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§ 423.2600 Payment appeals. 

If the Part D RAC did not apply its 
stated payment methodology correctly, 
a Part D plan sponsor may appeal the 
findings of the applied methodology. 
The payment methodology itself is not 
subject to appeal. 

§ 423.2605 Request for reconsideration. 

(a) Time for filing a request. The re-
quest for reconsideration must be filed 
with the designated independent re-
viewer within 60 calendar days from 
the date of the demand letter received 
by the Part D plan sponsor. 

(b) Content of request. (1) The request 
for reconsideration must be in writing 
and specify the findings or issues with 
which the Part D plan sponsor dis-
agrees. 

(2) The Part D plan sponsor must in-
clude with its request all supporting 
documentary evidence it wishes the 
independent reviewer to consider. 

(i) This material must be submitted 
in the format requested by CMS. 

(ii) Documentation, evidence, or sub-
stantiation submitted after the filing 
of the reconsideration request will not 
be considered. 

(c) CMS Rebuttal. CMS may file a re-
buttal to the Part D plan sponsor’s re-
consideration request. 

(1) The rebuttal must be submitted 
within 30 calendar days of the review 
entity’s notification to CMS that it has 
received the Part D plan sponsor’s re-
consideration request. 

(2) CMS sends its rebuttal to the Part 
D plan sponsor at the same time it is 
submitted to the independent reviewer. 

(d) Review entity. An independent re-
viewer conducts the reconsideration. 
The independent reviewer reviews the 
demand for repayment, the evidence 
and findings upon which it was based, 
and any evidence that the Part D plan 
sponsor or CMS submitted in accord-
ance with this section. 

(e) Notification of decision. The inde-
pendent reviewer informs CMS and the 
Part D plan sponsor of its decision in 
writing. 

(f) Effect of decision. A reconsider-
ation decision is final and binding un-
less the Part D plan sponsor requests a 
hearing official review in accordance 
with § 423.2610. 

(g) Right to hearing official review. A 
Part D plan sponsor that is dissatisfied 
with the independent reviewer’s recon-
sideration decision is entitled to a 
hearing official review as provided in 
§ 423.2610. 

§ 423.2610 Hearing official review. 

(a) Time for filing a request. A Part D 
plan sponsor must file with CMS a re-
quest for a hearing official review 
within 30 calendar days from the date 
of the independent reviewer’s issuance 
of a determination. 

(b) Content of the request. (1) The re-
quest must be in writing and must pro-
vide evidence or reasons or both to sub-
stantiate the request. 

(2) The Part D plan sponsor must sub-
mit with its request all supporting doc-
umentation, evidence, and substan-
tiation that it wants to be considered. 

(3) No new evidence may be sub-
mitted. 

(4) Documentation, evidence, or sub-
stantiation submitted after the filing 
of the request will not be considered. 

(c) CMS rebuttal. CMS may file a re-
buttal to the Part D plan sponsor’s 
hearing official review request. 

(1) The rebuttal must be submitted 
within 30 calendar days of the Part D 
plan sponsor’s submission of its hear-
ing official review request. 

(2) CMS sends its rebuttal to the Part 
D plan sponsor at the same time it is 
submitted to the hearing official. 

(d) Conducting a review. A CMS-des-
ignated hearing official conducts the 
hearing on the record. 

(1) The hearing is not to be conducted 
live or via telephone unless the hearing 
official, in his or her sole discretion, 
requests a live or telephonic hearing. 

(2) In all cases, the hearing official’s 
review is limited to information that 
meets one or more of the following: 

(i) The Part D RAC used in making 
its determinations. 

(ii) The independent reviewer used in 
making its determinations. 

(iii) The Part D plan sponsor submits 
with its hearing request. 

(iv) CMS submits in accordance with 
paragraph (c) of this section. 

(3) Neither the Part D plan sponsor 
nor CMS may submit new evidence. 

(e) Hearing official decision. The CMS 
hearing official decides the case within 
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60 days and sends a written decision to 
the Part D plan sponsor and CMS, ex-
plaining the basis for the decision. 

(f) Effect of hearing official decision. 
The hearing official’s decision is final 
and binding, unless the decision is re-
versed or modified by the CMS Admin-
istrator in accordance with § 423.2610. 

§ 423.2615 Review by the Adminis-
trator. 

(a) Request for review by Administrator. 
If a Part D plan sponsor is dissatisfied 
with the hearing official’s decision, it 
may request that the CMS Adminis-
trator review the decision. 

(1) The request must be filed with the 
CMS Administrator within 30 calendar 
days of the date of the hearing offi-
cial’s decision. 

(2) The request must provide evidence 
or reasons to substantiate the request. 

(b) Content of request. The Part D plan 
sponsor must submit with its request 
all supporting documentation, evi-
dence, and substantiation that it wants 
to be considered. 

(1) Documentation, evidence, or sub-
stantiation submitted after the filing 
of the request will not be considered. 

(2) Neither the Part D plan sponsor 
nor CMS may submit new evidence. 

(c) Discretionary review. After receiv-
ing a request for review, the CMS Ad-
ministrator has the discretion to re-
view the hearing official’s decision in 
accordance with paragraph (e) of this 
section or to decline to review said de-
cision. 

(d) Notification of decision whether to 
review. The CMS Administrator notifies 
the Part D plan sponsor within 45 days 
of receiving the Part D plan sponsor’s 
hearing request of whether he or she 
intends to review the hearing official’s 
decision. If the Administrator agrees to 
review the hearing official’s decision, 
CMS may file a rebuttal statement 
within 30 days of the Administrator’s 
notice to the plan sponsor that the re-
quest for review has been accepted. 
CMS sends its rebuttal statement to 
the plan sponsor at the same time it is 
submitted to the Administrator. If the 
CMS Administrator declines to review 
the hearing official’s decision, the 
hearing official’s decision is final and 
binding. 

(e) Administrator review. If the CMS 
Administrator agrees to review the 
hearing official’s decision, he or she de-
termines, based upon this decision, the 
hearing record, and any arguments 
submitted by the Part D plan sponsor 
or CMS in accordance with this sec-
tion, whether the determination should 
be upheld, reversed, or modified. The 
CMS Administrator furnishes a written 
decision, which is final and binding, to 
the Part D plan sponsor and to CMS. 

PART 424—CONDITIONS FOR 
MEDICARE PAYMENT 

Subpart A—General Provisions 

Sec. 
424.1 Basis and scope. 
424.3 Definitions. 
424.5 Basic conditions. 
424.7 General limitations. 

Subpart B—Certification and Plan 
Requirements 

424.10 Purpose and scope. 
424.11 General procedures. 
424.13 Requirements for inpatient services 

of hospitals other than inpatient psy-
chiatric facilities. 

424.14 Requirements for inpatient services 
of inpatient psychiatric facilities. 

424.15 Requirements for inpatient CAH serv-
ices. 

424.16 Timing of certification for individual 
admitted to a hospital before entitle-
ment to Medicare benefits. 

424.20 Requirements for posthospital SNF 
care. 

424.22 Requirements for home health serv-
ices. 

424.24 Requirements for medical and other 
health services furnished by providers 
under Medicare Part B. 

424.27 Requirements for comprehensive out-
patient rehabilitation facility (CORF) 
services. 

Subpart C—Claims for Payment 

424.30 Scope. 
424.32 Basic requirements for all claims. 
424.33 Additional requirements: Claims for 

services of providers and claims by sup-
pliers and nonparticipating hospitals. 

424.34 Additional requirements: Bene-
ficiary’s claim for direct payment. 

424.36 Signature requirements. 
424.37 Evidence of authority to sign on be-

half of the beneficiary. 
424.40 Request for payment effective for 

more than one claim. 
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424.44 Time limits for filing claims. 

Subpart D—To Whom Payment is Ordinarily 
Made 

424.50 Scope. 

424.51 Payment to the provider. 

424.52 Payment to a nonparticipating hos-
pital. 

424.53 Payment to the beneficiary. 

424.54 Payment to the beneficiary’s legal 
representative or representative payee. 

424.55 Payment to the supplier. 

424.56 Payment to a beneficiary and to a 
supplier. 

424.57 Special payment rules for items fur-
nished by DMEPOS suppliers and 
issuance of DMEPOS supplier billing 
privileges. 

424.58 Accreditation. 

Subpart E—To Whom Payment is Made in 
Special Situations 

424.60 Scope. 

424.62 Payment after beneficiary’s death: 
Bill has been paid. 

424.64 Payment after beneficiary’s death: 
Bill has not been paid. 

424.66 Payment to entities that provide cov-
erage complementary to Medicare Part 
B. 

424.67 Enrollment requirements for opioid 
treatment programs (OTP). 

424.68 Enrollment requirements for home 
infusion therapy suppliers. 

Subpart F—Limitations on Assignment and 
Reassignment of Claims 

424.70 Basis and scope. 

424.71 Definitions. 

424.73 Prohibition of assignment of claims 
by providers. 

424.74 Termination of provider agreement. 

424.80 Prohibition of reassignment of claims 
by suppliers. 

424.82 Revocation of right to receive as-
signed benefits. 

424.83 Hearings on revocation of right to re-
ceive assigned benefits. 

424.84 Final determination on revocation of 
right to receive assigned benefits. 

424.86 Prohibition of assignment of claims 
by beneficiaries. 

424.90 Court ordered assignments: Condi-
tions and limitations. 

Subpart G—Special Conditions: Emer-
gency Services Furnished by a Non-
participating Hospital 

424.100 Scope. 

424.101 Definitions. 

424.102 Situations that do not constitute an 
emergency. 

424.103 Conditions for payment for emer-
gency services. 

424.104 Election to claim payment for emer-
gency services furnished during a cal-
endar year. 

424.106 Criteria for determining whether the 
hospital was the most accessible. 

424.108 Payment to a hospital. 
424.109 Payment to the beneficiary. 

Subpart H—Special Conditions: Services 
Furnished in a Foreign Country 

424.120 Scope. 
424.121 Scope of payments. 
424.122 Conditions for payment for emer-

gency inpatient hospital services. 
424.123 Conditions for payment for non-

emergency inpatient services furnished 
by a hospital closer to the individual’s 
residence. 

