AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

§424.519

“limited” or ‘“‘moderate’ to ‘‘high” if
any of the following occur:

(i) CMS imposes a payment suspen-
sion on a provider or supplier at any
time in the last 10 years.

(ii) The provider or supplier—

(A) Has been excluded from Medicare
by the OIG; or

(B) Had billing privileges revoked by
a Medicare contractor within the pre-
vious 10 years and is attempting to es-
tablish additional Medicare billing
privileges by—

(I) Enrolling as a new provider or
supplier; or

(2) Billing privileges for a new prac-
tice location;

(C) Has been terminated or is other-
wise precluded from billing Medicaid;

(D) Has been excluded from any Fed-
eral health care program; or

(E) Has been subject to any final ad-
verse action, as defined at §424.502,
within the previous 10 years.

(iii) CMS lifts a temporary morato-
rium for a particular provider or sup-
plier type and a provider or supplier
that was prevented from enrolling
based on the moratorium, applies for
enrollment as a Medicare provider or
supplier at any time within 6 months
from the date the moratorium was 1lift-
ed.

(4) Any screening level adjustment
under paragraph (c)(3) of this section
also applies to all other enrolled and
prospective providers and suppliers
that have the same legal business name
and tax identification number as the
provider or supplier for which the
screening level under paragraph (c)(3)
of this section was originally raised.

(d) Fingerprinting requirements. An in-
dividual subject to the fingerprint-
based criminal history record check re-
quirement specified in paragraph
(¢)(2)(ii)(B) of this section—

(1) Must submit a set of fingerprints
for a national background check.

(i) Upon submission of a Medicare en-
rollment application; or

(ii) Within 30 days of a Medicare con-
tractor request.

(2) In the event the individual(s) re-
quired to submit fingerprints under
paragraph (c)(2) of this section fail to
submit such fingerprints in accordance
with paragraph (d)(1) of this section,
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the provider or supplier will have its
billing privileges—

(i) Denied under §424.530(a)(1); or

(i1) Revoked under §424.535(a)(1).

[76 FR 5963, Feb. 2, 2011, as amended at 82 FR
53368, Nov. 15, 2017; 84 FR 63203, Nov. 15, 2019;
85 FR 70355, Nov. 4, 2020; 85 FR 85038, Dec. 28,
2020; 87 FR 70231, Nov. 18, 2022; 87 FR 72293,
Nov. 23, 2022; 88 FR 77877, Nov. 13, 2023]

§424.519 Disclosure of affiliations.

(a) Definitions. For purposes of this
section only, the following terms apply
to the definition of disclosable event in
§424.502:

(1) “Uncollected debt’’ only applies to
the following:

(i) Medicare, Medicaid, or CHIP over-
payments for which CMS or the state
has sent notice of the debt to the affili-
ated provider or supplier.

(ii) Civil money penalties imposed
under this title.

(iii) Assessments imposed under this
title.

(2) “Revoked,” ‘‘Revocation,” ‘‘Ter-
minated,” and ‘“Termination” include
situations where the affiliated provider
or supplier voluntarily terminated its
Medicare, Medicaid, or CHIP enroll-
ment to avoid a potential revocation or
termination.

(b) General. Upon a CMS request, an
initially enrolling or revalidating pro-
vider or supplier must disclose any and
all affiliations that it or any of its
owning or managing employees or or-
ganizations (consistent with the terms
“owner” and ‘‘managing employee’’ as
defined in §424.502) has or, within the
previous 5 years, had with a currently
or formerly enrolled Medicare, Med-
icaid, or CHIP provider or supplier that
has a disclosable event (as defined in
§424.502). CMS will request such disclo-
sures when it has determined that the
initially enrolling or revalidating pro-
vider or supplier may have at least one
such affiliation.

