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42 CFR Parts 401 and 405
[CMS—-6037—F]
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Medicare Program; Reporting and
Returning of Overpayments

AGENCY: Centers for Medicare &
Medicaid Services (CMS), HHS.
ACTION: Final rule.

SUMMARY: This final rule requires
providers and suppliers receiving funds
under the Medicare program to report
and return overpayments by the later of
the date that is 60 days after the date on
which the overpayment was identified;
or the date any corresponding cost
report is due, if applicable. The
requirements in this rule are meant to
ensure compliance with applicable
statutes, promote the furnishing of high
quality care, and to protect the Medicare
Trust Funds against fraud and improper
payments. This rule provides needed
clarity and consistency in the reporting
and returning of self-identified
overpayments.

DATES: These regulations are effective
on March 14, 2016.

FOR FURTHER INFORMATION CONTACT: Joe
Strazzire, (410) 786-2775.
SUPPLEMENTARY INFORMATION:

I. Executive Summary and Background
A. Executive Summary

1. Purpose

On March 23, 2010, the Affordable
Care Act was enacted. Section 6402(a) of
the Affordable Care Act established a
new section 1128]J(d) of the Social
Security Act (the Act). Section
1128J(d)(1) of the Act requires a person
who has received an overpayment to
report and return the overpayment to
the Secretary, the state, an intermediary,
a carrier, or a contractor, as appropriate,
at the correct address, and to notify the
Secretary, state, intermediary, carrier or
contractor to whom the overpayment
was returned in writing of the reason for
the overpayment. Section 1128J(d)(2) of
the Act requires that an overpayment be
reported and returned by the later of—
(A) the date which is 60 days after the
date on which the overpayment was
identified; or (B) the date any
corresponding cost report is due, if
applicable. Section 1128](d)(3) of the
Act specifies that any overpayment
retained by a person after the deadline

for reporting and returning an
overpayment is an obligation (as defined
in 31 U.S.C. 3729(b)(3)) for purposes of
31 U.S.C. 3729.

The requirements in this rule are
meant to ensure compliance with
applicable statutes, promote the
furnishing of high quality care, and to
protect the Medicare Trust Funds
against fraud and improper payments.
This rule provides needed clarity and
consistency in the reporting and
returning of self-identified
overpayments. However, even without
this final rule, providers and suppliers
are subject to the statutory requirements
found in section 1128]J(d) of the Act and
could face potential False Claims Act
(FCA) liability, Civil Monetary Penalties
Law (CMPL) liability, and exclusion
from federal health care programs for
failure to report and return an
overpayment. Additionally, providers
and suppliers continue to be required to
comply with our current procedures !
when we, or our contractors, determine
an overpayment and issue a demand
letter.

2. Summary of the Major Provisions
a. Meaning of Identification

Section 1128](d) of the Act provides
that an overpayment must be reported
and returned by the later of—(i) the date
which is 60 days after the date on which
the overpayment was identified; or (ii)
the date any corresponding cost report
is due, if applicable. This final rule
states that a person has identified an
overpayment when the person has or
should have, through the exercise of
reasonable diligence, determined that
the person has received an overpayment
and quantified the amount of the
overpayment. Creating this standard for
identification provides needed clarity
and consistency for providers and
suppliers on the actions they need to
take to comply with requirements for
reporting and returning of self-identified
overpayments.

b. Lookback Period

This final rule states that
overpayments must be reported and
returned only if a person identifies the
overpayment within 6 years of the date
the overpayment was received. Creating
this limitation for how far back a
provider or supplier must look when
identifying an overpayment is necessary
in order to avoid imposing unreasonable
additional burden or cost on providers
and suppliers.

1 https://www.cms.gov/Outreach-and-Education/
Medicare-Learning-Network-MLN/MLNProducts/
MLN-Publications-Items/CMS1243389.html.

c. How to Report and Return
Overpayments

This final rule states that providers
and suppliers must use an applicable
claims adjustment, credit balance, self-
reported refund, or another appropriate
process to satisfy the obligation to report
and return overpayments. This position
preserves our existing processes and
preserves our ability to modify these
processes or create new processes in the
future.

3. Summary of Costs and Benefits

This final rule states that a provider
or supplier must (1) report and return an
overpayment to the Secretary, the state,
an intermediary, a carrier or a contractor
to the correct address by the later of 60
days after the overpayment was
identified or the date the corresponding
cost report is due, and (2) notify the
Secretary, the state, an intermediary, a
carrier, or a contractor in writing of the
reason for the overpayment. The costs
associated with these requirements are
the time and effort necessary for
providers and suppliers to identify,
report, and return overpayments in the
manner described in this rule. We
project an annual cost burden of
between $120.87 million and $201.45
million. The former represents our low-
end estimate, while the latter is our
high-end estimate. Our primary, or mid-
range, projection is an estimate of
$161.16 million.

The requirements in this final rule are
meant to ensure compliance with
applicable statutes, promote the
furnishing of high quality care, and to
protect the Medicare Trust Funds
against fraud and improper payments.
The potential financial benefits of this
final rule from the standpoint of its
effectiveness in recouping
overpayments are not easily
quantifiable, as we do not have
sufficient data on which to base a
monetary estimate of recovered funds.

B. Background

The Medicare program (title XVIII of
the Act) is the primary payer of health
care for approximately 50 million
enrolled beneficiaries. Providers and
suppliers furnishing Medicare items and
services must comply with the Medicare
requirements set forth in the Act and in
CMS regulations. The requirements are
meant to ensure compliance with
applicable statutes, promote the
furnishing of high quality care, and to
protect the Medicare Trust Funds
against fraud and improper payments.
As part of our efforts to reduce fraud,
waste, and abuse in the Medicare
program, we twice proposed, but did


https://www.cms.gov/Outreach-and-Education/Medicare-Learning-Network-MLN/MLNProducts/MLN-Publications-Items/CMS1243389.html
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not finalize, rules that would have
amended our regulations to codify the
longstanding responsibility of persons
to report and return Medicare
overpayments. (See the March 25, 1998
(63 FR 14506) and January 25, 2002 (67
FR 3662) proposed rules.)

On March 23, 2010, the Affordable
Care Act was enacted. Section 6402(a) of
the Affordable Care Act established a
new section 1128]J(d) of the Act. Section
1128]J(d)(1) of the Act requires a person
who has received an overpayment to
report and return the overpayment to
the Secretary, the state, an intermediary,
a carrier, or a contractor, as appropriate,
at the correct address, and to notify the
Secretary, state, intermediary, carrier or
contractor to whom the overpayment
was returned in writing of the reason for
the overpayment. Section 1128J(d)(2) of
the Act requires that an overpayment be
reported and returned by the later of—
(A) the date which is 60 days after the
date on which the overpayment was
identified; or (B) the date any
corresponding cost report is due, if
applicable. Section 1128](d)(3) of the
Act specifies that any overpayment
retained by a person after the deadline
for reporting and returning an
overpayment is an obligation (as defined
in 31 U.S.C. 3729(b)(3)) for purposes of
31 U.S.C. 3729.

Section 1128](d)(4)(A) of the Act
defines “knowing’” and “knowingly” as
those terms are defined in 31 U.S.C.
3729(b). In that statute the terms
“knowing” and “knowingly” 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) also
states that knowing and knowingly do
not require proof of specific intent to
defraud. Section 1128](d)(4)(B) of the
Act defines the term “overpayment” as
any funds that a person receives or
retains under title XVIII or XIX to which
the person, after applicable
reconciliation, is not entitled under
such title. Lastly, section 1128J(d)(4)(C)
of the Act defines the term “person” as
a provider of services, supplier,
Medicaid managed care organization
(MCO) (as defined in section
1903(m)(1)(A) of the Act), Medicare
Advantage (MA) organization (as
defined in section 1859(a)(1) of the Act)
or prescription drug plan (PDP) sponsor
(as defined in section 1860D-41(a)(13)
of the Act). Section 1128](d)(4)(C) of the
Act excludes beneficiaries from the
definition of person.

In the February 16, 2012 Federal
Register (77 FR 9179), we published a

proposed rule that would implement the
provisions of section 1128J(d) of the
Act.

II. Provisions of the Proposed
Regulations and Analysis of and
Responses to Public Comments

To implement section 1128](d) of the
Act, we proposed to establish a new
subpart D in part 401 of our regulations,
to revise §401.607, and to add sections
to part 405 of our regulations. In
response to the February 16, 2012
proposed rule, we received
approximately 200 timely pieces of
correspondence. In this section of this
final rule, we summarize our proposals,
respond to the public comments
received, and detail the changes made to
our proposals.