424.124 Conditions for payment for physi-
cian services and ambulance services. 

424.126 Payment to the hospital. 
424.127 Payment to the beneficiary. 

Subpart I—Requirements for Medicare Dia-
betes Prevention Program Suppliers 
and Beneficiary Engagement Incen-
tives Under the Medicare Diabetes 
Prevention Program Expanded Model 

424.200 Scope. 
424.205 Requirements for Medicare Diabetes 

Prevention Program suppliers. 
424.210 Beneficiary engagement incentives 

under the Medicare Diabetes Prevention 
Program expanded model. 

Subparts J–L [Reserved] 

Subpart M—Replacement and 
Reclamation of Medicare Payments 

424.350 Replacement of checks that are lost, 
stolen, defaced, mutilated, destroyed, or 
paid on forged endorsements. 

424.352 Intermediary and carrier checks 
that are lost, stolen, defaced, mutilated, 
destroyed, or paid on forged endorse-
ments. 

Subparts N–O [Reserved] 

Subpart P—Requirements for Establishing 
and Maintaining Medicare Billing Privileges 

424.500 Scope. 
424.502 Definitions. 
424.505 Basic enrollment requirement. 
424.506 National Provider Identifier (NPI) 

on all enrollment applications and 
claims. 

424.507 Ordering and referring covered items 
and services for Medicare beneficiaries. 

424.510 Requirements for enrolling in the 
Medicare program. 
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424.514 Application fee. 

424.515 Requirements for reporting changes 
and updates to, and the periodic revalida-
tion of Medicare enrollment information. 

424.516 Additional provider and supplier re-
quirements for enrolling and maintain-
ing active enrollment status in the Medi-
care program. 

424.517 Onsite review. 

424.518 Screening levels for Medicare pro-
viders and suppliers. 

424.519 Disclosure of affiliations. 

424.520 Effective date of Medicare billing 
privileges. 

424.521 Request for payment by certain pro-
vider and supplier types. 

424.522 Additional effective dates. 

424.525 Rejection of a provider’s or sup-
plier’s application for Medicare enroll-
ment. 

424.526 Return of a provider’s or supplier’s 
enrollment application. 

424.527 Provisional period of enhanced over-
sight. 

424.530 Denial of enrollment in the Medicare 
program. 

424.535 Revocation of enrollment in the 
Medicare program. 

424.540 Deactivation of Medicare billing 
privileges. 

424.541 Stay of enrollment. 

424.542 Prohibition on ordering, certifying, 
referring, or prescribing based on felony 
conviction. 

424.545 Provider and supplier appeal rights. 

424.546 Deactivation rebuttals. 

424.550 Prohibitions on the sale or transfer 
of billing privileges. 

424.555 Payment liability. 

424.565 Overpayment. 

424.570 Moratoria on newly enrolling Medi-
care providers and suppliers. 

424.575 Rural emergency hospitals. 

AUTHORITY: 42 U.S.C. 1302 and 1395hh. 

SOURCE: 53 FR 6634, Mar. 2, 1988, unless oth-
erwise noted. 

Subpart A—General Provisions 

§ 424.1 Basis and scope. 

(a) Statutory basis. (1) This part is 
based on the indicated provisions of the 
following sections of the Act: 

1814—Basic conditions for, and limitations 
on, Medicare payments for Part A services. 

1815—Payment to providers for Part A 
services. 

1820—Conditions for designating certain 
hospitals as critical assess hospitals. 

1833(e)—Requirement to furnish informa-
tion to determine payment. 

1834(a)—Payment for durable medical 
equipment. 

1834(j)—Requirements for suppliers of med-
ical equipment and supplies. 

1835—Procedures for payment to providers 
for Part B services. 

1842(b)(3)(B)(ii)—Assignment of Part B 
Medicare claims. 

1842(b)(6)—Payment to entities other than 
the supplier. 

1848—Payment for physician services. 

1870(e) and (f)—Settlement of claims after 
death of the beneficiary. 

(2) Section 424.444(c) is also based on 
section 216(j) of the Act. 

(b) Scope. This part sets forth certain 
specific conditions and limitations ap-
plicable to Medicare payments and 
cites other conditions and limitations 
set forth elsewhere in this chapter. 
This subpart A provides a general over-
view. Other subparts deal specifically 
with— 

(1) The requirement that the need for 
services be certified and that a physi-
cian establish a plan of treatment (sub-
part B); 

(2) The procedures and time limits 
for filing claims (subpart C); 

(3) The individuals or entities to 
whom payment may be made (subparts 
D and E); 

(4) The limitations on assignment 
and reassignment of claims (subpart 
F); 

(5) Special requirements that apply 
to services furnished by nonpartici-
pating U.S. hospitals and foreign hos-
pitals (subparts G and H); and 

(6) The replacement and reclamation 
of Medicare payment checks (subpart 
M). 

(c) Other applicable rules. Except for 
§ 424.40(c)(3), this part does not deal 
with the conditions for payment of 
rural health clinic (RHC) services, Fed-
erally qualified health center (FQHC) 
services, or ambulatory surgical center 
(ASC) services. Those conditions are 
set forth in part 405, subpart X, and 
part 481 subpart A of this chapter for 
RHC and FQHC services; and in part 416 
of this chapter, for ASC services. The 
rules for physician certification of ter-
minal illness, required in connection 
with hospice care, are set forth in 
§ 418.22 of this chapter. 

[53 FR 6634, Mar. 2, 1988, as amended at 60 FR 
38271, July 26, 1995; 60 FR 50442, Sept. 29, 1995; 
62 FR 46035, Aug. 29, 1997; 71 FR 20775, Apr. 21, 
2006; 71 FR 48409, Aug. 18, 2006] 
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§ 424.3 Definitions. 

As used in this part, unless the con-
text indicates otherwise— 

HCPCS means Healthcare Common 
Procedure Coding System. 

ICD–9–CM means International Clas-
sification of Diseases, Ninth Revision, 
Clinical Modification. 

Nonparticipating hospital means a hos-
pital that does not have in effect a pro-
vider agreement to participate in Medi-
care. 

Participating hospital means a hos-
pital that has in effect a provider 
agreement to participate in Medicare. 

[53 FR 6634, Mar. 2, 1988, as amended at 59 FR 
10299, Mar. 4, 1994; 63 FR 26311, May 12, 1998; 
70 FR 45055, Aug. 4, 2005] 

§ 424.5 Basic conditions. 

(a) As a basis for Medicare payment, 
the following conditions must be met: 

(1) Types of services. The services 
must be— 

(i) Covered services, as specified in 
part 409 or part 410 of this chapter; or 

(ii) Services excluded from coverage 
as custodial care or services not rea-
sonable and necessary, but reimburs-
able in accordance with §§ 405.332 
through 405.334 of this chapter, per-
taining to limitation of liability. 

(2) Sources of services. The services 
must have been furnished by a pro-
vider, nonparticipating hospital, or 
supplier that was, at the time it fur-
nished the services, qualified to have 
payment made for them. 

(3) Beneficiary of services. Except as 
provided in § 409.68 of this chapter, the 
services must have been furnished 
while the individual was eligible to 
have payment made for them. (Section 
409.68 provides for payment of inpatient 
hospital services furnished before the 
hospital is notified that the beneficiary 
has exhausted the Medicare benefits 
available for the current benefit pe-
riod.) 

(4) Certification of need for services. 
When required, the provider must ob-
tain certification and recertification of 
the need for the services in accordance 
with subpart B of this part. 

(5) Claim for payment. The provider, 
supplier, or beneficiary, as appropriate, 
must file a claim that includes or 
makes reference to a request for pay-

ment, in accordance with subpart C of 

this part. 

(6) Sufficient information. The pro-

vider, supplier, or beneficiary, as ap-

propriate, must furnish to the inter-

mediary or carrier sufficient informa-

tion to determine whether payment is 

due and the amount of payment. 

(b) Additional conditions applicable 

in certain circumstances or to certain 

services are set forth in other sections 

of this part. 

[53 FR 6635, Mar. 2, 1988; 53 FR 12945, Apr. 20, 

1988; 60 FR 38271, July 26, 1995] 

§ 424.7 General limitations. 

(a) Utilization review finding on med-

ical necessity. When a QIO or a UR com-

mittee notifies a hospital or SNF of its 

finding that further services are not 

medically necessary, the following 

rules apply: 

(1) Hospitals subject to PPS. Payment 

may not be made for inpatient hospital 

services furnished by a PPS hospital 

after the second day after the day on 

which the hospital received the notice. 

(2) Hospitals not subject to PPS and 

SNFs—(i) Basic rule. Except as provided 

in paragraph (a)(2)(ii) of this section, 

payment may not be made for inpa-

tient hospital services or posthospital 

SNF care furnished after the day on 

which the hospital or SNF received the 

notice. 

(ii) Exception. Payment may be made 

for 1 or 2 additional days if the QIO or 

UR committee approves them as nec-

essary for planning for post-discharge 

care. 

(b) Failure to make timely utilization 

review. Payment may not be made for 

inpatient hospital services or 

posthospital SNF care furnished, after 

the 20th consecutive day of a stay, to 

an individual who is admitted to the 

hospital or SNF after CMS has deter-

mined that the hospital or SNF has 

failed to make timely utilization re-

view in long stay cases. (This provision 

does not apply to a hospital or SNF for 

which a QIO has assumed binding re-

view.) 

[53 FR 6635, Mar. 2, 1988; 53 FR 12945, Apr. 20, 

1988] 
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Subpart B—Certification and Plan 
Requirements 

§ 424.10 Purpose and scope. 

(a) Purpose. The physician has a 
major role in determining utilization 
of health services furnished by pro-
viders. The physician decides upon ad-
missions, orders tests, drugs, and treat-
ments, and determines the length of 
stay. Accordingly, sections 1814(a)(2) 
and 1835(a)(2) of the Act establish as a 
condition for Medicare payment that a 
physician certify the necessity of the 
services and, in some instances, recer-
tify the continued need for those serv-
ices. 

Section 1814(a)(2) of the Act also per-
mits nurse practitioners, clinical nurse 
specialists, or physician assistants to 
certify and recertify the need for post- 
hospital extended care services. 

