‘While we believe that the facts

about how the overpayment was discovered and corrective ac-
tion plans are relevant information relating to the reason for
the overpayment, and thus within the purview of the statute,
we also recognize that the additional burden of providing this
information may not be necessary in all overpayments.’’).

48 See 42 C.F.R. § 401.305(b)(2)(i) – (ii).
49 81 Fed. Reg. at 7663 – 64.
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vider held the identified probe sample overpayment for
more than 60 days? Under these circumstances, CMS
stated that the provider should not return the subset of
claims identified as overpayments in a probe sample,
but wait until the full amount of the overpayment is
identified through extrapolation.50 CMS opined that, in
most cases, extrapolation and identification of the full
overpayment can be done in a timely manner.

G. Effect of Overpayment Refunds on Appeal
Rights (81 Fed. Reg. at 7667 – 68)

The intersection of appeal rights and the overpay-
ment refund process has been another source of confu-
sion because a favorable appeal decision generally
means that the provider is entitled to the payment and,
therefore, there was no overpayment. If a provider is
not sure whether it has an overpayment, it may want to
have that clarified through the appeal process. Thus,
the Proposed Rule included comments seeking to con-
firm that providers have appeal rights to self-identified
overpayments. CMS rejected these comments, stating
that it would not expand the list of actions that consti-
tute an initial determination providing an appeal right.
The Final Rule states that it would be inconsistent with
the intent of the statute and regulations for persons to
return self-identified overpayments and then appeal
those overpayments as a means to circumvent (1) the
duty for timely investigation of all related potential
overpayments, or (2) the deadline for reporting and re-
turning of identified overpayments.

However, CMS acknowledged that a provider does
have the right to appeal a revised contractor determina-
tion, which would be issued when an overpayment is re-
turned by adjusting specific claims.51 Thus, CMS ac-
knowledged that providers have appeal rights to over-
payment refunds, but only where the overpaid claims
are adjusted individually and a new determination is is-
sued.

But what about overpayment amounts based on sam-
pling and extrapolation, which typically do not result in
the issuance of a revised claims determination because
the overpayment is returned in a lump sum? Comment-
ers asked CMS to clarify that providers retain appeal
right for claims refunded based on statistical sam-
pling.52 CMS refused to do so, noting that existing pro-
cesses provide no appeal right for overpayments that do
not result in a revised initial determination for overpaid
claims, thereby denying providers appeal rights for
most claims where statistical sampling is employed.

Proposed Rule commenters also expressed the view
that the obligation to report and return an overpayment
identified by a Medicare contractor and appealed by the
provider should wait until the first two levels of the ap-
peal process is completed. In the preamble to the Final
Rule, CMS distinguishes between the appeals process
for contractor overpayment determinations and the
provider’s separate responsibility to investigate credible
information in good faith and in a timely manner. The
60-day report and return statute addresses the latter re-
sponsibility rather than the former process. CMS goes
on to note that Medicare contractor overpayment deter-
minations are ‘‘always a credible source of information

for other potential overpayments,’’ and that such a de-
termination may serve as the basis for a Medicare
contractor-identified overpayment for one time period
and could also serve as a basis for an overpayment for
an additional time period that is (1) not covered by the
contractor audit, (2) not administratively final, and (3)
within the lookback period.53 Under these circum-
stances, if the provider appeals the contractor-identified
overpayment, the provider may reasonably take the po-
sition that it is premature to investigate the nearly iden-
tical conduct in an additional time period until the ap-
peal has been completed.54

The Final Rule acknowledged provider concerns that
refunded overpayments might nevertheless be the sub-
ject of a recovery audit and recommended that provid-
ers retain their audit and refund documentation in the
event that a Medicare contractor or the OIG audits
claims that the provider believes have already been re-
funded. CMS will not recover an overpayment twice.55

H. Overpayments Arising From Violations of the
Anti-Kickback Statute (81 Fed. Reg. at 7666)

Both the Proposed Rule and Final Rule discussed ex-
tensively overpayments associated with a violation of
the Anti-Kickback statute (AKS). Specifically, because
compliance with the AKS is a condition of payment, vio-
lations of the AKS may expose providers to FCA liabil-
ity. CMS considered how providers are often not a party
to or are wholly unaware of arrangements between
third parties that cause the providers to submit claims
that are the subject of a kickback.