Many commenters stated their
support for many provisions and goals
of the proposed rule. Commenters
generally agreed that providers and
suppliers should promptly refund
overpayments and maintain efforts to
prevent and detect improper payments.
While these commenters also suggested
changes to certain provisions of the
proposed rule, commenters stated that
many of the proposed rule’s
requirements were reasonable. Some
commenters stated they were pleased
that CMS issued the proposed rule and
believed it would motivate providers
and suppliers to educate billing staff
and practitioners on Medicare billing
rules. These commenters stated they
were hopeful that the rule would reduce
improper payments and would help
ensure the viability of the Medicare
Trust Funds. Overall, we appreciate the
comments expressing support for as
well as the comments suggesting
changes to the proposed rule.

A. Scope of Subpart (Proposed
§401.301)

In proposed §401.301, we stated that
subpart D sets forth the policies and
procedures for reporting and returning
overpayments to the Medicare program
for providers and suppliers of services
under Parts A and B of title XVIIL. We
proposed to implement the
requirements set forth in section
1128J(d) of the Act only as they relate
to Medicare Part A and Part B providers
and suppliers. Other stakeholders,
including, without limitation, MA
organizations, PDPs, and Medicaid
MCOs would be addressed in future
rulemaking. Since then, in the May 23,
2014 Federal Register (79 FR 29844), we
published a final rule that addresses
Medicare Parts C and D. No final rule
has been published that addresses
Medicaid requirements

Comment: A number of commenters
expressed concern over the limitation of
the proposed rule to Medicare Parts A
and B. Commenters stated that CMS did
not articulate any statutory authority or
rationale for creating this distinction
and narrowing the scope of the
proposed rule to Medicare Part A and
Part B providers and suppliers.
According to commenters, the Medicare
payment rules do not create any
analytically distinct issues for Medicare
Part A and Part B providers and
suppliers over other categories of
“persons” as defined under the
proposed rule, thus commenters
believed that the rule should similarly
apply equally to all categories of
persons as they relate to Medicare.
Commenters noted that many providers
or suppliers who submit claims to
Medicare Part A or B also submit claims
to managed care plans under Part C,
plan sponsors under Part D, and
Medicaid. Commenters requested that
CMS include all of Medicare and
Medicaid in the final rule or quickly
issue other proposed rules so all
providers and suppliers have guidance
on their obligations and are treated
equally.

Response: Given the differences that
exist between Medicare Parts A and B
and Medicare Parts C and D and
Medicaid, we believe that separate
rulemaking processes are appropriate to
address those differences. Those
differences include, but are not limited
to, how the programs are administered
and the involvement of Medicare
contractors in Part A and B, private
health insurance plans in Part C, PDP
sponsors in Part D, and state Medicaid
agencies and contractors in Medicaid.
The Secretary has the programmatic
rulemaking authority to issue
regulations on section 1128J(d) of the
Act. We note that section 1128]J(d) of the
Act does not require the Secretary to
issue regulations for the statute to be
effective, and the statute’s requirements
are in effect in the absence of regulation.
Providers and suppliers that identify
overpayments received from Medicare
or Medicaid should report and return
those overpayments to the appropriate
payor as required by section 1128J(d) of
the Act. We appreciate commenters’
concerns, but will finalize this rule as
proposed to apply to Medicare Parts A
and B only. Additionally, our rules for
reporting and returning of overpayments
in Medicare Parts C and D were recently
published in separate rulemaking (see
the May 23, 2014 final rule (79 FR
29843)).

We remind all stakeholders that even
without a final regulation they are
subject to the statutory requirements
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found in section 1128](d) of the Act and
could face potential FCA liability,
CMPL liability, and exclusion from
federal health care programs for failure
to report and return an overpayment.
Additionally, providers and suppliers
continue to be required to comply with
our current procedures when we, or our
contractors, determine an overpayment
and issue a demand letter.

B. Definitions (Proposed § 401.303)

We proposed three definitions in
§401.303. We proposed to define
“Medicare contractor” as a fiscal
intermediary, carrier, durable medical
equipment Medicare administrative
contractor (DME MAC), or Part A/Part B
Medicare administrative contractor. We
stated that our proposed definition
captures the different contractors that
would be involved in receiving reports
of overpayments as well as handling the
return of overpayments, consistent with
the statutory requirement. Since the
publication of the proposed rule, we
have ceased using fiscal intermediary
and carrier contracts, and accordingly
we have removed these terms from the
definition of “Medicare contractor” in
the final rule.

“Overpayment” was proposed to be
defined as any funds that a person has
received or retained under title XVIII of
the Act to which the person, after
applicable reconciliation, is not entitled
under such title. This is the same
definition that appears in the statute. In
section IL.B. of the February 2012
proposed rule (77 FR 9181), we also
included certain examples of
overpayments under this proposed
definition as including all of the
following:

e Medicare payments for noncovered
services.

e Medicare payments in excess of the
allowable amount for an identified
covered service.

¢ Errors and nonreimbursable
expenditures in cost reports.

e Duplicate payments.

¢ Receipt of Medicare payment when
another payor had the primary
responsibility for payment.

We also stated in the proposed rule
that, in certain circumstances, Medicare
makes estimated payments for services
with the knowledge that a reconciliation
of those payments to actual costs will be
done when the actual costs or related
information becomes available, usually
at a later date. Interim payments made
to a provider throughout the cost year
are reconciled with covered and
reimbursable costs at the time the cost
report is due. The statutory and
proposed regulatory definition of the
term overpayment acknowledges this

practice and provides that an
overpayment does not exist until after
an applicable reconciliation takes place.
When a provider files a cost report, the
provider is reporting the provider’s
reconciliation described previously and
attesting to the accuracy of the
information contained on the cost
report. Providers must maintain the
appropriate documentation supporting
the costs that are claimed on the cost
report. We stated that we rely upon the
information that providers submit
through the cost report. Whether it is an
initial submission of a cost report or an
amended one, we believed that
providers must accurately report any
cost report-related overpayments at the
time they submit any cost reports to
CMS.

Finally, we proposed to define the
term ‘“Person” as a provider (as defined
in §400.202) or a supplier (as defined in
§400.202). We noted that this proposed
definition does not include a beneficiary
and that our proposal was consistent
with the definition of a “person” in
section 1128](d)(4)(C) of the Act.

We received a number of comments
regarding the definitions in proposed
§401.303.

Comment: A number of commenters
expressed support for the proposed
definition of “overpayment.” However,
commenters recommended that CMS
exclude routine, day-to-day business
practices from the definition. Examples
of practices commenters cited included:
(1) Items representing refunds from the
return of a product where a credit will
be issued; (2) routine changes to dates
of service for rental periods as patients
start and stop therapy, causing a change
in rental periods and account
adjustments; and (3) errors in payment
by a Medicare contractor that lead to an
excess payment. Commenters stated that
these and other types of overpayments
are currently reported and returned
through the claims adjustment or
reversal process and the credit balance
reporting process. Commenters stated
that these existing processes worked
well and should be recognized in the
rule. Many commenters stated that CMS
should consider these processes as part
of the definition of “applicable
reconciliation” in proposed
§401.305(c), which would mean any
amounts refunded through the claims
adjustment or reversal and credit
balance reporting would not fall within
the definition of “overpayment.”
Commenters stated that amounts
refunded through claims adjustment/
reversal or credit balance reporting do
not represent fraud, waste, or abuse,
which, commenters state, CMS is
seeking to curtail in this rule. Also,

commenters believed that expanding the
meaning of “applicable reconciliation”
in the “overpayment” definition would
ease the burden of compliance on
providers and suppliers.

Response: We understand the
commenters concerns related to the
definition of overpayment. As explained
in the proposed rule, our proposed
definition of overpayment mirrors
section 1128J(d)(4)(B) of the Act. We
understand the commenters’ concerns
about the breadth of this definition and
believe we have appropriately
addressed them by expanding the ways
in which overpayments may be reported
and returned to include the claims
adjustment or reversal and credit
balance reporting process, as discussed
in more detail in section II.C.4. of this
final rule. This change should reduce
the administrative burden issue that
various commenters raised. We decline
to expand “‘applicable reconciliation”
beyond cost reporting for reasons
discussed in greater detail later in this
section.

With respect to the statements
regarding fraud, waste, and abuse, we
recognize that many commenters posed
questions and concerns about this rule’s
relationship to the prevention of fraud,
waste, and abuse, and the FCA. While
these issues will be addressed in more
detail in section II.C.1. of this final rule,
we recognize that not all Medicare
overpayments involve fraudulent
activity (though some do). Again,
overpayments are any funds that a
person has received or retained under
title XVIII of the Act to which the
person, after applicable reconciliation,
is not entitled under such title. These
funds might be received or retained due
to fraud or due to more inadvertent
reasons.