(b) Scope. This subpart sets forth the 
timing, content, and signature require-
ments for certification and recertifi-
cation with respect to certain Medicare 
services furnished by providers. 

[60 FR 38271, July 26, 1995, as amended at 78 
FR 47968, Aug. 6, 2013] 

§ 424.11 General procedures. 

(a) Responsibility of the provider. The 
provider must— 

(1) Obtain the required certification 
and recertification statements; 

(2) Keep them on file for verification 
by the intermediary, if necessary; and 

(3) Certify, on the appropriate billing 
form, that the statements have been 
obtained and are on file. 

(b) Obtaining the certification and re-
certification statements. No specific pro-
cedures or forms are required for cer-
tification and recertification state-
ments. The provider may adopt any 
method that permits verification. The 
certification and recertification state-
ments may be entered on forms, notes, 
or records that the appropriate indi-
vidual signs, or on a special separate 
form. Except as provided in paragraph 
(d) of this section for delayed certifi-
cations, there must be a separate 
signed statement for each certification 
or recertification. If supporting infor-
mation for the signed statement is con-
tained in other provider records (such 

as physicians’ progress notes), it need 
not be repeated in the statement itself. 

(c) Required information. The suc-
ceeding sections of this subpart set 
forth specific information required for 
different types of services. 

(d) Timeliness. (1) The succeeding sec-
tions of this subpart also specify the 
timeframes for certification and for 
initial and subsequent recertifications. 

(2) A hospital or SNF may provide for 
obtaining a certification or recertifi-
cation earlier than required by these 
regulations or vary the timeframe 
(within the prescribed outer limits) for 
different diagnostic or clinical cat-
egories. 

(3) Delayed certification and recer-
tification statements are acceptable 
when there is a legitimate reason for 
delay. (For instance, the patient was 
unaware of his or her entitlement when 
he or she was treated.) Delayed certifi-
cation and recertification statements 
must include an explanation of the rea-
sons for the delay. 

(4) A delayed certification may be in-
cluded with one or more recertifi-
cations on a single signed statement. 

(5) For all inpatient hospital services, 
including inpatient psychiatric facility 
services, a delayed certification may 
not extend past discharge. 

(e) Limitation on authorization to sign 
statements. A certification or recertifi-
cation statement may be signed only 
by one of the following: 

(1) A physician who is a doctor of 
medicine or osteopathy. 

(2) A dentist in the circumstances 
specified in § 424.13(d). 

(3) A doctor of podiatric medicine if 
his or her certification is consistent 
with the functions he or she is author-
ized to perform under State law. 

(4) A nurse practitioner or clinical 
nurse specialist as defined in paragraph 
(e)(5) or (e)(6) of this section, or a phy-
sician assistant as defined in section 
1861(aa)(5)(A) of the Act, in the cir-
cumstances specified in § 424.20(e). 

(5) For purposes of this section, to 
qualify as a nurse practitioner, an indi-
vidual must— 

(i) Be a registered professional nurse 
who is currently licensed to practice 
nursing in the State where he or she 
practices; be authorized to perform the 



1052 

42 CFR Ch. IV (10–1–24 Edition) § 424.13 

services of a nurse practitioner in ac-
cordance with State law; and have a 
master’s degree in nursing; 

(ii) Be certified as a nurse practi-
tioner by a professional association 
recognized by CMS that has, at a min-
imum, eligibility requirements that 
meet the standards in paragraph 
(e)(5)(i) of this section; or 

(iii) Meet the requirements for a 
nurse practitioner set forth in para-
graph (e)(5)(i) of this section, except for 
the master’s degree requirement, and 
have received before August 25, 1998 a 
certificate of completion from a formal 
advanced practice program that pre-
pares registered nurses to perform an 
expanded role in the delivery of pri-
mary care. 

(6) For purposes of this section, to 
qualify as a clinical nurse specialist, an 
individual must— 

(i) Be a registered professional nurse 
who is currently licensed to practice 
nursing in the State where he or she 
practices; be authorized to perform the 
services of a clinical nurse specialist in 
accordance with State law; and have a 
master’s degree in a defined clinical 
area of nursing; 

(ii) Be certified as a clinical nurse 
specialist by a professional association 
recognized by CMS that has at a min-
imum, eligibility requirements that 
meet the standards in paragraph 
(e)(6)(i) of this section; or 

(iii) Meet the requirements for a clin-
ical nurse specialist set forth in para-
graph (e)(6)(i) of this section, except for 
the master’s degree requirement, and 
have received before August 25, 1998 a 
certificate of completion from a formal 
advanced practice program that pre-
pares registered nurses to perform an 
expanded role in the delivery of pri-
mary care. 

[53 FR 6634, Mar. 2, 1988, as amended at 56 FR 
8845, Mar. 1, 1991; 60 FR 38272, July 26, 1995; 78 
FR 47968, Aug. 6, 2013; 78 FR 50969, Aug. 19, 
2013; 79 FR 50359, Aug. 22, 2014; 83 FR 41706, 
Aug. 17, 2018] 

§ 424.13 Requirements for inpatient 
services of hospitals other than in-
patient psychiatric facilities. 

(a) Content of certification and recer-
tification. Medicare Part A pays for in-
patient hospital services (other than 
inpatient psychiatric facility services) 

for cases that are 20 inpatient days or 
more, or are outlier cases under sub-
part F of part 412 of this chapter, only 
if a physician certifies or recertifies 
the following: 

(1) The reasons for either— 

(i) Continued hospitalization of the 
patient for medical treatment or medi-
cally required diagnostic study; or 

(ii) Special or unusual services for 
cost outlier cases (under the prospec-
tive payment system set forth in sub-
part F of part 412 of this chapter). 

(2) The estimated time the patient 
will need to remain in the hospital. 

(3) The plans for posthospital care, if 
appropriate. 

(b) Timing of certification. For outlier 
cases under subpart F of part 412 of this 
chapter, the certification must be 
signed and documented in the medical 
record and as specified in paragraphs 
(e) through (h) of this section. For all 
other cases, the certification must be 
signed and documented no later than 20 
days into the hospital stay. 

(c) Certification of need for hospitaliza-
tion when a SNF bed is not available. (1) 
The physician may certify or recertify 
need for continued hospitalization if he 
or she finds that the patient could re-
ceive proper treatment in a SNF but no 
bed is available in a participating SNF. 

(2) If this is the basis for the physi-
cian’s certification or recertification, 
the required statement must so indi-
cate; and the certifying physician is ex-
pected to continue efforts to place the 
patient in a participating SNF as soon 
as a bed becomes available. 

(d) Signatures—(1) Basic rule. Except 
as specified in paragraph (d)(2) of this 
section, certifications and recertifi-
cations must be signed by the physi-
cian responsible for the case, or by an-
other physician who has knowledge of 
the case and who is authorized to do so 
by the responsible physician or by the 
hospital’s medical staff. 

(2) Exception. If the intermediary re-
quests certification of the need to 
admit a patient in connection with 
dental procedures, because his or her 
underlying medical condition and clin-
ical status or the severity of the dental 
procedures require hospitalization, 
that certification may be signed by the 
dentist caring for the patient. 
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(e) Timing of certifications and recertifi-
cations: Outlier cases not subject to the 
prospective payment system (PPS). (1) For 
outlier cases that are not subject to 
the PPS, certification is required no 
later than as of the 12th day of hos-
pitalization. A hospital may, at its op-
tion, provide for the certification to be 
made earlier, or it may vary the timing 
of the certification within the 12-day 
period by diagnostic or clinical cat-
egories. 

(2) The first recertification is re-
quired no later than as of the 18th day 
of hospitalization. 

(3) Subsequent recertifications are 
required at intervals established by the 
UR committee (on a case-by-case basis 
if it so chooses), but no less frequently 
than every 30 days. 

(f) Timing of certification and recertifi-
cation: Outlier cases subject to PPS. For 
outlier cases subject to the PPS, cer-
tification is required as follows: 

(1) For day outlier cases, certifi-
cation is required no later than 1 day 
after the hospital reasonably assumes 
that the case meets the outlier cri-
teria, established in accordance with 
§ 412.80(a)(1)(i) of this chapter, or no 
later than 20 days into the hospital 
stay, whichever is earlier. The first and 
subsequent recertifications are re-
quired at intervals established by the 
UR committee (on a case-by-case basis 
if it so chooses) but not less frequently 
than every 30 days. 

(2) For cost outlier cases, certifi-
cation is required no later than the 
date on which the hospital requests 
cost outlier payment or 20 days into 
the hospital stay, whichever is earlier. 
If possible, certification must be made 
before the hospital incurs costs for 
which it will seek cost outlier pay-
ment. In cost outlier cases, the first 
and subsequent recertifications are re-
quired at intervals established by the 
UR committee (on a case-by-case basis 
if it so chooses). 

(g) Recertification requirement fulfilled 
by utilization review. (1) At the hos-
pital’s option, extended stay review by 
its UR committee may take the place 
of the second and subsequent recertifi-
cations required for outlier cases not 
subject to PPS and for PPS day-outlier 
cases. 

(2) A utilization review that is used 

to fulfill the recertification require-

ment is considered timely if performed 

no later than the seventh day after the 

day the recertification would have been 

required. The next recertification 

would need to be made no later than 

the 30th day following such review; if 

review by the UR committee took the 
place of this recertification, the review 
could be performed as late as the sev-
enth day following the 30th day. 

(h) Description of procedures. The hos-
pital must have available on file a 
written description that specifies the 
time schedule for certifications and re-
certifications, and indicates whether 
utilization review of long-stay cases 
fulfills the requirement for second and 
subsequent recertifications of all 
outlier cases not subject to PPS and of 
PPS day outlier cases. 

[78 FR 50969, Aug. 19, 2013, as amended at 79 

FR 67033, Nov. 10, 2014] 

§ 424.14 Requirements for inpatient 
services of inpatient psychiatric fa-
cilities. 

