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letter requesting a hardship exception
from the application fee.

(3)(i) Notwithstanding the foregoing,
the contractor must first inform the
provider that the application fee was
not submitted in accordance with this
section.

(ii) Within 30 days after the date of
the notification, the contractor may
reject the application of the newly-en-
rolling institutional provider or revoke
the billing privileges of the currently
enrolled institutional provider that has
not submitted the fee.

(h) Consideration of hardship exception
request. CMS has 60 days in which to
approve or disapprove a hardship ex-
ception request. If a provider submits a
request for hardship exception to the
fee and the provider or supplier has not
already submitted the fee consistent
with provisions in §424.514(a) and (b),
and the request for hardship exception
is not approved, CMS notifies the pro-
vider or supplier that the hardship ex-
ception request was not approved and
allows the provider or supplier 30 days
from the date of notification to submit
the application fee.

(1) A Medicare contractor does not—

(i) Begin processing an enrollment
application that is accompanied by a
hardship exception request until CMS
has made a decision to approve or dis-
approve the hardship exception re-
quest; and

(ii) Deny an enrollment application
that is accompanied by a hardship ex-
ception request unless the hardship ex-
ception request is denied by CMS and
the provider or supplier fails to submit
the required application fee within 30
days of being notified that the request
for a hardship exception was denied.

(2) A hardship exception determina-
tion made by CMS is appealable using
§405.874 of this chapter.

[76 FR 5962, Feb. 2, 2011]

§424.515 Requirements for reporting
changes and updates to, and the
periodic revalidation of Medicare
enrollment information.

To maintain Medicare billing privi-
leges, a provider or supplier (other
than a DMEPOS supplier) must resub-
mit and recertify the accuracy of its
enrollment information every 5 years.
All providers and suppliers currently
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billing the Medicare program or ini-
tially enrolling in the Medicare pro-
gram are required to complete the ap-
plicable enrollment application. The
provider or supplier then enters a 5-
year revalidation cycle once a com-
pleted enrollment application is sub-
mitted and validated. (Ambulance serv-
ice providers must continue to resub-
mit enrollment information in accord-
ance with §410.41(c)(2) of this chapter
and DMEPOS suppliers must continue
to renew enrollment in accordance
with §424.57(e)). The requirements for
the resubmission, recertification and
reverification of enrollment informa-
tion include the following:

(a) Submission of the enrollment appli-
cation and supporting documentation.
The provider or supplier must meet the
submission, content, signature,
verification, operational, inspection,
and other requirements outlined in
§424.510.

(1) CMS contacts each provider or
supplier directly when it is time to re-
validate their enrollment information.

(2) A provider or supplier must sub-
mit to CMS the applicable enrollment
application with complete and accu-
rate information and applicable sup-
porting documentation within 60 cal-
endar days of our notification to resub-
mit and certify to the accuracy of its
enrollment information.

(b) Completion of any applicable State
surveys, certifications and provider agree-
ments. A new certification and a new
provider agreement are not required
for the purpose of resubmission and
certification for revalidation of enroll-
ment information. Providers and sup-
pliers must continue to meet the re-
quirements of parts 488 and 489 of this
chapter, or any currently established
supplier agreement, if applicable.

(c) On-site inspections. CMS reserves
the right to perform on-site inspections
of a provider or supplier to verify that
the information submitted to CMS or
its agents is accurate and to determine
compliance with Medicare enrollment
requirements. Site visits for enroll-
ment purposes do not affect those site
visits performed for establishing com-
pliance with conditions of participa-
tion.

(1) Medicare Part A providers. CMS de-
termines, upon on-site review, that the
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provider is no longer operational to
furnish Medicare covered items or serv-
ices, or the provider fails to satisfy any
of the Medicare enrollment require-
ments.

(2) Medicare Part B suppliers. CMS de-
termines, upon review that the supplier
is no longer operational to furnish
Medicare covered items or services, or
the supplier has failed to satisfy any or
all of the Medicare enrollment require-
ments, or has failed to furnish Medi-
care covered items or services as re-
quired by the statute or regulations.

(d) Off Cycle revalidations. (1) CMS re-
serves the right to perform off cycle re-
validations in addition to the regular 5-
year revalidations and may request
that a provider or supplier recertify
the accuracy of the enrollment infor-
mation when warranted to assess and
confirm the validity of the enrollment
information maintained by CMS. Off
cycle revalidations may be triggered as
a result of random checks, information
indicating local health care fraud prob-
lems, national initiatives, complaints,
or other reasons that cause CMS to
question the compliance of the pro-
vider or supplier with Medicare enroll-
ment requirements. Off cycle revalida-
tions may be accompanied by site vis-
its.

(2) CMS reserve the right to adjust
the routine b-year revalidation sched-
ule if we determine that revalidation
should occur on a more frequent basis
due to complaints or evidence we re-
ceive indicating noncompliance with
the statute or regulations by specific
provider or supplier types. The sched-
ule may also be on a less frequent basis
if we determine that the integrity of
and compliance with the statute and
regulations by specific provider or sup-
plier types indicates that less frequent
validation is justified. If a change oc-
curs, CMS notifies all affected pro-
viders and suppliers at least 90 days in
advance of implementing the change.

(3) CMS revalidates enrollment infor-
mation for ambulance service suppliers
in accordance with §410.41(c)(2) of this
chapter (Requirements for ambulance
suppliers), and DMEPOS suppliers re-
news enrollment in accordance with
§424.57(e) (Special payment rules for
items furnished by DMEPOS suppliers

§424.516

and issuance of DMEPOS supplier bill-
ing numbers).

(e) Additional off-cycle revalidation. On
or after March 23, 2012, Medicare pro-
viders and suppliers, including
DMEPOS suppliers, may be required to
revalidate their enrollment outside the
routine b-year revalidation cycle (3-
year DMEPOS supplier revalidation
cycle).

(1) CMS will contact providers or sup-
pliers to revalidate their enrollment
for off-cycle revalidation.

(2) As with all revalidations, re-
validations described in this paragraph
are conducted in accordance with the
screening procedures specified at
§424.518.

[71 FR 20776, Apr. 21, 2006, as amended at 76
FR 5963, Feb. 2, 2011]

§424.516 Additional provider and sup-
plier requirements for enrolling
and maintaining active enrollment
status in the Medicare program.

(a) Certifying compliance. CMS enrolls
and maintains an active enrollment
status for a provider or supplier when
that provider or supplier certifies that
it meets, and continues to meet, and
CMS verifies that it meets, and con-
tinues to meet, all of the following re-
quirements:

(1) Compliance with title XVIII of the
Act and applicable Medicare regula-
tions.

(2) Compliance with Federal and
State licensure, certification, and reg-
ulatory requirements, as required,
based on the type of services or sup-
plies the provider or supplier type will
furnish and bill Medicare.

(3) Not employing or contracting
with individuals or entities that meet
either of the following conditions:

(i) Excluded from participation in
any Federal health care programs, for
the provision of items and services cov-
ered under the programs, in violation
of section 1128A(a)(6) of the Act.

(ii) Debarred by the General Services
Administration (GSA) from any other
Executive Branch procurement or non-
procurement programs or activities, in
accordance with the Federal Acquisi-
tion and Streamlining Act of 1994, and
with the HHS Common Rule at 45 CFR
part 76.
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