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§424.518 Screening levels for Medicare
providers and suppliers.

A Medicare contractor is required to
screen all initial applications, revalida-
tion applications, change of ownership
applications pursuant to 42 CFR 489.18,
applications to add a new practice lo-
cation, and applications to report any
new owner (regardless of ownership
percentage) pursuant to a change of in-
formation or other enrollment trans-
action under title 42, based on a CMS
assessment of risk and assignment to a
level of ‘‘limited,” ‘‘moderate,” or
“high.”

(a) Limited categorical risk—(1) Limited
categorical risk: Provider and supplier
categories. CMS has designated the fol-
lowing providers and suppliers as
“limited” categorical risk:

(i) Physician or nonphysician practi-
tioners (including nurse practitioners,
CRNAS, occupational therapists,
speech/language pathologists, and audi-
ologists) and medical groups or clinics.

(ii) Ambulatory surgical centers.

(iii) Competitive Acquisition Pro-
gram/Part B Vendors.

(iv) End-stage renal disease facilities.

(v) Federally qualified health cen-
ters.

(vi) Histocompatibility laboratories.

(vii) Home infusion therapy sup-
pliers.

(viii) Hospitals, including critical ac-
cess hospitals, rural emergency hos-
pitals, Department of Veterans Affairs
hospitals, and other federally owned
hospital facilities.

(ix) Health programs operated by an
Indian Health Program (as defined in
section 4(12) of the Indian Health Care
Improvement Act) or an urban Indian
organization (as defined in section 4(29)
of the Indian Health Care Improvement
Act) that receives funding from the In-
dian Health Service pursuant to Title
V of the Indian Health Care Improve-
ment Act.

(x) Mammography screening centers.

(xi) Mass immunization roster billers

(xii) Opioid treatment programs (if
§424.67(b)(3)(ii) applies).

(xiii) Organ procurement organiza-
tions.

(xiv) Pharmacies newly enrolling or
revalidating via the CMS-855B applica-
tion.

(xv) Radiation therapy centers.
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(xvi) Religious non-medical health
care institutions.

(xvii) Rural health clinics.

(2) Limited screening level: Screening re-
quirements. When CMS designates a pro-
vider or supplier as a ‘“‘limited” cat-
egorical level of risk, the Medicare
contractor does all of the following:

(i) Verifies that a provider or supplier
meets all applicable Federal regula-
tions and State requirements for the
provider or supplier type prior to mak-
ing an enrollment determination.

(ii) Conducts license verifications, in-
cluding licensure verifications across
State lines for physicians or nonphysi-
cian practitioners and providers and
suppliers that obtain or maintain
Medicare billing privileges as a result
of State licensure, including State li-
censure in States other than where the
provider or supplier is enrolling.

(iii) Conducts database checks on a
pre- and post-enrollment basis to en-
sure that providers and suppliers con-
tinue to meet the enrollment criteria
for their provider/supplier type.

(b) Moderate categorical risk—(1) Mod-
erate categorical risk: Provider and sup-
plier categories. CMS has designated the
following providers and suppliers as
“moderate’ categorical risk:

(i) Ambulance service suppliers.

(ii) Community mental health cen-
ters.

(iii) Comprehensive outpatient reha-
bilitation facilities.

(iv) Hospice organizations.

(v) Independent clinical laboratories.

(vi) Independent diagnostic testing
facilities.

(vii) Physical therapists enrolling as
individuals or as group practices.

(viii) Portable x-ray suppliers.

(ix) Revalidating home health agen-
cies.

(x) Revalidating DMEPOS suppliers.

(xi) Revalidating MDPP suppliers.

(xii) Prospective (newly enrolling)
opioid treatment programs that have
been fully and continuously certified
by the Substance Abuse and Mental
Health Services Administration
(SAMHSA) since October 23, 2018.

(xiii) Revalidating opioid treatment
programs.

(xiv) Revalidating skilled nursing fa-
cilities (SNFs)
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(2) Moderate screening level: Screening
requirements. When CMS designates a
provider or supplier as a ‘‘moderate”
categorical level of risk, the Medicare
contractor does all of the following:

(i) Performs the ‘“‘limited” screening
requirements described in paragraph
(a)(2) of this section.

(ii) Conducts an on-site visit.

(c) High categorical risk—(1) High cat-
egorical risk: Provider and supplier cat-
egories. CMS has designated the fol-
lowing provider and supplier types as
“high” categorical risk:

(i) Prospective (newly
home health agencies.

(ii) Prospective (newly enrolling)
DMEPOS suppliers.

(iii) Prospective (newly enrolling)
MDPP suppliers

(iv) Prospective (newly enrolling)
opioid treatment programs that have
not been fully and continuously cer-
tified by SAMHSA since October 23,
2018.

(v) Prospective
(SNF's).

(vi) Enrolled OTPs that have not
been fully and continuously certified
by SAMHSA since October 23, 2018,
DMEPOS suppliers, MDPP suppliers,
HHASs, and SNFs that are submitting a
change of ownership application pursu-
ant to 42 CFR 489.18 or reporting any
new owner (regardless of ownership
percentage) pursuant to a change of in-
formation or other enrollment trans-
action under title 42.

(2) High screening level: Screening re-
quirements. When CMS designates a pro-
vider or supplier as a ‘high’ categor-
ical level of risk, the Medicare con-
tractor does all of the following:

(i) Performs the ‘“‘limited” and
“moderate’ screening requirements de-
scribed in paragraphs (a)(2) and (b)(2) of
this section.

(ii)(A) Requires the submission of a
set of fingerprints for a national back-
ground check from all individuals who
maintain a 5 percent or greater direct
or indirect ownership interest in the
provider or supplier; and

(B) Conducts a fingerprint-based
criminal history record check of the
Federal Bureau of Investigation’s Inte-
grated Automated Fingerprint Identi-
fication System on all individuals who
maintain a 5 percent or greater direct

enrolling)

(newly enrolling)
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or indirect ownership interest in the
provider or supplier.

(3) Adjustment in the categorical risk.
CMS adjusts the screening level from
“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
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paragraph (c)(2) of this section fail to
submit such fingerprints in accordance
with paragraph (d)(1) of this section,
the provider or supplier will have its
billing privileges—

(i) Denied under §424.530(a)(1); or

(ii) 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]

§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:
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(i) Legal name as reported to the In-
ternal Revenue Service or the Social
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.

(38) 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:
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