(a) Requirements for certification and 
recertification: General considerations. 
Certification begins with the order for 
inpatient admission. The content re-
quirements differ from those for other 
hospitals because the care furnished in 
inpatient psychiatric facilities is often 
purely custodial and thus not covered 
under Medicare. The purpose of the 
statements, therefore, is to help ensure 
that Medicare pays only for services of 
the type appropriate for Medicare cov-
erage. Accordingly, Medicare Part A 
pays for inpatient services in an inpa-
tient psychiatric facility only if a phy-
sician certifies and recertifies the need 
for services consistent with the re-
quirements of this section, as appro-
priate. 

(b) Content of certification. The physi-
cian must certify— 

(1) That inpatient psychiatric serv-
ices were required for treatment that 
could reasonably be expected to im-
prove the patient’s condition, or for di-
agnostic study. 

(2) That the inpatient psychiatric 
services were provided in accordance 
with § 412.3 of this chapter. 
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(c) Content of recertification. (1) Inpa-
tient services furnished since the pre-
vious certification or recertification 
were, and continue to be, required— 

(i) For treatment that could reason-
ably be expected to improve the pa-
tient’s condition; or 

(ii) For diagnostic study; and 

(2) The hospital records show that 
the services furnished were— 

(i) Intensive treatment services; 

(ii) Admission and related services 
necessary for diagnostic study; or 

(iii) Equivalent services. 

(3) The patient continues to need, on 
a daily basis, active treatment fur-
nished directly by or requiring the su-
pervision of inpatient psychiatric facil-
ity personnel. 

(d) Timing of certification and recertifi-
cation. (1) Certification is required at 
the time of admission or as soon there-
after as is reasonable and practicable, 
and must be completed and docu-
mented in the medical record prior to 
discharge. 

(2) The first recertification is re-
quired as of the 12th day of hospitaliza-
tion. Subsequent recertifications are 
required at intervals established by the 
UR committee (on a case-by-case basis 
if it so chooses), but no less frequently 
than every 30 days. 

(e) Other requirements. Inpatient psy-
chiatric facilities must also meet the 
requirements set forth in § 424.13(c), (d), 
(g), and (h). 

[53 FR 6634, Mar. 2, 1988, as amended at 71 FR 

27087, May 9, 2006; 71 FR 37504, June 30, 2006; 

78 FR 50970, Aug. 19, 2013] 

§ 424.15 Requirements for inpatient 
CAH services. 

(a) Medicare Part A pays for inpa-
tient CAH services only if a physician 
certifies that the individual may rea-
sonably be expected to be discharged or 
transferred to a hospital within 96 
hours after admission to the CAH, and 
that the services are provided in ac-
cordance with § 412.3 of this chapter. 

(b) Certification begins with the 
order for inpatient admission. All cer-
tification requirements must be com-
pleted, signed, and documented in the 
medical record no later than 1 day be-
fore the date on which the claim for 

payment for the inpatient CAH service 
is submitted. 

[78 FR 50970, Aug. 19, 2013, as amended at 79 
FR 50359, Aug. 22, 2014] 

§ 424.16 Timing of certification for in-
dividual admitted to a hospital be-
fore entitlement to Medicare bene-
fits. 

(a) Basic rule. If an indivdual is ad-
mitted to a hospital before becoming 
entitled to Medicare benefits (for in-
stance, before attaining age 65), the 
day of entitlement (instead of the day 
of admission) is the starting point for 
the time limits specified in subpart B 
of this part for certification and recer-
tification. 

(b) Example. (Hospital that is not a psy-
chiatric hospital and is not subject to 
PPS). For a patient who is admitted on 
August 15 and becomes entitled on Sep-
tember 1— 

(1) The certification is required no 
later than September 12; 

(2) The first recertification is re-
quired no later than September 18; and 

(3) Subsequent recertifications are 
required at least every 30 days after 
September 18. 

[53 FR 6635, Mar. 2, 1988; 53 FR 12945, Apr. 20, 
1988, as amended at 78 FR 50970, Aug. 19, 2013] 

§ 424.20 Requirements for posthospital 
SNF care. 

Medicare Part A pays for 
posthospital SNF care furnished by an 
SNF, or a hospital or CAH with a 
swing-bed approval, only if the certifi-
cation and recertification for services 
are consistent with the content of 
paragraph (a) or (c) of this section, as 
appropriate. 

(a) Content of certification—(1) General 
requirements. Posthospital SNF care is 
or was required because— 

(i) The individual needs or needed on 
a daily basis skilled nursing care (fur-
nished directly by or requiring the su-
pervision of skilled nursing personnel) 
or other skilled rehabilitation services 
that, as a practical matter, can only be 
provided in an SNF or a swing-bed hos-
pital on an inpatient basis, and the 
SNF care is or was needed for a condi-
tion for which the individual received 
inpatient care in a participating hos-
pital or a qualified hospital, as defined 
in § 409.3 of this chapter, or for a new 
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condition that arose while the indi-
vidual was receiving care in the SNF or 
swing-bed hospital for a condition for 
which he or she received inpatient care 
in a participating or qualified hospital; 
or 

(ii) The individual has been correctly 
assigned one of the case-mix classifiers 
that CMS designates as representing 
the required level of care, as provided 
in § 409.30 of this chapter. 

(2) Special requirement for certifications 
performed prior to July 1, 2002: A swing- 
bed hospital with more than 49 beds (but 
fewer than 100) that does not transfer a 
swing-bed patient to a SNF within 5 days 
of the availability date. Transfer of the 
extended care patient to the SNF is not 
medically appropriate. 

(b) Timing of certification—(1) General 
rule. The certification must be ob-
tained at the time of admission or as 
soon thereafter as is reasonable and 
practicable. 

(2) Special rules for certain swing-bed 
hospitals. For swing-bed hospitals with 
more than 49 beds that are approved 
after March 31, 1988, the extended care 
patient’s physician has 5 days (exclud-
ing weekends and holidays) beginning 
on the availability date as defined in 
§ 413.114(b), to certify that the transfer 
of the extended care patient is not 
medically appropriate. 

(c) Content of recertifications. (1) The 
reasons for the continued need for 
posthospital SNF care: 

(2) The estimated time the individual 
will need to remain in the SNF; 

(3) Plans for home care, if any; and 
(4) If appropriate, the fact that con-

tinued services are needed for a condi-
tion that arose after admission to the 
SNF and while the individual was still 
under treatment for the condition for 
which he or she had received inpatient 
hospital services. 

(d) Timing of recertifications. (1) The 
first recertification is required no later 
than the 14th day of posthospital SNF 
care. 

(2) Subsequent recertifications are 
required at least every 30 days after 
the first recertification. 

(e) Signature. Certification and recer-
tification statements may be signed 
by— 

(1) The physician responsible for the 
case or, with his or her authorization, 

by a physician on the SNF staff or a 

physician who is available in case of an 

emergency and has knowledge of the 

case; or 

(2) A physician extender (that is, a 

nurse practitioner, a clinical nurse spe-

cialist, or a physician assistant as 

those terms are defined in section 

1861(aa)(5) of the Act) who does not 

have a direct or indirect employment 

relationship with the facility but who 

is working in collaboration with a phy-

sician. For purposes of this section— 

(i) Collaboration. (A) Collaboration 

means a process whereby a physician 

extender works with a doctor of medi-

cine or osteopathy to deliver health 

care services. 

(B) The services are delivered within 

the scope of the physician extender’s 

professional expertise, with medical di-

rection and appropriate supervision as 

provided for in guidelines jointly devel-

oped by the physician extender and the 

physician or other mechanisms defined 

by Federal regulations and the law of 

the State in which the services are per-

formed. 

(ii) Types of employment relationships. 
(A) Direct employment relationship. A di-

rect employment relationship with the 

facility is one in which the physician 

extender meets the common law defini-

tion of the facility’s ‘‘employee,’’ as 

specified in §§ 404.1005, 404.1007, and 

404.1009 of title 20 of the regulations. 

When a physician extender meets this 

definition with respect to an entity 

other than the facility itself, and that 

entity has an agreement with the facil-

ity for the provision of nursing services 

under § 409.21 of this subchapter, the fa-

cility is considered to have an indirect 
employment relationship with the phy-
sician extender. 

(B) Indirect employment relationship. 
(1) When a physician extender meets 
the definition of a direct employment 
relationship in paragraph (e)(2)(ii)(A) 
of this section with respect to an enti-
ty other than the facility itself, and 
that entity has an agreement with the 
facility for the provision of nursing 
services under § 409.21 of this sub-
chapter, the facility is considered to 
have an indirect employment relation-
ship with the physician extender. 
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(2) An indirect employment relation-
ship does not exist if the agreement be-
tween the entity and the facility in-
volves only the performance of dele-
gated physician tasks under § 483.30(e) 
of this chapter. 

(f) Recertification requirement fulfilled 
by utilization review. A SNF may sub-
stitute utilization review of extended 
stay cases for the second and subse-
quent recertifications, if it includes 
this procedure in its utilization review 
plan. 

(g) Description of procedures. The SNF 
must have available on file a written 
description that specifies the certifi-
cation and recertification time sched-
ule and indicates whether utilization 
review is used as an alternative to the 
second and subsequent recertifications. 

[53 FR 6634, Mar. 2, 1988, as amended at 54 FR 
37275, Sept. 7, 1989; 58 FR 30671, May 26, 1993; 
60 FR 38272, July 26, 1995; 62 FR 46037, Aug. 29, 
1997; 63 FR 26311, May 12, 1998; 63 FR 53307, 
Oct. 5, 1998; 66 FR 39600, July 31, 2001; 70 FR 
45055, Aug. 4, 2005; 75 FR 73626, Nov. 29, 2010; 
82 FR 36635, Aug. 4, 2017; 83 FR 39290, Aug. 8, 
2018] 

§ 424.22 Requirements for home health 
services. 

Medicare Part A or Part B pays for 
home health services only if a physi-
cian or allowed practitioner as defined 
at § 484.2 of this chapter certifies and 
recertifies the content specified in 
paragraphs (a)(1) and (b)(2) of this sec-
tion, as appropriate. 

(a) Certification—(1) Content of certifi-
cation. As a condition for payment of 
home health services under Medicare 
Part A or Medicare Part B, a physician 
or allowed practitioner must certify 
the patient’s eligibility for the home 
health benefit, as outlined in sections 
1814(a)(2)(C) and 1835(a)(2)(A) of the 
Act, as follows in paragraphs (a)(1)(i) 
through (v) of this section. The pa-
tient’s medical record, as specified in 
paragraph (c) of this section, must sup-
port the certification of eligibility as 
outlined in paragraph (a)(1)(i) through 
(v) of this section. 