(c) Information. The provider or sup-
plier must disclose the following infor-
mation about each reported affiliation:

(1) General identifying data about
the affiliated provider or supplier. This
includes the following:

(i) Legal name as reported to the In-
ternal Revenue Service or the Social
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Centers for Medicare & Medicaid Services, HHS

Security Administration (if the affili-
ated provider or supplier is an indi-
vidual).

(ii) ““Doing business as’® name (if ap-
plicable).

(iii) Tax identification number.

(iv) NPI.

(2) Reason for disclosing the affili-
ated provider or supplier.

(3) Specific data regarding the affili-
ation relationship, including the fol-
lowing:

(i) Length of the relationship.

(ii) Type of relationship.

(iii) Degree of affiliation.

(4) If the affiliation has ended, the
reason for the termination.

(d) Mechanism. The information re-
quired to be disclosed under paragraphs
(b) and (c) of this section must be fur-
nished to CMS or its contractors via
the Form CMS-855 application (paper
or the internet-based PECOS enroll-
ment process).

(e) Denial or revocation. The failure of
the provider or supplier to fully and
completely disclose the information
specified in paragraphs (b) and (c) of
this section when the provider or sup-
plier knew or should reasonably have
known of this information may result
in either of the following:

(1) The denial of the provider’s or
supplier’s initial enrollment applica-
tion under §424.530(a)(1) and, if applica-
ble, §424.530(a)(4).

(2) The revocation of the provider’s
or supplier’s Medicare enrollment
under §424.535(a)(1) and, if applicable,
§424.5356(a)(4).

(f) Undue risk. Upon receiving the in-
formation described in paragraphs (b)
and (c) of this section, CMS determines
whether any of the disclosed affili-
ations poses an undue risk of fraud,
waste, or abuse by considering the fol-
lowing factors:

(1) The duration of the affiliation.

(2) Whether the affiliation still exists
and, if not, how long ago it ended.

(3) The degree and extent of the af-
filiation.

(4) If applicable, the reason for the
termination of the affiliation.

(5) Regarding the affiliated provider’s
or supplier’s disclosable event under
paragraph (b) of this section:

(i) The type of disclosable event.
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(ii) When the disclosable event oc-
curred or was imposed.

(iii) Whether the affiliation existed
when the disclosable event occurred or
was imposed.

(iv) If the disclosable event is an un-
collected debt:

(A) The amount of the debt.

(B) Whether the affiliated provider or
supplier is repaying the debt.

(C) To whom the debt is owed.

(v) If a denial, revocation, termi-
nation, exclusion, or payment suspen-
sion is involved, the reason for the
disclosable event.

(6) Any other evidence that CMS
deems relevant to its determination.

(g) Determination of undue risk. A de-
termination by CMS that a particular
affiliation poses an undue risk of fraud,
waste, or abuse will result in, as appli-
cable, the denial of the provider’s or
supplier’s initial enrollment applica-
tion under §424.530(a)(13) or the revoca-
tion of the provider’s or supplier’s
Medicare enrollment under
§424.5356(a)(19).

(h) Duplicate data. A provider or sup-
plier is not required to report affili-
ation data in that portion of the Form
CMS-8565 application that collects af-
filiation information if the same data
is being reported in the ‘‘owning or
managing control” (or its successor)
section of the Form CMS-855 applica-
tion.

(i) Undisclosed affiliations. CMS may
apply §424.530(a)(13) or §424.535(a)(19) to
situations where a disclosable affili-
ation (as described in §424.519(b) and
(c)) poses an undue risk of fraud, waste
or abuse, but the provider or supplier
has not yet reported or is not required
at that time to report the affiliation to
CMS.

[84 FR 47853, Sept. 10, 2019]

§424.520 Effective date of Medicare
billing privileges.

(a) Surveyed, certified or accredited pro-
viders and suppliers. The effective date
for billing privileges for providers and
suppliers requiring State survey, cer-
tification or accreditation is specified
in §489.13 of this chapter. If a provider
or supplier is seeking accreditation
from a CMS-approved accreditation or-
ganization, the effective date is speci-
fied in §489.13.
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