Our general aim of this final rule is to
strengthen program integrity and to
ensure that the Medicare Trust Funds
are protected and made whole and that
taxpayer dollars are not wasted. An
overpayment must be reported and
returned regardless of the reason it
happened—be it a human or system
error, fraudulent behavior, or otherwise.
However, as discussed in section I1.C.4.,
the nature of the overpayment will
affect a provider’s or supplier’s decision
about the most appropriate mechanism
and recipient of the overpayment report
and refund.

Comment: A number of commenters
requested that overpayments not caused
by the provider or supplier or that were
otherwise outside of the provider or
supplier’s control should be excluded
from our proposed definition of
overpayment. Examples of this situation
offered by commenters included—(1) a
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CMS system error classifying a Medicare
beneficiary as fee-for-service when the
beneficiary was enrolled in a MA Plan;
or (2) if the Medicare contractor makes

a duplicate payment, pays for a non-
covered service due to a contractor
system edit problem, or fails to
implement a national or local coverage
decision correctly, resulting in an
erroneous payment.

Response: We disagree with the
commenters that certain types of
payments, including those made as a
result of an error by any particular
party, should be excluded from the
definition of an overpayment. We do not
see any basis to exclude an overpayment
from the requirements of section
1128]J(d) of the Act because it may not
have been caused by or was otherwise
outside the control of the provider or
supplier. The plain language of section
1128]J(d)(1) of the Act states that
providers and suppliers are obligated to
report and return any overpayment that
they have received within the specified
statutory timeframes. We do not believe
it is necessary for providers or suppliers
to make determinations regarding
whether they were the cause of an
overpayment in lieu of reporting and
returning any identified overpayments
as required by this rule.

Comment: A commenter requested
that the overpayment example we used
in the preamble regarding a patient
death occurring before the service date
on a submitted claim not be considered
an overpayment. The commenter stated
that there could be a gap between the
time of the patient’s exam and the
interpretation of images, during which
period the patient could expire. While
the commenter conceded that our
example of an overpayment situation
relating to the relationship between the
date of a beneficiary’s death and the
date of service would generally be true
(for example, in the case of a claim for
an operation or an office visit with a
date of service subsequent to a
beneficiary’s date of death), the
commenter believed there are certain
circumstances where this relationship
would not, by itself, be dispositive.

Response: As we stated in the
preamble to the proposed rule, the
examples were not intended to be an
exhaustive list of overpayment
situations. Nor were they intended to
address all potential factual
permutations and coverage rules that
determine whether a particular claim is
associated with an overpayment.
Providers and suppliers should analyze
the facts and circumstances relevant to
a particular situation to determine
whether an overpayment exists.

Comment: Regarding our
overpayment example “errors and non-
reimbursable expenditures in cost
reports,” a commenter requested that we
rephrase our example to read:
“Increases in reimbursement resulting
from errors and non-reimbursable
expenditures in cost reports.” The
commenter indicated that the “increase
in reimbursement” language is more
accurate.

Response: We agree that “increases in
reimbursement resulting from errors and
non-reimbursable expenditures in cost
reports” is a more accurate example for
purposes of this rule. Providers and
suppliers need to supply accurate
information on their cost report.
However, this rule concerns reporting
and returning overpayments received by
the provider or supplier. Therefore, if
the error or non-reimbursable cost at
issue did not result in an increase in
reimbursement, then no overpayment
was received and section 1128](d) of the
Act is not implicated.

Comment: Some commenters
requested that we specifically define
what it means to “over-code” and how
a determination would be made as to
whether the miscoding was deliberate.
For example, a commenter referenced a
physician billing for an evaluation and
management (E&M) code as a level III
(CPT code 99213), but an auditor
determines that the documentation for
the visit only supports a level II service
(CPT code 99212). The commenter
states that it is unclear from the
proposed rule whether, in this instance,
the physician would be in violation of
the reporting rules and liable for
penalties.

Response: Over-coding, or the more
commonly used term upcoding, is
illustrated by the example given by the
commenter. However, the commenter
appears to believe that the physician
only has an obligation to report and
return the overpayment if the upcoding
was done deliberately. To clarify,
providers and suppliers must report and
return overpayments identified as a
result of upcoding, whether the
inappropriate coding was intentional or
unintentional. We discuss the steps that
must be taken when a provider or
supplier has identified an overpayment
in section II.C. of this final rule.

Comment: A commenter requested
CMS retract all of the overpayment
examples in the proposed rule and
republish a proposed rule including all
specific examples of what CMS
considers overpayments. In the
alternative, the commenter objected to
all of the examples except duplicate
payments because, according to the
commenter, these examples are

inconsistent with Medicare’s practice to
make estimated payments for services
with the knowledge that a reconciliation
of those payments to actual costs will be
completed at a later date when the
actual costs or other relevant
information become available.
According to the commenter, the word
“overpayment”’ implies some payment
was appropriate but the actual amount
of payment was over the appropriate
amount. Thus, the commenter stated
that the examples are inconsistent with
the purpose of the statutory and
regulatory definition, with industry
practice, and with the general industry
understanding of what an overpayment
is in light of the cost report
reconciliation process.

Response: We disagree with both of
the commenter’s suggestions. As stated
earlier, the examples were illustrative
and not intended as an inclusive list of
all examples of overpayments. We are
unable to make blanket statements or
address every factual permutation in
this rulemaking, and thus it is not
feasible for us to enumerate all specific
examples of overpayments. Providers
and suppliers should analyze the facts
and circumstances relevant to their
situation to determine whether an
overpayment exists.

In instances where interim payments
are made based on estimated costs, an
overpayment is not deemed to exist for
purposes of this rule until an applicable
reconciliation has occurred in
accordance with §401.305(c). We also
disagree with the commenter’s
statement that Medicare’s practice is to
make estimated payments for services
with the knowledge that a reconciliation
of those payments to actual costs will be
completed at a later date. While some
payments are cost-based estimated
payments as acknowledged in the
proposed rule, many payments are not,
such as claims-based payments under
fee-for-service or prospective payment
systems. For example, the first preamble
example is a Medicare payment for non-
covered services which, in most cases,
would be a claims-based payment that
is not an estimated payment subject to
cost report reconciliation. In addition,
we disagree that the term
“overpayment” implies that some
payment was appropriate. Section
1128](d) of the Act defines overpayment
to include any funds that a person
receives or retains to which the person
is not entitled after applicable
reconciliation. In the case of a non-
covered service, as well as others, the
amount to which the person is entitled
is zero.

Comment: Several commenters
requested clarification that an
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overpayment consists only of the
amount of payment a provider or
supplier receives in excess of funds it
should have received for the services
rendered. For instance, if a supplier was
paid $40 for a claim when it should
have received $30, the commenters
questioned whether the overpayment
amount is $10 and not the entire $40
amount paid.

Response: In circumstances where a
paid amount exceeds the appropriate
payment amount to which a provider or
supplier is entitled, the overpayment is
the difference between the amount that
was paid and the amount that should
have been paid. In addition, there are
instances where payment is made for an
item or service specifically not payable
under the Act (for example, claims
resulting from Anti-Kickback Statute or
physician self-referral law violations or
claims for items and services furnished
by an excluded person), or where the
payment was secured through fraud. In
these types of situations, the
overpayment typically consists of the
entire amount paid.

Comment: Several commenters
requested that CMS clarify in the final
rule that potential overpayments only
exist if a provider or supplier retains
funds to which it was not entitled to at
the time that it received the funds.
Commenters stated that subsequent
changes in law, regulation, or guidance
(such as coding rules, carrier edits, and
national and local coverage decisions)
should not render payments that were
proper at the time they were made
overpayments at a later date.

Response: We agree that payments
that were proper at the time the
payment was made do not become
overpayments at a later time due to
changes in law or regulation, unless
otherwise required by law. Changes in
guidance or coverage policy also usually
will not alter whether a prior payment
should be considered an overpayment,
although there can be circumstances in
which guidance is issued to clarify
existing law, regulation, or coverage
rules that would make clear that a past
payment is an overpayment. Typically,
overpayments would be determined in
accordance with the effective date of
any changes in law, regulation, or
policy. Providers and suppliers should
analyze the facts and circumstances
present in their situation to determine
whether an overpayment exists.

Comment: Some commenters stated
that the concept of “overpayment” is
not fair in some situations. The
commenters stated that certain reasons
for an overpayment, such as
“insufficient documentation” or “lack

of medical necessity” are extremely
difficult to define objectively.

Response: The definition of
overpayment is fixed in statute.
Sufficient documentation and medical
necessity are longstanding and
fundamental prerequisites to Medicare
coverage and payment.

Comment: A commenter requested
clarification of the meaning of
“entitled.” The commenter stated that,
once the statute of limitations has run
on the government’s ability to sue for
breach of contract or recoupment, the
provider has a vested right to the
payment and is “entitled” to the funds.
The commenter recommended that the
final rule recognize that statutes of
limitation, setoff, and other defenses
may be considered in determining
whether an overpayment exists.