(i) The individual needs or needed 
intermittent skilled nursing care, or 
physical therapy or speech-language 
pathology services as defined in 
§ 409.42(c) of this chapter. If a patient’s 
underlying condition or complication 
requires a registered nurse to ensure 

that essential non-skilled care is 
achieving its purpose, and necessitates 
a registered nurse be involved in the 
development, management, and evalua-
tion of a patient’s care plan, the physi-
cian or allowed practitioner will in-
clude a brief narrative describing the 
clinical justification of this need. If the 
narrative is part of the certification 
form, then the narrative must be lo-
cated immediately prior to the physi-
cian or allowed practitioner’s signature 
signature. If the narrative exists as an 
addendum to the certification form, in 
addition to the physician or allowed 
practitioner’s signature signature on 
the certification form, the physician or 
allowed practitioner must sign imme-
diately following the narrative in the 
addendum. 

(ii) Home health services are or were 
required because the individual is or 
was confined to the home, as defined in 
sections 1835(a) and 1814(a) of the Act, 
except when receiving outpatient serv-
ices. 

(iii) A plan for furnishing the services 
has been established and will be or was 
periodically reviewed by a physician or 
allowed practitioner and who is not 
precluded from performing this func-
tion under paragraph (d) of this sec-
tion. 

(iv) The services will be or were fur-
nished while the individual was under 
the care of a physician or allowed prac-
titioner. 

(v) A face-to-face patient encounter, 
which is related to the primary reason 
the patient requires home health serv-
ices, occurred no more than 90 days 
prior to the home health start of care 
date or within 30 days of the start of 
the home health care and was per-
formed by physician or non-physician 
practitioner defined in paragraph 
(a)(1)(v)(A) of this section. The certi-
fying physician or certifying allowed 
practitioner must also document the 
date of the encounter as part of the 
certification. 

(A) The face-to-face encounter must 
be performed by one of the following: 

(1) The certifying physician (as de-
fined at § 484.2 of this chapter) or a phy-
sician, with privileges, who cared for 
the patient in an acute or post-acute 
care facility from which the patient 
was directly admitted to home health. 
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(2) The certifying nurse practitioner 
(as defined at § 484.2 of this chapter), 
certifying clinical nurse specialist (as 
defined at § 484.2 of this chapter), or a 
nurse practitioner or a clinical nurse 
specialist who is working in accordance 
with State law and in collaboration 
with a physician or in collaboration 
with an acute or post-acute care physi-
cian with privileges who cared for the 
patient in the acute or post-acute care 
facility from which the patient was di-
rectly admitted to home health. 

(3) A certified nurse midwife (as de-
fined in section 1861(gg) of the Act) as 
authorized by State law, under the su-
pervision of a physician or under the 
supervision of an acute or post-acute 
care physician with privileges who 
cared for the patient in the acute or 
post-acute care facility from which the 
patient was directly admitted to home 
health. 

(4) A certifying physician assistant 
(as defined at § 484.2 of this chapter) or 
a physician assistant under the super-
vision of a physician or under the su-
pervision of an acute or post-acute care 
physician with privileges who cared for 
the patient in the acute or post-acute 
care facility from which the patient 
was directly admitted to home health. 

(B) The face-to-face patient encoun-
ter may occur through telehealth, in 
compliance with section 1834(m) of the 
Act and subject to the list of payable 
Medicare telehealth services estab-
lished by the applicable physician fee 
schedule regulation. 

(C) The face-to-face patient encoun-
ter must be performed by the certi-
fying physician or allowed practitioner 
unless the encounter is performed by: 

(1) A certified nurse midwife as de-
scribed in paragraph (a)(1)(v)(A)(4) of 
this section. 

(2) A physician, physician assistant, 
nurse practitioner, or clinical nurse 
specialist with privileges who cared for 
the patient in the acute or post-acute 
facility from which the patient was di-
rectly admitted to home health and 
who is different from the certifying 
practitioner. 

(2) Timing and signature. The certifi-
cation of need for home health services 
must be obtained at the time the plan 
of care is established or as soon there-
after as possible and must be signed 

and dated by the physician or allowed 
practitioner who establishes the plan. 

(b) Recertification—(1) Timing and sig-
nature of recertification. Recertification 
is required at least every 60 days when 
there is a need for continuous home 
health care after an initial 60-day epi-
sode. Recertification should occur at 
the time the plan of care is reviewed, 
and must be signed and dated by the 
physician or allowed practitioner who 
reviews the plan of care. Recertifi-
cation is required at least every 60 days 
unless there is a— 

(i) Beneficiary elected transfer; or 

(ii) Discharge with goals met and/or 
no expectation of a return to home 
health care. 

(2) Content and basis of recertification. 
As a condition for payment of home 
health services under Medicare Part A 
or Medicare Part B, if there is a con-
tinuing need for home health services, 
a physician or allowed practitioner 
must recertify the patient’s continued 
eligibility for the home health benefit 
as outlined in sections 1814(a)(2)(C) and 
1835(a)(2)(A) of the Act, as set forth in 
paragraph (a)(1) of this section, and as 
specified in paragraphs (b)(2)(i) and (ii) 
of this section. 

(i) Need for occupational therapy 
may be the basis for continuing serv-
ices that were initiated because the in-
dividual needed skilled nursing care or 
physical therapy or speech therapy. 

(ii) If a patient’s underlying condi-
tion or complication requires a reg-
istered nurse to ensure that essential 
non-skilled care is achieving its pur-
pose, and necessitates a registered 
nurse be involved in the development, 
management, and evaluation of a pa-
tient’s care plan, the physician or al-
lowed practitioner must include a brief 
narrative describing the clinical jus-
tification of this need. If the nar-
rative— 

(A) Is part of the recertification 
form, then the narrative must be lo-
cated immediately prior to the physi-
cian or allowed practitioner’s signa-
ture. 

(B) Exists as an addendum to the re-
certification form, in addition to the 
physician or allowed practitioner’s sig-
nature on the recertification form, the 
physician or allowed practitioner must 
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sign immediately following the nar-
rative in the addendum. 

(c) Determining patient eligibility for 
Medicare home health services. (1) Docu-
mentation in the certifying physician 
or allowed practitioner’s medical 
record or the acute/post-acute care fa-
cility’s medical records (if the patient 
was directly admitted to home health) 
or both must be used as the basis for 
certification of the patient’s eligibility 
for home health as described in para-
graphs (a)(1) and (b) of this section. 
Documentation from the HHA may 
also be used to support the basis for 
certification of home health eligibility, 
but only if the following requirements 
are met: 

(i) The documentation from the HHA 
can be corroborated by other medical 
record entries in the certifying physi-
cian or allowed practitioner’s medical 
record for the patient or the acute/ 
post-acute care facility’s medical 
record for the patient or both, thereby 
creating a clinically consistent picture 
that the patient is eligible for Medi-
care home health services. 

(ii)(A) The certifying physician or al-
lowed practitioner signs and dates the 
HHA documentation demonstrating 
that the documentation from the HHA 
was considered when certifying patient 
eligibility for Medicare home health 
services. 

(B) HHA documentation can include, 
but is not limited to, the patient’s plan 
of care required under § 409.43 of this 
chapter, or the initial or comprehen-
sive assessment of the patient required 
under § 484.55 of this chapter. 

(2) The documentation must be pro-
vided upon request to review entities 
or CMS or both. If the documentation 
used as the basis for the certification 
of eligibility is not sufficient to dem-
onstrate that the patient is or was eli-
gible to receive services under the 
Medicare home health benefit, pay-
ment is not rendered for home health 
services provided. 

(d) Limitation of the performance of 
physician or allowed practitioner’s certifi-
cation and plan of care functions. The 
need for home health services to be 
provided by an HHA may not be cer-
tified or recertified, and a plan of care 
may not be established and reviewed, 
by any physician or allowed practi-

tioner who has a financial relationship 
as defined in § 411.354 of this chapter, 
with that HHA, unless the physician or 
allowed practitioner’s relationship 
meets one of the exceptions in section 
1877 of the Act, which sets forth gen-
eral exceptions to the referral prohibi-
tion related to both ownership/invest-
ment and compensation; exceptions to 
the referral prohibition related to own-
ership or investment interests; and ex-
ceptions to the referral prohibition re-
lated to compensation arrangements. 

(1) If a physician or allowed practi-
tioner has a financial relationship as 
defined in § 411.354 of this chapter, with 
an HHA, the physician or allowed prac-
titioner may not certify or recertify 
need for home health services provided 
by that HHA, establish or review a plan 
of treatment for such services, or con-
duct the face-to-face encounter re-
quired under sections 1814(a)(2)(C) and 
1835(a)(2)(A) of the Act unless the fi-
nancial relationship meets one of the 
exceptions set forth in § 411.355 through 
§ 411.357 of this chapter. 

(2) A Nonphysician practitioner may 
not perform the face-to-face encounter 
required under sections 1814(a)(2)(C) 
and 1835(a)(2)(A) of the Act if such en-
counter would be prohibited under 
paragraph (d)(1) if the nonphysician 
practitioner were a physician. 

[53 FR 6638, Mar. 2, 1988; 53 FR 12945, Apr. 20, 
1988; 56 FR 8845, Mar. 1, 1991, as amended at 
65 FR 41211, July 3, 2000; 66 FR 962, Jan. 4, 
2001; 70 FR 70334, Nov. 21, 2005; 72 FR 51098, 
Sept. 5, 2007; 74 FR 58133, Nov. 10, 2009; 75 FR 
70463, Nov. 17, 2010; 76 FR 9503, Feb. 18, 2011; 
76 FR 68606, Nov. 4, 2011; 77 FR 67163, Nov. 8, 
2012; 79 FR 66116, Nov. 6, 2014; 80 FR 68717, 
Nov. 5, 2015; 83 FR 56627, Nov. 13, 2018; 85 FR 
27624, May 8, 2020] 

§ 424.24 Requirements for medical and 
other health services furnished by 
providers under Medicare Part B. 