Moreover, even if a provider becomes aware of a po-
tential third-party payment arrangement, it would gen-
erally not be able to evaluate whether the payment was
an illegal kickback or whether one or both parties had
the requisite intent to violate the AKS. As such, CMS
stated that providers, not a party to a kickback arrange-
ment, are unlikely to have ‘‘identified’’ the overpayment
that has resulted therefrom and thus, have no duty to
report or repay it. CMS did however, indicate that
where the provider did have sufficient knowledge of the
arrangement to have identified the resulting overpay-
ment, then reporting would be required. While repay-
ment enforcement would typically focus on the parties
involved in the scheme, CMS did not rule out extraordi-
nary circumstances where the innocent provider that
identifies the kickback, may have to repay the overpay-
ment.56

I. Cost Report Issues (81 Fed. Reg. at 7668-71)
Overpayments addressed in Medicare costs reports

must be reported and refunded the later of 60 days af-

50 Id. at 7663 – 64.
51 Id. at 7668.
52 Id.

53 Id. at 7667.
54 Id.
55 Id. at 7666 – 67.
56 In response to a question concerning hospitalists who as-

sign their Medicare payments, CMS stated that ‘‘an entity to
which a provider or supplier has reassigned Medicare pay-
ments has a duty to determine whether it has received over-
payments associated with that provider or supplier.’’ 81 Fed.
Reg. at 7665. However, CMS refused to rule out the possibility
that an individual who has reassigned Medicare payments
could be responsible for the overpayment, stating that such re-
sponsibility will depend on factual inquiry into the individual’s
knowledge of the circumstances leading to the overpayment.
Id.
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ter identification or the date the cost report is due (gen-
erally five months after the end of the cost reporting pe-
riod).57 ACA § 6402(a) defines an ‘‘overpayment’’ as
any funds a person receives or retains under Medicare
or Medicaid to which the person, after ‘‘applicable rec-
onciliation,’’ is not entitled. The Final Rule limits ‘‘appli-
cable reconciliation’’ to cost report reconciliation; i.e.,
in situations where CMS makes interim payments to a
provider throughout the cost reporting year and the
provider reconciles those payments with covered and
reimbursable costs at the time the cost report is due.58

Accordingly, the Final Rule defines applicable recon-
ciliation as occurring when a cost report is filed, except
where the provider either receives updated supplemen-
tal security income ratio information, or knows that an
outlier reconciliation will be performed, in which cases
the provider is not required to return any resulting over-
payment until the final reconciliation of the applicable
cost report, which presumably occurs with the issuance
of the Medicare Notice of Program Reimbursement.59

Thus, CMS rejects the view that cost report overpay-
ments generally need not be reported until the cost re-
port is finally settled, despite the ‘‘applicable reconcili-
ation’’ language.60

In addition, the Final Rule states that providers may
rely on the ‘‘applicable reconciliation’’ cost report dead-
line only in cases where cost report reconciliation
would be relevant to the determination of whether an
actual overpayment exists.61 For example, an overpay-
ment related to graduate medical education payments
must be reported and returned either 60 days after it
has been identified or on the date the cost report is due,
whichever is later.62 By contrast, issues involving up-
coding must be reported and returned within 60 days of
identification, because upcoded claims are not pre-
sented for payment in the Medicare cost report.63

J. Retroactivity (81 Fed. Reg. at 7673-74)
The six-year lookback period, like the rest of the Fi-

nal Rule, is ‘‘not retroactive.’’64 If a provider investi-
gated, reported, and returned an overpayment before
the effective date of the Final Rule, the provider may
rely on its ‘‘good-faith and reasonable interpretation’’ of
the statutory requirements, 42 U.S.C. § 1320a-7k(d).65

The provider need not conduct another investigation to
cover the six-year lookback period or meet other re-
quirements of the final rule.

With regard to self-referral overpayments CMS ob-
serves that Office of Management and Budget (OMB)
has only approved the collection of financial informa-
tion for a four-year lookback period under the SRDP.
Therefore, until notification of changes to the SRDP
lookback period, providers may choose to voluntarily
submit financial information from the fifth and sixth
years or to discharge their report and return obligation
for those years through means other than the SRDP.66

Thus, failing to voluntarily disclose the additional
claims data through the SRDP process would prompt
an obligation to report and repay in full within 60 days
for the two additional years. Lastly, CMS notes that any
self-referral overpayments reported in accordance with
the SRDP prior to March 14, 2016, is only subject to the
then-existing four-year SRDP lookback period even if
the claims are compromised and settled after that
date.67

III. Takeaways for Providers Under
the Final Rule

Here is a set of takeaways for providers to keep in
mind as they implement the Final Rule:

1. The Final Rule’s definition of ‘‘identification,’’
which requires the exercise of ‘‘reasonable diligence’’
both reactively and proactively, places significant em-
phasis on the strength of a provider’s internal controls
and compliance program, and the ability to move fast.
The preamble to the Final Rule includes examples of
proactive compliance activities, such as reviewing the
OIG’s annual work plan.68

2. Even with the recognition by CMS that a reason-
able investigation could take several months, given the
serious penalties associated with the 60-day report and
return statute, providers likely will err on the side of
overpayment disclosure, even in cases where additional
time and consideration might lead a provider to con-
clude that, in fact, no overpayment had occurred.

3. In light of CMS’s statement concerning proactive
compliance and corporate responsibility, every provider
should strive to create an environment where informa-
tion regarding potential overpayments is timely re-
ported by lower level employees in accordance with an
effective compliance plan.