Response: We%elieve that the
statutory language clearly states that
“‘entitled” means entitled under title
XVIII or XIX of the Act. This final rule
addresses payments under title XVIII
and thus, Medicare entitlement depends
upon whether the funds were received
in conformance to the payment rules set
forth in the Act and its implementing
regulations. We do not opine on any
theories for the government’s pursuit of
recovering overpayments, whether those
theories are at law or equitable in
nature. The purpose of this rule is to
detail the providers and suppliers’
obligations under section 1128]J(d) of the
Act to report and return overpayments
they have received.

Comment: A number of commenters
questioned the treatment of
underpayments that providers and
suppliers may identify in the course of
identifying overpayments. Some
commenters requested an explanation of
the process by which providers and
suppliers may recoup underpayments.
Other comments proposed that
providers and suppliers should be
allowed to offset identified
underpayments against identified
overpayments when determining the
repayment amount. Finally, several
commenters suggested that the lookback
period for overpaid claims should be the
same as the lookback period for
underpaid claims. Commenters
suggested that we consider allowing
providers and suppliers more than the
currently allowed one year period to
rebill a claim to correct an identified
underpayment. Underpayment lookback
periods of 3 years and 10 years (to
match the proposed lookback period)
were recommended by commenters.

Response: This final rule implements
section 1128J(d) of the Act, which
concerns overpayments, not
underpayments. Thus, underpayment

issues are outside the scope of this
rulemaking. Under existing policies,
providers and suppliers can seek to
address underpayments by requesting
reopenings under § 405.980(c).

Comment: Several commenters
recommended that we ensure that
refunded overpayments will be recorded
and removed from the total amount paid
by Medicare Part B for purposes of the
sustainable growth rate formula (SGR).

Response: The Medicare Access and
CHIP Reauthorization Act repealed the
SGR. Overpayment refunds were
recorded and removed from the total
Medicare Part B expenditures for
purposes of calculating the SGR, during
the period for which the SGR was in
effect under section 1848 of the Act.

Comment: Several commenters
questioned whether providers and
suppliers need to report and return
Medicare secondary payer refunds
under this final rule.

Response: Yes, overpayments where
the provider or supplier received
primary payment from both a primary
payer other than Medicare and a
primary payment from Medicare
(““provider/supplier duplicate primary
payments”’) must be refunded.
Overpayments where the provider/
supplier failed to file a proper claim in
accordance with 42 CFR 411.24(1) must
also be refunded.

Comment: A commenter appreciated
the clarification in the proposed rule
that the statutory definition of person,
for purposes of reporting and returning
overpayments, does not include
beneficiaries and encouraged CMS to
finalize the proposed definition.
Another commenter disagreed with the
proposed rule’s exclusion of
beneficiaries from the “person”
definition and requested an explanation
for the exclusion.

Response: We appreciate the
comment in support of the proposed
definition and note that the proposed
definition of “person” is in accordance
with section 1128](d)(4)(C)(ii) of the Act
which excludes beneficiaries from the
definition of the term “person.”

C. Requirements for Reporting and
Returning of Overpayments (Proposed
§401.305)

Section 1128](d) of the Act provides
that an overpayment must be reported
and returned by the later of —(i) the
date which is 60 days after the date on
which the overpayment was identified;
or (ii) the date any corresponding cost
report is due, if applicable. Proposed
§401.305(b) contained this requirement.
If an overpayment is claims related, the
provider or supplier would be required
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to report and return the overpayment
within 60 days of identification.

1. Meaning of Identified (Proposed
§401.305(a))

In proposed §401.305(a)(2), we stated
that a person has identified an
overpayment if the person has actual
knowledge of the existence of the
overpayment or acts in reckless
disregard or deliberate ignorance of the
overpayment. We stated in the preamble
that we proposed this definition in part
because section 1128J(d) of the Act
provides that the terms “knowing” and
“knowingly” have the meaning given
those terms in the FCA (31 U.S.C.
3729(b)(1)). While the statutory text
does not use these terms other than in
the definitions, we believed the
Congress’ use of the term “knowing” in
the Affordable Care Act was intended to
apply to determining when a provider
or supplier has identified an
overpayment. We also stated that
defining “identification” in this way
gives providers and suppliers an
incentive to exercise reasonable
diligence to determine whether an
overpayment exists. Without such a
definition, some providers and
suppliers might avoid performing
activities to determine whether an
overpayment exists, such as self-audits,
compliance checks, and other research.

We also noted in the February 2012
proposed rule (77 FR 9182) that, in
some cases, a provider or supplier may
receive 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 or
supplier then has 60 days to report and
return the overpayment. On the other
hand, failure to make a reasonable
inquiry, including failure to conduct
such inquiry with all deliberate speed
after obtaining the information, could
result in the provider or supplier
knowingly retaining an overpayment
because it acted in reckless disregard or
deliberate ignorance of whether it
received such an overpayment. For
example, a provider that receives an
anonymous compliance hotline
telephone complaint about a potential
overpayment may have incurred a duty
to timely investigate that matter,
depending on whether the hotline
complaint qualifies as credible
information of a potential overpayment.
Whether the complaint qualifies as
credible information is a factual
determination. If the provider incurs a
duty and diligently conducts the
investigation, and reports and returns
any resulting overpayments within the

60-day reporting and repayment period,
then the provider would have satisfied
its obligation under the proposed rule.
However, if the provider fails to make
any reasonable inquiry into the
complaint, the provider may be found to
have acted in reckless disregard or
deliberate ignorance of any
overpayment.

In order to assist providers and
suppliers with understanding when an
overpayment has been identified, we
provided the following examples, which
were intended to be illustrative and not
an exhaustive list of circumstances:

e A provider of services or supplier
reviews billing or payment records and
learns that it incorrectly coded certain
services, resulting in increased
reimbursement.

e A provider of services or supplier
learns that a patient death occurred
prior to the service date on a claim that
has been submitted for payment.

e A provider of services or supplier
learns that services were provided by an
unlicensed or excluded individual on
its behalf.

e A provider of services or supplier
performs an internal audit and discovers
that overpayments exist.

e A provider of services or supplier is
informed by a government agency of an
audit that discovered a potential
overpayment, and the provider or
supplier fails to make a reasonable
inquiry. (When a government agency
informs a provider or supplier of a
potential overpayment, the provider or
supplier has a duty to accept the finding
or make a reasonable inquiry. If the
provider’s or supplier’s inquiry verifies
the audit results, then it has identified
an overpayment and, assuming there is
no applicable cost report, has 60 days to
report and return the overpayment. As
noted previously, failure to make a
reasonable inquiry, including failure to
conduct such inquiry with all deliberate
speed after obtaining the information,
could result in the provider or supplier
knowingly retaining an overpayment
because it acted in reckless disregard or
deliberate ignorance of whether it
received such an overpayment).

e A provider of services or supplier
experiences a significant increase in
Medicare revenue and there is no
apparent reason—such as a new partner
added to a group practice or a new focus
on a particular area of medicine—for the
increase. However, the provider or
supplier fails to make a reasonable
inquiry into whether an overpayment
exists. (When there is reason to suspect
an overpayment, but a provider or
supplier fails to make a reasonable
inquiry into whether an overpayment
exists, it may be found to have acted in

reckless disregard or deliberate
ignorance of any overpayment.)

Finally, we also discussed in the
proposed rule (77 FR 9183) issues
associated with overpayments that arise
due to a violation of the Anti-Kickback
statute (section 1128B(b)(1) and (2) of
the Act). Compliance with the Anti-
Kickback statute is a condition of
payment. Claims that include items and
services resulting from a violation of
this law are not payable and constitute
false or fraudulent claims for purposes
of the FCA. In the proposed rule, we
recognized that, in many instances, a
provider or supplier is not a party to,
and is unaware of the existence of, an
arrangement between third parties that
causes the provider or supplier to
submit claims that are the subject of a
kickback. For example, a hospital may
be unaware that a device manufacturer
has paid a kickback to a physician on
the hospital’s medical staff to induce the
physician to implant the manufacturer’s
device in procedures performed at the
hospital. Moreover, even if a provider or
supplier becomes aware of a potential
third party payment arrangement, it
would generally 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
Anti-Kickback statute.

For this reason, we stated that we
believe that providers and suppliers
who are not a party to a kickback
arrangement are unlikely in most
instances to have “identified” the
overpayment that has resulted from the
kickback arrangement; therefore would
have no duty to report or repay it. To
the extent that a provider or supplier
who is not a party to a kickback
arrangement has sufficient knowledge of
the arrangement to have identified the
resulting overpayment, we proposed
that the provider or supplier report the
overpayment to CMS in accordance
with section 1128](d) of the Act and
corresponding regulations. Although the
government may always seek repayment
of claims paid that do not satisfy a
condition of payment, where a kickback
arrangement exists, HHS’s enforcement
efforts would most likely focus on
holding accountable the perpetrators of
that arrangement. Accordingly, we
would refer the reported overpayment to
OIG for appropriate action and would
suspend the repayment obligation until
the government has resolved the
kickback matter (either by determining
that no enforcement action is warranted
or by obtaining a judgment, verdict,
conviction, guilty plea, or settlement).
Thus, if the provider has not identified
the kickback or if it reported it when it
did identify the kickback, our
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expectation is that only the parties to
the kickback scheme would be required
to repay the overpayment that was
received by the innocent provider or
supplier, except in the most
extraordinary circumstances.