(a) Exempted services. Certification is 
not required for the following: 

(1) Hospital services and supplies in-
cident to physicians’ services furnished 
to outpatients. The exemption applies 
to drugs and biologicals that cannot be 
self-administered, but not to partial 
hospitalization services, as set forth in 
paragraph (e) of this section. 

(2) Outpatient hospital diagnostic 
services, including necessary drugs and 
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biologicals, ordinarily furnished or ar-

ranged for by a hospital for the purpose 

of diagnostic study. 

(b) General rule. Medicare Part B pays 
for medical and other health services 
furnished by providers (and not ex-
empted under paragraph (a) of this sec-
tion) only if a physician certifies the 
content specified in paragraph (c)(1) or 
(4), (d)(1), or (e)(1) of this section, as 
appropriate. 

(c) Outpatient physical therapy and 
speech-language pathology services—(1) 
Content of certification. (i) The indi-
vidual needs, or needed, physical ther-
apy or speech pathology services. 

(ii) The services were furnished while 
the individual was under the care of a 
physician, nurse practitioner, clinical 
nurse specialist, or physician assistant. 

(iii) The services were furnished 
under a plan of treatment that meets 
the requirements of § 410.61 of this 
chapter. 

(2) Timing. The initial certification 
must be obtained as soon as possible 
after the plan is established. 

(3) Signature. (i) If the plan of treat-
ment is established by a physician, 
nurse practitioner, clinical nurse spe-
cialist, or physician assistant, the cer-
tification must be signed by that phy-
sician or nonphysician practitioner. 

(ii) If the plan of treatment is estab-
lished by a physical therapist or 
speech-language pathologist, the cer-
tification must be signed by a physi-
cian or by a nurse practitioner, clinical 
nurse specialist, or physician assistant 
who has knowledge of the case. 

(4) Recertification—(i) Timing. Recer-
tification is required at least every 90 
days. 

(ii) Content. When it is recertified, 
the plan or other documentation in the 
patient’s record must indicate the con-
tinuing need for physical therapy, oc-
cupational therapy or speech-language 
pathology services. 

(iii) Signature. The physician, nurse 
practitioner, clinical nurse specialist, 
or physician assistant who reviews the 
plan must recertify the plan by signing 
the medical record. 

(d) Intensive outpatient services: Con-
tent of certification and plan of treatment 
requirements— 

(1) Content of certification. (i) The in-
dividual requires such services for a 
minimum of 9 hours per week. 

(ii) The services are or were furnished 
while the individual was under the care 
of a physician. 

(iii) The services were furnished 
under a written plan of treatment that 
meets the requirements of paragraph 
(d)(2) of this section. 

(2) Plan of treatment requirements. (i) 
The plan is an individualized plan that 
is established and is periodically re-
viewed by a physician in consultation 
with appropriate staff participating in 
the program, and that sets forth— 

(A) The physician’s diagnosis; 

(B) The type, amount, duration, and 
frequency of the services; and 

(C) The treatment goals under the 
plan. 

(ii) The physician determines the fre-
quency and duration of the services 
taking into account accepted norms of 
medical practice and a reasonable ex-
pectation of improvement in the pa-
tient’s condition. 

(3) Recertification requirements—(i) Sig-
nature. The physician recertification 
must be signed by a physician who is 
treating the patient and has knowledge 
of the patient’s response to treatment. 

(ii) Timing. Recertifications are re-
quired at intervals established by the 
provider, but no less frequently than 
every 60 days. 

(iii) Content. The recertification must 
specify that the patient continues to 
require at least 9 hours of intensive 
outpatient services and describe the 
following: 

(A) The patient’s response to the 
therapeutic interventions provided by 
the intensive outpatient program. 

(B) The patient’s psychiatric symp-
toms that continue to place the patient 
at risk of relapse or hospitalization. 

(C) Treatment goals for coordination 
of services to facilitate discharge from 
the intensive outpatient program. 

(e) Partial hospitalization services: Con-
tent of certification and plan of treatment 
requirements—(1) Content of certification. 
(i) The individual requires such serv-
ices for a minimum of 20 hours per 
week and would require inpatient psy-
chiatric care if the partial hospitaliza-
tion services were not provided. 
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(ii) The services are or were furnished 
while the individual was under the care 
of a physician. 

(iii) The services were furnished 
under a written plan of treatment that 
meets the requirements of paragraph 
(e)(2) of this section. 

(2) Plan of treatment requirements. (i) 
The plan is an individualized plan that 
is established and is periodically re-
viewed by a physician in consultation 
with appropriate staff participating in 
the program, and that sets forth— 

(A) The physician’s diagnosis; 
(B) The type, amount, duration, and 

frequency of the services; and 
(C) The treatment goals under the 

plan. 
(ii) The physician determines the fre-

quency and duration of the services 
taking into account accepted norms of 
medical practice and a reasonable ex-
pectation of improvement in the pa-
tient’s condition. 

(3) Recertification requirements—(i) Sig-
nature. The physician recertification 
must be signed by a physician who is 
treating the patient and has knowledge 
of the patient’s response to treatment. 

(ii) Timing. The first recertification is 
required as of the 18th day of partial 
hospitalization services. Subsequent 
recertifications are required at inter-
vals established by the provider, but no 
less frequently than every 30 days. 

(iii) Content. The recertification must 
specify that the patient would other-
wise require inpatient psychiatric care 
in the absence of continued stay in the 
partial hospitalization program and de-
scribe the following: 

(A) The patient’s response to the 
therapeutic interventions provided by 
the partial hospitalization program. 

(B) The patient’s psychiatric symp-
toms that continue to place the patient 
at risk of hospitalization. 

(C) Treatment goals for coordination 
of services to facilitate discharge from 
the partial hospitalization program. 

(f) Blood glucose testing. For each 
blood glucose test, the physician must 
certify that the test is medically nec-
essary. A physician’s standing order is 
not sufficient to order a series of blood 
glucose tests payable under the clinical 
laboratory fee schedule. 

(g) All other covered medical and other 
health services furnished by providers—(1) 

Content of certification. The services 
were medically necessary, 

(2) Signature. The certificate must be 
signed by a physician, nurse 
practioner, clinical nurse specialist, or 
physician assistant who has knowledge 
of the case. 

(3) Timing. The physician, nurse 
practioner, clinical nurse specialist, or 
physician assistant may provide cer-
tification at the time the services are 
furnished or, if services are provided on 
a continuing basis, either at the begin-
ning or at the end of a series of visits. 

(4) Recertification. Recertification of 
continued need for services is not re-
quired. 

[53 FR 6638, Mar. 2, 1988; 53 FR 12945, Apr. 20, 
1988, as amended at 56 FR 8845, 8853, Mar. 1, 
1991; 63 FR 58912, Nov. 2, 1998; 65 FR 18548, 
Apr. 7, 2000; 71 FR 69788, Dec. 1, 2006; 72 FR 
66405, Nov. 27, 2007; 88 FR 82182, Nov. 22, 2023] 

§ 424.27 Requirements for comprehen-
sive outpatient rehabilitation facil-
ity (CORF) services. 

Medicare Part B pays for CORF serv-
ices only if a physician certifies, and 
the facility physician recertifies, the 
content specified in paragraphs (a) and 
(b)(2) of this section, as appropriate. 

(a) Certification: Content. (1) The serv-
ices were required because the indi-
vidual needed skilled rehabilitation 
services; 

(2) The services were furnished while 
the individual was under the care of a 
physician; and 

(3) A written plan of treatment has 
been established and is reviewed peri-
odically by a physician. 

(b) Recertification—(1) Timing. Recer-
tification is required at least every 60 
days for respiratory therapy services 
and every 90 days for physical therapy, 
occupational therapy, and speech-lan-
guage pathology services based on re-
view by a facility physician or the re-
ferring physician who, when appro-
priate, consults with the professional 
personnel who furnish the services. 

(2) Content. (i) The plan is being fol-
lowed; 

(ii) The patient is making progress in 
attaining the rehabilitation goals; and, 

(iii) The treatment is not having any 
harmful effect on the patient. 

[53 FR 6634, Mar. 2, 1988, as amended at 72 FR 
66405, Nov. 27, 2007] 
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Subpart C—Claims for Payment 

§ 424.30 Scope. 

This subpart sets forth the require-
ments, procedures, and time limits for 
claiming Medicare payments. Claims 
must be filed in all cases except when 
services are furnished on a prepaid 
capitation basis by an MA organiza-
tion, or through cost settlement with 
either a health maintenance organiza-
tion (HMO), a competitive medical plan 
(CMP), or a health care prepayment 
plan (HCPP), or as part of a demonstra-
tion. Therefore, claims must be filed by 
hospitals seeking IME payment under 
§ 412.105(g) of this chapter, and/or direct 
GME payment under § 413.76(c) of this 
chapter, and/or nursing or allied health 
education payment under § 413.87 of 
this chapter associated with inpatient 
services furnished on a prepaid capita-
tion basis by an MA organization. Hos-
pitals that must report patient data for 
purposes of the DSH payment adjust-
ment under § 412.106 of this chapter for 
inpatient services furnished on a pre-
paid capitation basis by an MA organi-
zation, or through cost settlement with 
an HMO/CMP, or as part of a dem-
onstration, are required to file claims 
by submitting no pay bills for such in-
patients. Special procedures for claim-
ing payment after the beneficiary has 
died and for certain bills paid by orga-
nizations are set forth in subpart E of 
this part. 

[77 FR 53682, Aug. 31, 2012] 

§ 424.32 Basic requirements for all 
claims. 

(a) A claim must meet the following 
requirements: 

(1) A claim must be filed with the ap-
propriate intermediary or carrier on a 
form prescribed by CMS in accordance 
with CMS instructions. 

(2) A claim for physician services, 
clinical psychologist services, or clin-
ical social worker services must in-
clude appropriate diagnostic coding for 
those services using ICD–9–CM. 

(3) A claim must be signed by the 
beneficiary or on behalf of the bene-
ficiary (in accordance with § 424.36). 

(4) A claim must be filed within the 
time limits specified in § 424.44. 

(5) All Part B claims for services fur-
nished to SNF residents (whether filed 
by the SNF or by another entity) must 
include the SNF’s Medicare provider 
number and appropriate HCPCS coding. 