4. With regard to whether underpayments can be
used to reduce identified overpayments, CMS simply
responded that the Final Rule concerns overpayments,
thus, ‘‘underpayment issues are outside the scope of
this rulemaking.’’69 Thus, providers will need to con-
tinue to address underpayments through the appropri-
ate processes, rather than through offset of overpay-
ments.

57 See id. at 7654 (‘‘This final rule states that a provider or
supplier must (1) report and return an overpayment . . . by the
later of 60 days after the overpayment was identified or the
date the corresponding cost report is due. . . .’’).

58 Id. at 7669.
59 See 42 C.F.R. § 401.305(c)(2)(i) and (ii).
60 See 81 Fed. Reg. at 7669 (‘‘Commenters recommended

‘applicable reconciliation’ in the context of cost reporting oc-
cur upon the final settlement of a provider’s cost report . . . We
appreciate the comments on this issue. However, we are final-
izing the definition of applicable reconciliation as proposed.’’).

61 See id. at 7657 (‘‘While some payments are cost-based es-
timated payments . . . many payments are not, such as claims-
based payments under fee-for-service or prospective payment
systems.’’); see also id. at 7670 (‘‘An overpayment as a result
of an outlier reconciliation would be identified . . . as part of
the cost report settlement process . . . However, for claims, if
the provider identifies an inaccurate outlier claim payment, the
provider must follow the overpayment payment reporting pro-
cess for claims, as noted in this final rule.’’).

62 See id.
63 See id.
64 Id. at 7673.
65 Id. at 7674.

66 Id. at 7673.
67 Id.
68 Id. at 7667 (CMS does not rule out that general govern-

ment notices might trigger a provider’s duty to inquire about
potential overpayments, and thus, encourages providers ‘‘to
take advantage of publicly available information, such as the
OIG’s annual work plan and CMS notices, to inform their plan-
ning of proactive compliance monitoring activities and retroac-
tive reviews.’’).

69 Id. at 7658.
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5. CMS has yet to initiate rulemaking with regard to
the application of the 60-day report and return statute
to Medicaid overpayments. So, while there is no federal
authority beyond the statute, it is important to check
state law for authorities addressing Medicaid overpay-
ment requirements while also drawing from CMS’s
Medicare overpayment guidance by analogy where ap-
propriate.

6. The Final Rule makes clear thatproviders are re-
sponsible for reporting and returning overpayments,
even where the provider was not responsible for the
overpayment.

7. We have long noted that providers need to opera-
tionalize the overpayment investigation and refund pro-
cess and document their diligence. The Final Rule in-
cludes significant additional guidance that providers
will need to keep in mind as they review their compli-
ance programs, which will almost assuredly result in in-
creased operational costs for providers.

8. The regulations added by the Final Rule do not
even fill one page; the other 29 pages of the Final Rule
contain extensive explanation of not only the overpay-
ment refund process but also how it may apply in sev-
eral substantive circumstances. Thus, the preamble of
the Final Rule references many thorny substantive over-
payment issues, such as evaluation and management
coding. Although the Final Rule may not provide con-
clusive guidance on these issues, it will be important to
consult the preambulatory language when these issues
arise, if for no other reason than to make sure that you
are aware of the agency’s thinking on them.

8. The six-month period for investigation provides
some breathing room for providers that are exercising
reasonable diligence in investigating potential overpay-
ments. As this is an outside limit (except under extraor-
dinary circumstances), providers should conduct all
overpayment activities promptly, comprehensively, and
diligently, while properly documenting them.

IV. Conclusion

On its face, the 60-day report and return statute is
simple: providers must return identified Medicare over-
payments within 60 days. Certainly, we can all envision
circumstances where doing so is straight-forward—a
provider finds out it has been paid twice for the same
service and submits the refund. But as providers real-
ized shortly after enactment, applying the statute to the
myriad of Medicare payments is anything but simple.
For that reason, providers were not surprised that it
took CMS almost two years to issue the Proposed Rule
and another four years to publish the Final Rule.

We readily acknowledge that the Final Rule reflects a
significant amount of thought—CMS seemed to be try-
ing to make the pieces fit together, apparently in coor-
dination with both the OIG and Department of Justice.
But in doing so, the agency left many essential terms
vague, such as ‘‘reasonable diligence,’’ ‘‘proactive com-
pliance,’’ and ‘‘credible information.’’ This was appar-
ently done to allow an organic application of this Final
Rule to evolve over time, informed by experience with
real-life circumstances, thereby giving providers proper
advanced notice of how these terms will be applied.

When considering enforcement, we call upon the
agency and courts to be flexible, so as to assure that
providers are given fair notice of how these vague terms
will be applied to the various overpayment scenarios
they face on a daily basis before they are subject not
only to refunding overpayments with a six-year look-
back, but also potentially CMPs, federal program exclu-
sion, and litigation costs and liability under the FCA.

The authors would like to acknowledge the generous
assistance from the following firm colleagues: Feli-
cia Sze, Ben A. Durie, David J. Vernon, Stanton J.
Stock, Kelly A. Carroll, and Jordan Kearney.
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