Comment: Several commenters noted
that section 1128](d) of the Act has two
separate provisions addressing
overpayments and questioned whether
the proposed rule conflated those
provisions. Section 1128](d)(1) of the
Act creates the threshold obligation that
if a person has received an
overpayment, the person shall report
and return the overpayment. Once that
threshold obligation is triggered—
receipt of the overpayment—then
section 1128](d)(2) of the Act addresses
the timing of fulfilling the obligation to
report and return, either the later of the
date which is 60 days after the date on
which the overpayment was identified
or the date any corresponding cost
report is due, if applicable. Commenters
noted that the proposed rule may
conflate these two, separate obligations
in proposed 42 CFR 401.305(a)(1),
which stated that if a person has
identified that it has received an
overpayment, the person must report
and return the overpayment in the form
and manner set forth in 42 CFR 401.305.
Commenters stated that this proposed
rule language tied the threshold
obligation to identifying the
overpayment and not to receiving the
overpayment.

Response: We agree with the
commenters and have amended
§401.305(a)(1) to separate these two
concepts. Section 1128](d)(1) of the Act
plainly mandates that any overpayment
received by a person shall be reported
and returned. We interpret this language
as showing the Congress intended to
more clearly codify providers and
suppliers’ existing duty to return
overpayments they have received,
which would necessarily include taking
appropriate actions to determine
whether the provider or supplier has in
fact received an overpayment. The
“receipt” threshold obligation is
consistent with both the initial standard
for identification in the proposed rule
and the standard for identification in
this final rule. We do not believe the
Congress intended to create a loophole
to the threshold “receipt” obligation
through the timing provision for
fulfilling this obligation. Limiting the
standard for identification to actual
knowledge would create that loophole
and would conflict with the plain
statutory mandate to report and return
any overpayments the person has
received. In addition, we believe we
have the responsibility under the

Secretary’s rulemaking authority to
interpret the statute in an appropriate
manner to create safeguards that protect
the integrity of its plain mandate—to
report and return overpayments the
person has received.

Comment: Several commenters agreed
with the proposed rule’s definition of
identification. Commenters stated that
the proposed rule provides appropriate
incentives for providers and suppliers to
pay attention to red flags indicating a
potential overpayment may have been
received. These commenters believe
providers and suppliers should be
encouraged to proceed with diligence to
investigate information suggesting an
overpayment, to report, and take
corrective actions, and adopt “best
practices” to prevent overpayments. A
commenter stated that adoption of this
actual and constructive knowledge
standard will promote consistency and
will allow government and providers
and suppliers to base their conduct and
positions on case law interpreting those
terms. Another commenter
acknowledged the need for the reckless
disregard/deliberate ignorance standard
to deter evasive conduct and fraudulent
concealment. However, the commenter
requested that CMS further clarify this
standard.

Response: We appreciate the
comments and agree with the
commenters’ interpretation of the
proposed rule. We continue to believe
that the proposed standard is an
appropriate interpretation of section
1128J(d) of the Act within the
Secretary’s rulemaking authority. As
explained in this final rule, we have
adjusted the standard for identification
after careful consideration of the
numerous comments submitted. We
believe that the final rule strikes the
right balance between creating a flexible
yet strong standard that applies to many
different circumstances.

Comment: Many commenters objected
to the proposed inclusion of reckless
disregard and deliberate ignorance in
the standard for identification. These
commenters claimed that there is no
statutory basis to apply a standard
beyond actual knowledge to the term
“identified.” Specifically, commenters
disagreed with our statement in the
preamble that the Congress’ use of the
term “knowing and knowingly” in
section 1128](d)(4)(A) of the Act
indicates the Congress’ intent to apply
a constructive knowledge standard to
“identified.” Commenters noted that
these terms are not used elsewhere in
section 1128](d) of the Act except the
definition section. Commenters
attributed section 1128]J(d)(4)(A) of the
Act as a drafting error based on the

House version of the Affordable Care
Act, HR. 3962, which used the term
“knows.” According to commenters, the
replacement of the word “knows” with
“identified” in the final version of the
Affordable Care Act is indicative of
Congressional intent not to equate the
FCA knowledge standard to
“identified.” The commenters argue that
had the Congress intended to apply the
statute this expansively, it would have
drafted the provision to extend liability
to those who fail to report and return an
overpayment within 60 days of the date
on which the overpayment was
identified or should have been
identified.

Response: We disagree with the
commenters’ arguments. While we
acknowledge that the terms “knowing”
and “‘knowingly” are defined but not
otherwise used in section 1128](d) of
the Act, we believe that the Congress
intended for section 1128](d) of the Act
to apply broadly. If the requirement to
report and return overpayments only
applied to situations where providers or
suppliers had actual knowledge of the
existence of an overpayment, then these
entities could easily avoid returning
improperly received payments and the
purpose of the section would be
defeated.

Comment: Several commenters
suggested applying the “knowing”
concept to “retained” instead of our
proposed approach. Commenters
believed that applying the constructive
knowledge standard to trigger the
enforcement provisions would be more
appropriate than our proposal.

Response: We considered applying a
constructive knowledge standard to the
term ‘“‘retained” and determined that
our approach was both a better reading
of the law and a better approach to
protecting the program. As discussed
previously, we believe there is a strong
statutory basis for our rule. Also,
modifying “retained” does not eliminate
the programmatic concern of the
“ostrich defense”’—that the plain
mandate to report and return
overpayments received would be
avoided by not taking action to obtain
actual knowledge of an overpayment.
The enforcement provision at section
1128J(d)(3) of the Act depends on the
person retaining the overpayment after
the deadline for reporting and returning.
If the deadline never passes because the
person avoids obtaining actual
knowledge of the overpayment, then the
enforcement provision is rendered
toothless.

Comment: Commenters also
expressed concern that “reckless
disregard” and ‘‘deliberate ignorance”,
as used in proposed § 401.305(a)(2), are
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ambiguous terms that do not adequately
inform providers and suppliers of the
circumstances that would give rise to a
duty to investigate and fail to provide
sufficient guidance as to what efforts are
necessary to avoid overpayment
liability. Some commenters stated that
the proposed rule actually provides a
disincentive to undertake compliance
audits for fear of creating liability for
identifying an overpayment.

Response: We appreciate the
comments and have revised the
regulatory provision in the final rule by
removing the terms “actual knowledge”,
“reckless disregard”, and ““deliberate
ignorance”. The final rule states that a
person has identified an overpayment
when the person has, or should have
through the exercise of reasonable
diligence, determined that the person
has received an overpayment and
quantified the amount of the
overpayment. A person should have
determined that the person received an
overpayment if the person fails to
exercise reasonable diligence and the
person in fact received an overpayment.
‘““Reasonable diligence” includes both
proactive compliance activities
conducted in good faith by qualified
individuals to monitor for the receipt of
overpayments and investigations
conducted in good faith and in a timely
manner by qualified individuals in
response to obtaining credible
information of a potential overpayment.

The regulation uses a single term—
reasonable diligence—to cover both
proactive compliance activities to
monitor claims and reactive
investigative activities undertaken in
response to receiving credible
information about a potential
overpayment. We believe that
compliance with the statutory obligation
to report and return received
overpayments requires both proactive
and reactive activities. In addition, we
also clarify that the quantification of the
amount of the overpayment may be
determined using statistical sampling,
extrapolation methodologies, and other
methodologies as appropriate.

As to the circumstances that give rise
to a duty to exercise reasonable
diligence, we are not able to identify all
factual scenarios in this rulemaking.
Providers and suppliers are responsible
for ensuring their Medicare claims are
accurate and proper and are encouraged
to have effective compliance programs
as a way to avoid receiving or retaining
overpayments. Indeed, many
commenters told us that they have
active compliance programs and that we
should recognize these compliance
efforts in the final rule. It was also
apparent from some commenters that

they do not currently engage in
compliance efforts to ensure that the
claims they submitted to Medicare were
accurate and proper and that payments
received are appropriate. We advise
those providers and suppliers to
undertake such efforts to ensure they
fulfill their obligations under section
1128J(d) of the Act. We believe that
undertaking no or minimal compliance
activities to monitor the accuracy and
appropriateness of a provider or
supplier’s Medicare claims would
expose a provider or supplier to liability
under the identified standard
articulated in this rule based on the
failure to exercise reasonable diligence
if the provider or supplier received an
overpayment. We also recognize 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 larger setting,
such as a multi-specialty group.
Compliance activities may also
appropriately vary based on the type of
provider.