(b) The prescribed forms for claims 
are the following: 

CMS–1450—Uniform Institutional Provider 

Bill. (This form is for institutional pro-

vider billing for Medicare inpatient, out-

patient and home health services.) 

CMS–1490S—Request for Medicare payment. 

(For use by a patient to request payment 

for medical expenses.) 

CMS–1500—Health Insurance Claim Form. 

(For use by physicians and other suppliers 

to request payment for medical services.) 

CMS–1660—Request for Information-Medi-

care Payment for Services to a Patient 

now Deceased. (For use in requesting 

amounts payable under title XVIII to a de-

ceased beneficiary.) 

(c) Where claims forms are available. 
Excluding forms CMS–1450 and CMS– 
1500, all claims forms prescribed for use 
in the Medicare program are distrib-
uted free-of-charge to the public, insti-
tutions, or organizations. The CMS– 
1450 and CMS–1500 may be obtained 
only by commercial purchase. All other 
claims forms can be obtained upon re-
quest from CMS or any Social Security 
branch or district office, or from Medi-
care intermediaries or carriers. The 
CMS–1490S is also available at local So-
cial Security Offices. 

(d) Submission of electronic claims—(1) 
Definitions. For purposes of this para-
graph, the following terms have the 
following meanings: 

(i) Claim means a transaction defined 
at 45 CFR 162.1101(a). 

(ii) Electronic claim means a claim 
that is submitted via electronic media. 
A claim submitted via direct data 
entry is considered to be an electronic 
claim. 

(iii) Direct data entry is defined at 45 
CFR 162.103. 

(iv) Electronic media is defined at 45 
CFR 160.103. 

(v) Initial Medicare claim means a 
claim submitted to Medicare for pay-
ment under Part A or Part B of the 
Medicare Program under title XVIII of 
the Act for initial processing, including 
claims sent to Medicare for the first 
time for secondary payment purposes. 
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Initial Medicare claim excludes any ad-
justment or appeal of a previously sub-
mitted claim, and claims submitted for 
payment under Part C of the Medicare 
program under title XVIII of the Act. 

(vi) Physician, practitioner, facility, or 
supplier is a Medicare provider or sup-
plier other than a provider of services. 

(vii) Provider of services means a pro-
vider of services as defined in section 
1861(u) of the Act. 

(viii) Small provider of services or small 
supplier means— 

(A) A provider of services with fewer 
than 25 full-time equivalent employees; 
or 

(B) A physician, practitioner, facil-
ity, or supplier with fewer than 10 full- 
time equivalent employees. 

(2) Submission of electronic claims re-
quired. Except for claims to which 
paragraph (d)(3) or (d)(4) of this section 
applies, an initial Medicare claim may 
be paid only if submitted as an elec-
tronic claim for processing by the 
Medicare fiscal intermediary or carrier 
that serves the physician, practitioner, 
facility, supplier, or provider of serv-
ices. This requirement does not apply 
to any other transactions, including 
adjustment or appeal of the initial 
Medicare claim. 

(3) Exceptions to requirement to submit 
electronic claims. The requirement of 
paragraph (d)(2) of this section is 
waived for any initial Medicare claim 
when— 

(i) There is no method available for 
the submission of an electronic claim. 
This exception includes claims sub-
mitted by Medicare beneficiaries and 
situations in which the standard adopt-
ed by the Secretary at 45 FR 162.1102 
does not support all of the information 
necessary for payment of the claim. 
The Secretary may identify situations 
coming within this exception in guid-
ance. 

(ii) The entity submitting the claim 
is a small provider of services or small 
supplier. 

(4) Unusual cases. The Secretary may 
waive the requirement of paragraph 
(d)(2) of this section in unusual cases as 
the Secretary finds appropriate. Un-
usual cases are deemed to exist in the 
following situations: 

(i) The submission of dental claims. 

(ii) There is a service interruption in 
the mode of submitting the electronic 
claim that is outside the control of the 
entity submitting the claim, for the pe-
riod of the interruption. 

(iii) The entity submitting the claim 
submits fewer than 10 claims to Medi-
care per month, on average. 

(iv) The entity submitting the claim 
only furnishes services outside of the 
U.S. territory. 

(v) On demonstration, satisfactory to 
the Secretary, of other extraordinary 
circumstances precluding submission 
of electronic claims. 

(5) Effective date. This paragraph (d) 
is effective October 16, 2003, and applies 
to claims submitted on or after Octo-
ber 16, 2003. 

[53 FR 6639, Mar. 2, 1988; 53 FR 12945, Apr. 20, 

1988, as amended at 59 FR 10299, Mar. 4, 1994; 

63 FR 26311, May 12, 1998; 63 FR 53307, Oct. 5, 

1998; 66 FR 39601, July 31, 2001; 68 FR 48813, 

Aug. 15, 2003; 70 FR 71020, Nov. 25, 2005; 71 FR 
48143, Aug. 18, 2006; 72 FR 66405, Nov. 27, 2007] 

§ 424.33 Additional requirements: 
Claims for services of providers and 
claims by suppliers and nonpartici-
pating hospitals. 

All claims for services of providers 
and all claims by suppliers and non-
participating hospitals must be— 

(a) Filed by the provider, supplier, or 
hospital; and 

(b) Signed by the provider, supplier, 
or hospital unless CMS instructions 
waive this requirement. 

§ 424.34 Additional requirements: 
Beneficiary’s claim for direct pay-
ment. 

(a) Basic rule. A beneficiary’s claim 
for direct payment for services fur-
nished by a supplier, or by a non-
participating hospital that has not 
elected to claim payment for emer-
gency services, must include an 
itemized bill or a ‘‘report of services’’, 
as specified in paragraphs (b) and (c) of 
this section. 

(b) Itemized bill from the hospital or 
supplier. The itemized bill for the serv-
ices, which may be receipted or unpaid, 
must include all of the following infor-
mation: 

(1) The name and address of— 

(i) The beneficiary; 
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(ii) The supplier or nonparticipating 
hospital that furnished the services; 
and 

(iii) The physician who prescribed the 
services if they were furnished by a 
supplier other than the physician. 

(2) The place where each service was 
furnished, e.g., home, office, inde-
pendent laboratory, hospital. 

(3) The date each service was fur-
nished. 

(4) A listing of the services in suffi-
cient detail to permit determination of 
payment under the fee schedule for 
physicians’ services; for itemized bills 
from physicians, appropriate diag-
nostic coding using ICD–9–CM must be 
used. 

(5) The charges for each service. 

(c) Report of services furnished by a 
supplier. For Medicare Part B services 
furnished by a supplier, the beneficiary 
claims may include the ‘‘Report of 
Services’’ portion of the appropriate 
claims form, completed by the supplier 
in accordance with CMS instructions, 
in lieu of an itemized bill. 

[53 FR 6634, Mar. 2, 1988, as amended at 59 FR 
10299, Mar. 4, 1994; 59 FR 26740, May 24, 1994] 

§ 424.36 Signature requirements. 

(a) General rule. The beneficiary’s 
own signature is required on the claim 
unless the beneficiary has died or the 
provisions of paragraphs (b), (c), or (d) 
of this section apply. For purposes of 
this section, ‘‘the claim’’ includes the 
actual claim form or such other form 
that contains adequate notice to the 
beneficiary or other authorized indi-
vidual that the purpose of the signa-
ture is to authorize a provider or sup-
plier to submit a claim to Medicare for 
specified services furnished to the ben-
eficiary. 

(b) Who may sign when the beneficiary 
is incapable. If the beneficiary is phys-
ically or mentally incapable of signing 
the claim, the claim may be signed on 
his or her behalf by one of the fol-
lowing: 

(1) The beneficiary’s legal guardian. 

(2) A relative or other person who re-
ceives social security or other govern-
mental benefits on the beneficiary’s be-
half. 

(3) A relative or other person who ar-
ranges for the beneficiary’s treatment 

or exercises other responsibility for his 
or her affairs. 

(4) A representative of an agency or 
institution that did not furnish the 
services for which payment is claimed 
but furnished other care, services, or 
assistance to the beneficiary. 

(5) A representative of the provider 
or of the nonparticipating hospital 
claiming payment for services it has 
furnished if the provider or nonpartici-
pating hospital is unable to have the 
claim signed in accordance with para-
graph (b)(1), (2), (3), or (4) of this sec-
tion after making reasonable efforts to 
locate and obtain the signature of one 
of the individuals specified in para-
graph (b)(1), (2), (3), or (4) of this sec-
tion. 

(6) An ambulance provider or supplier 
with respect to emergency or non-
emergency ambulance transport serv-
ices, if the following conditions and 
documentation requirements are met. 

(i) None of the individuals listed in 
paragraph (b)(1), (2), (3), or (4) of this 
section was available or willing to sign 
the claim on behalf of the beneficiary 
at the time the service was provided; 

(ii) The ambulance provider or sup-
plier maintains in its files the fol-
lowing information and documentation 
for a period of at least four years from 
the date of service: 

(A) A contemporaneous statement, 
signed by an ambulance employee 
present during the trip to the receiving 
facility, that, at the time the service 
was provided, the beneficiary was phys-
ically or mentally incapable of signing 
the claim and that none of the individ-
uals listed in paragraph (b)(1), (2), (3), 
or (4) of this section were available or 
willing to sign the claim on behalf of 
the beneficiary, and 

(B) Documentation with the date and 
time the beneficiary was transported, 
and the name and location of the facil-
ity that received the beneficiary, and 

(C) Either of the following: 
(1) A signed contemporaneous state-

ment from a representative of the fa-
cility that received the beneficiary, 
which documents the name of the bene-
ficiary and the date and time the bene-
ficiary was received by that facility; or 

(2) The requested information from a 
representative of the hospital or facil-
ity using a secondary form of 
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verification obtained at a later date, 
but prior to submitting the claim to 
Medicare for payment. Secondary 
forms of verification include a copy of 
any of the following: 

(i) The signed patient care/trip re-
port; 

(ii) The facility or hospital registra-
tion/admission sheet; 

(iii) The patient medical record; 
(iv) The facility or hospital log; or 
(v) Other internal facility or hospital 

records. 
(c) Who may sign if the beneficiary was 

not present for the service. If a provider, 
nonparticipating hospital, or supplier 
files a claim for services that involved 
no personal contact between the pro-
vider, hospital, or supplier and the ben-
eficiary (for example, a physician sent 
a blood sample to the provider for diag-
nostic tests), a representative of the 
provider, hospital, or supplier may sign 
the claim on the beneficiary’s behalf. 