We note that in discussing the
standard term ’reasonable diligence” in
the preamble, we are interpreting the
obligation to “’report and return the
overpayment’ that is contained in
section 1128](d) of the Social Security
Act. We are not seeking to interpret the
terms “knowing” and “knowingly”’,
which are defined in the Civil False
Claims Act and have been interpreted
by a body of False Claims Act case law.

Comment: Several commenters stated
that they interpreted the preamble to the
proposed rule as permitting providers
and suppliers time to conduct a
reasonable inquiry before the 60-day
time period begins to run. These
commenters noted that the preamble
provides that providers and suppliers
may receive information concerning a
potential overpayment that creates a
duty to conduct a reasonable inquiry to
determine whether an overpayment
exists. If the reasonable inquiry reveals
an overpayment, then the provider has
60 days to report and return the
overpayment. On the other hand, failure
to make a reasonable inquiry, including
failure to conduct such inquiry with all
deliberate speed after obtaining the
information, could result in the provider
or supplier knowingly retaining an
overpayment because it acted in
reckless disregard or deliberate
ignorance of whether it received such an
overpayment. Commenters stated that
this explanation and the examples in
the preamble together suggested that
once a provider is placed on notice of
a potential overpayment, it must
conduct a reasonably diligent inquiry

under the circumstances and the 60-day
period does not start until either the
inquiry reveals an overpayment or the
provider or supplier is reckless or
deliberately ignorant because it failed to
conduct the reasonable inquiry.
Commenters requested that we clarify
whether this interpretation was
accurate.

Response: We agree with the
commenters’ interpretation of the
proposed rule and have revised
§401.305(a) and (b) in this final rule to
clarify the duty to investigate through a
reasonable diligence standard. When a
person obtains credible information
concerning a potential overpayment, the
person needs to undertake reasonable
diligence to determine whether an
overpayment has been received and to
quantify the amount. The 60-day time
period begins when either the
reasonable diligence is completed or on
the day the person received credible
information of a potential overpayment
if the person failed to conduct
reasonable diligence and the person in
fact received an overpayment.

Comment: Commenters questioned
how quantification of the overpayment
fit into the proposed rule. Specifically,
commenters stated that the proposed
rule did not expressly address the
difference between determining that an
overpayment has been received and the
auditing work necessary to calculate the
overpayment amount. Commenters
stated that the calculation necessarily
must happen before the overpayment
can be reported and returned.

Response: We agree and have revised
the language in § 401.305(a)(2) to clarify
that part of identification is quantifying
the amount, which requires a reasonably
diligent investigation.

Comment: Commenters expressed
concern over whether the proposed rule
treats failing to conduct a “‘reasonable
inquiry” with “all deliberate speed” as
a violation of section 1128]J(d) of the Act
by itself. In other words, commenters
questioned whether the mere possibility
of an overpayment, without there
actually being an overpayment, can
establish liability at any point.

Response: We understand the
commenters’ concerns and have
amended the language accordingly. The
final rule clarifies that failure to conduct
reasonable diligence does not by itself
create liability under section 1128J(d) of
the Act. The statutory obligation is to
report and return received
overpayments; thus a provider or
supplier must also have received an
overpayment that it should have
identified before liability can exist
under section 1128](d) of the Act.
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Comment: Several commenters
requested clarity on the phrase
“reasonable inquiry.” Some commenters
suggested defining ‘‘reasonable inquiry”
as a good faith investigation that is
promptly conducted until its conclusion
by persons with sufficient knowledge
and experience to make such
determination.

Response: We appreciate the
commenters’ suggestions and amended
the final rule as described in this section
by creating a “‘reasonable diligence”
standard in §401.305(a)(2). We also
appreciate the commenters’ suggested
definition and incorporated various
suggestions into our discussion of what
constitutes “‘reasonable diligence,” as
explained previously in this section. We
also note that although the preamble to
the proposed rule used both “reasonable
diligence” and “‘reasonable inquiry,” for
clarity, we used only the term
“reasonable diligence” in this final rule.

Comment: Commenters suggested that
we provide more detail on how to judge
what is “reasonable” about a reasonable
inquiry, such as taking into account the
unique characteristics of the provider or
supplier and the nature of the problem.
Accordingly, commenters suggested
defining “reasonable inquiry” as
“reasonably diligent under the
circumstances, taking into account the
size, capacity, workload, technological
sophistication, and resources of the
subject provider or supplier and the
complexity, uniqueness, and
significance of the suspected
overpayment at issue.” In addition,
commenters recommended that we
provide a list of illustrative hallmarks of
a reasonable inquiry, but also stated that
some of these hallmarks will be fact-
dependent.

Response: We appreciate the
comments and believe we have
provided additional explanation of the
meaning of “reasonable diligence” in
this final rule. However, we decline to
expressly adopt the commenters’
proposed definitions and suggestions.
We believe that the concept of
“reasonableness” is fact-dependent.

Comment: A number of commenters
requested clarification on the meaning
of ““all deliberate speed” a phrase used
in the preamble to the proposed rule.
Commenters stated that we effectively
established a time limit for preliminary
action before the 60-day clock began to
toll, yet did not clearly state what this
time limit is or what a person must do
to meet it. Commenters stated that the
proposed rule was not clear about how
to determine whether an ongoing
investigation occurred with “all
deliberate speed.” Commenters noted
that in many circumstances, multiple

people will be involved in determining
whether an overpayment exists and in
what amount, such as auditors, billing
personnel, and legal counsel.
Commenters believed we should issue
additional guidance in the final rule,
particularly what documentation we
expect providers and suppliers to
maintain to show compliance with the
rule. Some commenters suggested that
we adopt an approach that would allow
for a “reasonable period of time to
investigate”” a potential overpayment.
Other commenters pointed to the
Federal Acquisitions Regulations (FAR)
treatment of the time between first
learning of an allegation and the
requirement to disclose credible
evidence of an overpayment. The
commenters noted that the FAR drafters
considered but rejected adding a set
period of time, such as 30 days, to the
disclosure requirement. (See the
November 12, 2008 final rule (73 FR
67074).) Under FAR, failure to timely
disclose credible evidence of significant
overpayment is measured from the date
of the determination by the contractor
that the evidence is credible. (See the
November 12, 2008 final rule (73 FR
67075).) A few commenters requested
additional time to conduct the inquiry
in the event of an emergency, such as a
natural disaster affecting the provider or
supplier.

Response: The preamble to this final
rule does not include the phrase ““all
deliberate speed” as the benchmark of
compliance. Instead, we adopt the
standard of reasonable diligence and
establish that this is demonstrated
through the timely, good faith
investigation of credible information,
which is at most 6 months from receipt
of the credible information, except in
extraordinary circumstances. We
considered but rejected adopting a
“reasonable period of time to
investigate”” standard because we
concluded that an open-ended
timeframe would likely be viewed as no
more clear than “all deliberate speed”
and establishing a time frame would
better respond to commenters’ concerns
on this issue. We choose 6 months as
the benchmark for timely investigation
because we believe that providers and
suppliers should prioritize these
investigations and also to recognize that
completing these investigations may
require the devotion of resources and
time. Receiving overpayments from
Medicare is sufficiently important that
providers and suppliers should devote
appropriate attention to resolving these
matters. A total of 8 months (6 months
for timely investigation and 2 months
for reporting and returning) is a

reasonable amount of time, absent
extraordinary circumstances affecting
the provider, supplier, or their
community. What constitutes
extraordinary circumstances is a fact-
specific question. Extraordinary
circumstances may include unusually
complex investigations that the provider
or supplier reasonably anticipates will
require more than six months to
investigate, such as physician self-
referral law violations that are referred
to the CMS Voluntary Self-Referral
Disclosure Protocol (SRDP). Specific
examples of other types of extraordinary
circumstances include natural disasters
or a state of emergency.

As for documentation, it is certainly
advisable for providers and suppliers to
maintain records that accurately
document their reasonable diligence
efforts to be able to demonstrate their
compliance with the rule.

Comment: Several commenters
recommended that CMS define
identification as actual knowledge of
credible evidence that an overpayment
has occurred and of the actual amount
received in excess of what was due.
Commenters stated that “credible
evidence” is a well-understood concept;
that is, information that, considering its
source and the circumstances, supports
a reasonable belief that there has been
an overpayment. The credible evidence
standard differs from a credible
“allegation” because, according to
commenters, it requires some level of
diligence to determine whether the
information is credible.

Response: We appreciate the
comments but decline to adopt this
definition of “identification.” It limits
the obligation to instances in which the
provider or supplier has actual
knowledge, which, as discussed
previously, we do not believe is
consistent with section 1128J(d) of the
Act. As discussed previously, we have
clarified that providers and suppliers
may conduct a timely investigation of
credible information before the 60-day
deadline is triggered. We also decline to
adopt a “credible evidence” standard
because we are concerned there may be
further confusion about the term
“evidence’ because of its significance in
the litigation context. Instead, as noted
previously, we have adopted a “credible
information” standard. We believe
credible information includes
information that supports a reasonable
belief that an overpayment may have
been received. This standard should
address commenters’ concern of being
required to investigate every instance or
complaint concerning a potential
overpayment. We recognize that
providers and suppliers may receive
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information that could be considered
not credible. Determining whether
information is sufficiently credible to
merit an investigation is a fact-specific
determination.

Comment: Several commenters
suggested an alternative definition to
identification as “when, after the person
receives reliable evidence (as defined at
42 CFR 405.902) that it has received an
overpayment and, through the exercise
of reasonable diligence has determined
that an overpayment exists, the person
has quantified the amount of the
overpayment within a reasonable degree
of certainty.” Commenters stated that
such a standard would provide some
degree of comfort that providers and
suppliers would not be under a duty to
investigate every “whiff” of an
overpayment and removes the
constructive knowledge standard.
Commenters also stated this definition
would acknowledge that an
overpayment cannot be reported and
returned if it is not quantified, as well
as the circumstances, such as when
statistical sampling and extrapolation
are used, when it may not be possible
to know with 100 percent accuracy the
exact amount of an overpayment. These
commenters stated that it also
acknowledges that in some
circumstances providers and suppliers
may need more time to commence an
inquiry. Other commenters suggested a
similar alternative “when the person
has actual knowledge of an
overpayment and is able to quantify the
overpayment with reasonable certainty,
or when a person does not initiate an
inquiry within a reasonable amount of
time after receiving credible information
suggesting the existence of a potential
overpayment.”

Response: We appreciate the
comments and incorporated some of
these ideas into the final rule. We agree
that statistical sampling and
extrapolation are an appropriate
component of a provider’s reasonable
diligence in investigating an
overpayment and can serve as an
appropriate way to calculate an
overpayment amount. The final rule
provides guidance for reporting
overpayments identified through such
statistical methods. We also use the
term ‘“credible information” in the
preamble as suggested in these
comments. We considered but declined
to adopt the term ‘‘reliable evidence” as
defined at 42 CFR 405.902 because it is
potentially too limited and the term
“evidence” is prone to confusion as
“credible evidence” discussed
previously. Finally, we also disagree
with the commenters’ proposals to the
extent they suggest identification efforts

are limited to reactive investigations
(and do not include the proactive
compliance activities necessary to
monitor for receipt of overpayments) or
actual knowledge (and do not include
the constructive knowledge standard
discussed previously).

Comment: Commenters stated that the
60-day time period should start to run
on the day that an overpayment inquiry
has concluded, confirmed that there has
been an overpayment, and produced
sufficient information to calculate the
precise overpayment amount.
Commenters stated that this standard
would avoid confusion about when to
report.

Response: We recognize that
additional clarity was necessary and
revised the final rule to clarify that the
60-day time period starts to run when
the overpayment has been identified
based on the standard for identified in
§401.305(a)(2). These commenters do
not appear to take into account
statistical sampling and extrapolation
calculations, which is something other
commenters suggested that we
recognize. As discussed previously, we
also interpret section 1128](d) of the Act
to include both an actual knowledge
and a constructive knowledge standard.

Comment: Commenters questioned
how we proposed determining the
actual date for triggering the 60-day
reporting and returning deadline and for
when a person acts in reckless disregard
or deliberate ignorance of an
overpayment. Commenters suggested
that we provide clear guidance as to
what actions a provider or supplier
must take to avoid a determination that
it is in reckless disregard or deliberate
ignorance of the existence of an
overpayment.

Response: We believe the final rule
provides additional clarity on how we
revised the constructive knowledge
standard for when a person has
identified an overpayment. The 60-day
time period begins either when the
reasonable diligence is completed and
the overpayment is identified or on the
day the person received credible
information of a potential overpayment
if the person fails to conduct reasonable
diligence and the person in fact received
an overpayment. This standard, as well
as the requirement to conduct a timely,
good faith investigation in response to
obtaining credible information of a
potential overpayment, provide “‘bright
line”” standards that should assist
providers and suppliers in structuring
their compliance programs to comply
with the rule.

Comment: Several commenters
questioned whether, after finding a
single overpaid claim, it is appropriate

to inquire further to determine whether
there are more overpayments on the
same issue before reporting and
returning the single overpaid claim.
Expanding the inquiry may take
additional time and, according to
commenters, it is unclear whether the
60-day time period has begun to run for
the single overpaid claim. Similarly,
several commenters also questioned
whether compliance with the rule
required periodic repayments while the
person is conducting the review. For
example, commenters noted that a
provider or supplier may conduct a
probe sample of claims and discover a
possible overpayment with respect to
some of the claims. Commenters
questioned whether in this situation the
provider or supplier has identified an
overpayment that would require
reporting and returning the
overpayment for the probe sample
claims, even though the probe sample
review is typically one step in the usual
audit process. According to
commenters, validation of the probe
sample findings would then lead to
expanding the audit beyond the probe
sample and conducting a root cause
analysis to determine the cause of the
overpayment and whether more
overpayments exist. Commenters stated
that it is a common practice to include
the probe sample in the expanded audit
to extrapolate an error rate to the entire
population. Commenters stated that
permitting this practice would result in
a more robust analysis of the
overpayment and a more accurate
repayment to the government. The
premature return of any overpayment
identified during the probe sample audit
could taint the results of the complete
review, according to commenters.

Response: We understand the
commenters’ concerns and believe that
the final rule’s clarifications should
address these concerns. We expect
providers and suppliers to exercise
reasonable diligence and to quantify,
report, and return the entire
overpayment in good faith. Part of
conducting reasonable diligence is
conducting an appropriate audit to
determine if an overpayment exists and
to quantify it. Providers and suppliers
are obligated to conduct audits that
accurately quantify the overpayment.
After finding a single overpaid claim,
we believe it is appropriate to inquire
further to determine whether there are
more overpayments on the same issue
before reporting and returning the single
overpaid claim. To the extent this
concern is based on a question about
when the 60-day clock begins to run, the
final rule clarifies that identification
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occurs once the person has or should
have through the exercise of reasonable
diligence, determined that the person
received an overpayment and quantified
the amount of the overpayment.

We understand that a common way to
conduct an audit is to use a probe
sample and then incorporate that probe
sample into a larger full sample as the
basis for determining an extrapolated
overpayment amount. In the probe
sample, it is not appropriate for a
provider or supplier to only return a
subset of claims identified as
overpayments and not extrapolate the
full amount of the overpayment. We
believe that in most cases, the
extrapolation can be done in a timely
manner consistent with the
identification requirements of this rule
and that the provider or supplier should
not report and return overpayments on
specific claims from the probe sample
until the full overpayment is identified.

Comment: Some commenters
requested clarification that a provider or
supplier with an active and robust
compliance program that contains the
elements suggested by OIG’s compliance
program guidance and the Federal
Sentencing Guidelines cannot be found
to have acted with “reckless disregard
or deliberate ignorance” with respect to
overpayments. Some commenters
suggested that a provider that has a
“certified” or “approved” compliance
program should be entitled to a
presumption that any overpayments are
simple mistakes rather than fraud or
abuse.

Response: We disagree with the
commenters. Based on our experience, it
is possible for providers or suppliers
who have active compliance programs
to commit fraud. Moreover, even if an
overpayment is the result of a mistake,
rather than fraud or abuse, the provider
or supplier has an obligation to report
and return it under section 1128]J(d) of
the Act.

Comment: Commenters expressed
concerns that the proposed rule’s
constructive knowledge standard for
“identified”” introduces a subjective
standard that would lead to the 60-day
clock beginning to run on a date that a
person ‘“‘should have known” about an
overpayment, although it actually had
no knowledge at all. For example, if a
health care entity accidentally programs
its computers incorrectly, and as a
result, erroneously bills and is paid for
a service, commenters questioned
whether the addition of the “reckless
disregard” standard suggests that one
could argue that the company should
have been aware of the error, and
therefore is liable for a false claim, even
if the company has a robust compliance

program that fails to uncover the error.
Commenters believe that the proposed
definition of “identified” raises the
possibility that CMS, other regulators, or
qui tam relators may second-guess the
provider and question whether the
provider exercised ‘‘reasonable
diligence” and made a “reasonable
inquiry” “with all deliberate speed” in
assessing when an overpayment should
have been identified.

Response: We understand
commenters’ concerns and believe the
changes made to the proposed rule in
this final rule should provide additional
clarity for providers and suppliers on
the actions they need to take to comply
with the rule. With regard to the
commenters concern that as a result of
this final rule CMS, other regulators, or
qui tam relators may second-guess the
provider and question whether the
provider exercised ‘‘reasonable
diligence” and made a “reasonable
inquiry” “with all deliberate speed,” we
note that it has long been true that many
activities in the provision of health care,
including billing the Medicare program,
are subject to review by various
stakeholders. This rule does not change
that situation or significantly expand
the areas that have long been subject to
such review.

Comment: Several commenters
expressed concerns with our statement
in the preamble that we defined
“identification” as an incentive to
exercise reasonable diligence to
determine whether an overpayment
exists and that without such a
definition, some providers and
suppliers might avoid performing
activities to determine whether an
overpayment exists, such as self-audits,
compliance checks, and other additional
research. Commenters believed this
statement appeared to disregard the
compliance activities of many in the
health care industry and indicated that
CMS did not believe providers and
suppliers would engage in compliance
activities without increased liability.
The commenters recognized the
legitimate need for this rule to not
permit avoiding the report and return
obligation when there is some
indication of a potential overpayment
simply by avoiding additional
investigatory work to obtain actual
knowledge. Commenters stated that
voluntary compliance programs already
follow this basic duty to investigate and
recommended a parallel, narrowly
drawn duty to investigate when there is
credible evidence of the existence of an
overpayment. According to commenters,
this standard could apply to a variety of
fact patterns, including, compliance
hotline communications, internal

statistical analyses identifying potential
payment discrepancies, and issues
raised by staff. Commenters believed
this approach would satisfy our stated
concern, while imposing a more
reasonable administrative burden.

Response: We appreciate the
commenters’ concerns but decline to
limit the constructive knowledge
standard in the final rule to receipt of
information as discussed previously. We
note that certain types of information
noted by commenters, such as internal
statistical analyses, require some
proactive action on the part of the
provider or supplier to obtain that
information. We are concerned that
limiting the standard for identified to
instances in which the provider or
supplier is simply receiving information
may create a disincentive for providers
and suppliers to undertake those
important proactive compliance
activities to ensure they have properly
received Medicare payments. We
understand that many providers and
suppliers have active compliance
programs that do both proactive and
reactive reviews of Medicare billing.
Our intention is to capture both of those
activities in this final rule.

Comment: Several commenters
requested that CMS clarify that there is
no duty to proactively search for
overpayments without a reason to
believe that a specific overpayment
exists. These commenters stated that the
preamble language suggests that
providers and suppliers have a
perpetual duty to research whether any
overpayment may exist, which would be
overly burdensome and not consistent
with the requirements of section
1128J(d) of the Act. A commenter stated
that the compliance program regulations
implementing section 6401 of the
Affordable Care Act may be a more
appropriate mechanism for CMS to
propose these requirements.

Response: These comments
underscore our concern expressed in the
proposed rule that some providers and
suppliers might avoid performing
activities to determine whether an
overpayment exists. As discussed
earlier, section 1128]J(d) of the Act
requires a person to report and return
overpayments they have received. Thus,
providers and suppliers have a clear
duty to undertake proactive activities to
determine if they have received an
overpayment or risk potential liability
for retaining such overpayment.

Comment: Some commenters objected
to the example of an identified
overpayment concerning a provider
learning of services provided by an
unlicensed or excluded individual. The
commenter believed that such a



Federal Register/Vol. 81, No. 29/Friday, February 12, 2016/Rules and Regulations

7665

scenario does not automatically imply
that an overpayment has occurred, but
that an investigation must be conducted
to determine if there is a regulatory or
legal nexus between the individual’s
licensure or exclusion and the
reimbursement.

Response: We understand the
commenters’ belief that the example
given doesn’t automatically imply than
an overpayment has occurred. Billing
for items or services furnished by an
unlicensed or excluded person can
result in receiving an overpayment. Part
of determining whether an overpayment
has been received in this situation is
investigating the relevant facts about the
activities of the unlicensed or excluded
individual and reviewing the relevant
laws, regulations, and billing rules.

Comment: A commenter suggested
adding to the list of examples where no
reasonable inquiry occurred after
learning that the profits from a practice
or physician were unusually high in
relation to hours worked or the relative
value units associated with the work.

Response: We agree that this situation
could constitute credible information
that would require a provider or
supplier to conduct reasonable
diligence. As we stated earlier, the list
of examples is illustrative only and not
a comprehensive list. We are unable to
address all possible factual
permutations in this rulemaking.

Comment: Several commenters
questioned how a hotline complaint
could create a duty to conduct a
reasonable inquiry. A hotline complaint
is made by employees or other sources
and is typically used to raise allegations
of improper conduct or something that
may need to be investigated.

Response: Hotline complaints
received by a provider or supplier may
qualify as credible information of a
potential overpayment under this rule,
which would require the provider or
supplier to exercise reasonable diligence
to determine if an overpayment has
occurred. Whether a hotline complaint
qualifies as credible information is a
factual determination. For example,
receiving repeated hotline complaints
about the same or similar issues may
lead a reasonable person to conclude
that they have received credible
information that obligates conducting
reasonable diligence. However, one
hotline complaint may be detailed
enough to lead a reasonable person to
the same conclusion.

Comment: Several commenters
questioned to whom within an
organization CMS would attribute
knowledge of the overpayment.
Commenters suggested that CMS clarify
that it must be a senior official who has

confirmed the overpayment before
“knowledge” can be attributed to the
organization.

Response: We disagree with the
commenters. As a general matter,
organizations are responsible for the
activities of their employees and agents
at all levels.

Comment: Some commenters
requested confirmation that a valid
report of an overpayment bars any
substantive liability under the FCA qui
tam provisions. Commenters suggested
that the reporting of the overpayment
should result in a “public disclosure.”
Other commenters requested
clarification on the proposed rule’s
interaction with reverse FCA liability.
Commenters suggested that a failure to
report and return an identified
overpayment should not lead to reverse
FCA liability, unless the provider
“knowingly concealed” or “knowingly
and improperly avoided” the obligation.
Other commenters stated that the
proposed rule inappropriately applies
the FCA, specifically the “reverse false
claims” cause of action, to honest
mistakes or inadvertent overpayments.

Response: We are interpreting section
1128J(d) of the Act in this rulemaking,
not the FCA. In this rule, our discussion
of the FCA is limited to its explicit
inclusion in the enforcement provision
under section 1128]J(d) of the Act, which
states that any overpayment retained by
a person after the deadline for reporting
and returning the overpayment under
this rule is an obligation for purposes of
the FCA.

Comment: Several commenters
requested clarification about the level of
resources a small provider or supplier is
expected to devote to investigating
potential overpayments in order to
avoid being liable based on a theory of
“reckless disregard” or ““deliberate
ignorance.” Some commenters
expressed concern that resources might
be diverted from patient care in order to
ensure compliance with this rule.
Commenters requested that CMS
provide compliance guidance on how to
develop compliance plans and conduct
self-audits for small providers and
suppliers and recommended that this
guidance be coordinated with the
rulemaking related to sections 6102 and
6401 of the Affordable Care Act.

Response: We understand the concern
of smaller providers and suppliers.
However, 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 received. We

have produced a number of educational
materials, including the Medicare
Learning Network®, which are available
on our Web site, http://www.cms.gov.2
OIG has also produced a number of
compliance educational materials that
are available on its Web site, http://
www.oig.hhs.gov.3

Comment: A commenter
acknowledged that while a significant
increase in Medicare revenue could be
an example of an identified
overpayment for some types of
providers, it might be inapplicable to
other types of providers. Specifically,
the commenter explained that
laboratories are not in a position to
determine the medical necessity of the
services they provide because they do
not order the tests. The commenter
suggested that the final rule clarify that
laboratories and other providers that do
not directly order tests or services be
exempt from any requirement to
proactively conduct an inquiry into
whether an overpayment exists based on
the volume of Medicare work it
conducts.

Response: We disagree with the
commenter. All providers and suppliers
have a duty to ensure that the claims
they submit to Medicare are accurate
and appropriate. There may be
situations where a significant increase
in Medicare revenue should lead a
laboratory to conduct reasonable
diligence.

Comment: A commenter expressed
concern regarding the proposed rule’s
effect on hospitalists. The commenter
explained that hospitalists have very
little contact with the payment process
because they are employed by a hospital
or physician group and typically assign
their Medicare payments to their
employer.

Response: For purposes of this rule,
an entity to which a provider or
supplier has reassigned Medicare
payments has a duty to determine
whether it has received overpayments
associated with that provider or
supplier. Additionally, although the
entity to which payments were
reassigned has a duty to determine if it
has received any overpayments, this
does not mean that the individual who
has reassigned his or her payments
might not, in certain circumstances, also
be responsible for the overpayment.
This