(d) Claims by entities that provide cov-
erage complementary to Medicare. A 
claim by an entity that provides cov-
erage complementary to Medicare Part 
B may be signed by the entity on the 
beneficiary’s behalf. 

(e) Acceptance of other signatures for 
good cause. If good cause is shown, CMS 
may honor a claim signed by a party 
other than those specified in para-
graphs (a) through (c) of this section. 

[53 FR 6640, Mar. 2, 1988; 53 FR 12945, Apr. 20, 
1988, as amended at 53 FR 28388, July 28, 1988; 
72 FR 66406, Nov. 27, 2007; 73 FR 2432, Jan. 15, 
2008; 73 FR 66938, Nov. 19, 2008] 

§ 424.37 Evidence of authority to sign 
on behalf of the beneficiary. 

(a) Beneficiary incapable. When a 
party specified in § 424.36(b) signs a 
claim or request for payment state-
ment, he or she must also submit a 
brief statement that— 

(1) Describes his or her relationship 
to the beneficiary; and 

(2) Explains the circumstances that 
make it impractical for the beneficiary 
to sign the claim or statement. 

(b) Beneficiary not present for services. 
When a representative of the provider, 
nonparticipating hospital, or supplier 
signs a claim or request for payment 
statement under § 424.36(c), he or she 
must explain why it was not possible to 
obtain the beneficiary’s signature. (For 

example: ‘‘Patient not physically 
present for test.’’) 

[53 FR 6640, Mar. 2, 1988; 53 FR 12945, Apr. 20, 
1988] 

§ 424.40 Request for payment effective 
for more than one claim. 

(a) Basic procedure. A separate re-
quest for payment statement pre-
scribed by CMS and signed by the bene-
ficiary (or by his or her representative) 
may be included in claims by reference, 
in the circumstances specified in para-
graphs (b) through (d) of this section. 

(b) Claims filed by a provider or non-
participating hospital—(1) Inpatient serv-
ices. A signed request for payment 
statement, included in the first claim 
for Part A services furnished by a facil-
ity (a participating hospital or SNF, or 
a nonparticipating hospital that has 
elected to claim payment) during a 
beneficiary’s period of confinement, 
may be effective for all claims for Part 
A services the facility furnishes that 
beneficiary during that confinement. 

(2) Home health services and outpatient 
physical therapy or speech pathology 
services. A signed request for payment 
statement, included in the first claim 
for home health services or outpatient 
physical therapy or speech pathology 
services furnished by a provider under 
a plan of treatment, may be effective 
for all claims for home health services 
or outpatient physical therapy or 
speech pathology services furnished by 
the provider under that plan of treat-
ment. 

(c) Signed statement in the provider 
record—(1) Services to inpatients. A 
signed request for payment statement 
in the files of a participating hospital 
or SNF may be effective for all claims 
for services furnished to the bene-
ficiary during a single inpatient stay in 
that facility— 

(i) By the hospital or SNF; 
(ii) By physicians, if their services 

are billed by the hospital or SNF in its 
name; or 

(iii) By physicians who bill sepa-
rately, if the services were furnished in 
the hospital or SNF. 

(2) Services to outpatients: Providers 
and renal dialysis facilities. A signed re-
quest for payment statement retained 
in the provider’s or facility’s files may 
be effective indefinitely, for all claims 
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for services furnished to that bene-
ficiary on an outpatient basis— 

(i) By the provider or facility; 

(ii) By physicians whose services are 
billed by the provider or facility in its 
name; or 

(iii) By physicians who bill sepa-
rately, if the services were furnished in 
the provider or facility. 

(3) Services to outpatients: Independent 
rural health clinics and Federally quali-
fied health centers. A signed request for 
payment statement retained in the 
clinic’s or center’s files may be effec-
tive indefinitely for all claims for serv-
ices furnished to that beneficiary by 
the clinic. 

(d) Signed statement in the supplier’s 
record. A signed request for payment 
statement retained in the supplier’s 
file may be effective indefinitely sub-
ject to the following restrictions: 

(1) This policy does not apply to un-
assigned claims for rental of durable 
medical equipment (DME). 

(2) With respect to assigned claims 
for rental or purchase of DME, a new 
statement is required if another item 
of equipment is rented or purchased. 

[53 FR 6634, Mar. 2, 1988, as amended at 57 FR 
24982, June 12, 1992] 

§ 424.44 Time limits for filing claims. 

(a) Time limits. (1) Except as provided 
in paragraphs (b) and (e) of this sec-
tion, for services furnished on or after 
January 1, 2010, the claim must be filed 
no later than the close of the period 
ending 1 calendar year after the date of 
service. 

(2) Except as provided in paragraphs 
(b) and (e) of this section and except for 
services furnished during the last 3 
months of 2009, for services furnished 
before January 1, 2010, the claim must 
be filed— 

(i) On or before December 31 of the 
following year for services that were 
furnished during the first 9 months of a 
calendar year; and 

(ii) On or before December 31st of the 
second following year for services that 
were furnished during the last 3 
months of the calendar year. 

(3) For services furnished during the 
last 3 months of CY 2009 all claims 
must be filed no later than December 
31, 2010. 

(b) Exceptions to time limits. Excep-

tions to the time limits for filing 

claims include the following: 

(1) The time for filing a claim will be 

extended if CMS or one of its contrac-

tors determines that a failure to meet 

the deadline in paragraph (a) of this 

section was caused by error or mis-

representation of an employee, Medi-

care contractor (including Medicare 
Administrative Contractor, inter-
mediary, or carrier), or agent of HHS 
that was performing Medicare func-
tions and acting within the scope of its 
authority. 

(2) The time for filing a claim will be 
extended if CMS or one of its contrac-
tors determines that a failure to meet 
the deadline in paragraph (a) of this 
section is caused by all of the following 
conditions: 

(i) At the time the service was fur-
nished the beneficiary was not entitled 
to Medicare. 

(ii) The beneficiary subsequently re-
ceived notification of Medicare entitle-
ment effective retroactively to or be-
fore the date of the furnished service. 

(3) The time for filing a claim will be 
extended if CMS or one of its contrac-
tors determines that a failure to meet 
the deadline in paragraph (a) of this 
section is caused by all of the following 
conditions: 

(i) At the time the service was fur-
nished the beneficiary was not entitled 
to Medicare. 

(ii) The beneficiary subsequently re-
ceived notification of Medicare entitle-
ment effective retroactively to or be-
fore the date of the furnished service. 

(iii) A State Medicaid agency recov-
ered the Medicaid payment for the fur-
nished service from a provider or sup-
plier 6 months or more after the serv-
ice was furnished. 

(4) The time for filing a claim will be 
extended if CMS or one of its contrac-
tors determines that a failure to meet 
the deadline in paragraph (a) of this 
section is caused by all of the following 
conditions: 

(i) At the time the service was fur-
nished the beneficiary was enrolled in a 
Medicare Advantage plan or Program 
of All-inclusive Care for the Elderly 
(PACE) provider organization. 
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(ii) The beneficiary was subsequently 
disenrolled from the Medicare Advan-
tage plan or Program of All-inclusive 
Care for the Elderly (PACE) provider 
organization effective retroactively to 
or before the date of the furnished serv-
ice. 

(iii) The Medicare Advantage plan or 
Program of All-inclusive Care for the 
Elderly (PACE) provider organization 
recovered its payment for the furnished 
service from a provider or supplier 6 
months or more after the service was 
furnished. 

(5) Extension of time. (i) If CMS or one 
of its contractors determines that a 
failure to meet the deadline specified 
in paragraph (a) of this section was 
caused by error or misrepresentation of 
an employee, Medicare contractor (in-
cluding Medicare Administrative Con-
tractor, intermediary, or carrier), or 
agent of HHS that was performing 
Medicare functions and acting within 
the scope of its authority, the time to 
file a claim will be extended through 
the last day of the sixth calendar 
month following the month in which 
either the beneficiary or the provider 
or supplier received notification that 
the error or misrepresentation ref-
erenced in paragraph (b)(1) of this sec-
tion was corrected. No extension of 
time will be granted for paragraph 
(b)(1) when the request for that excep-
tion is made to CMS or one of its con-
tractors more than 4 years after the 
date of service. 

(ii) If CMS or one of its contractors 
determines that both of the conditions 
are met in paragraph (b)(2) of this sec-
tion but that all of the conditions in 
paragraph (b)(3) are not satisfied, the 
time to file a claim will be extended 
through the last day of the sixth cal-
endar month following the month in 
which either the beneficiary or the pro-
vider or supplier received notification 
of Medicare entitlement effective 
retroactively to or before the date of 
the furnished service. 

(iii) If CMS or one of its contractors 
determines that all of the conditions 
are met in paragraph (b)(3) of this sec-
tion, the time to file a claim will be ex-
tended through the last day of the 
sixth calendar month following the 
month in which the State Medicaid 
agency recovered the Medicaid pay-

ment for the furnished service from the 
provider or supplier. 

(iv) If CMS or one of its contractors 
determines that all of the conditions 
are met in paragraph (b)(4) of this sec-
tion, the time to file a claim will be ex-
tended through the last day of the 
sixth calendar month following the 
month in which the Medicare Advan-
tage plan or Program of All-inclusive 
Care for the Elderly (PACE) provider 
organization recovered its payment for 
the furnished service from the provider 
or supplier. 

(c) Extension of period ending on a 
nonworkday. If the last day of the pe-
riod allowed under paragraph (a) or (b) 
of this section falls on a Federal non-
workday (a Saturday, Sunday, legal 
holiday, or a day which by statute or 
Executive Order is declared to be a 
nonworkday for Federal employees), 
the time is extended to the next suc-
ceeding workday. 

(d) Outpatient diabetes self-manage-
ment training. CMS makes payment in 
half-hour increments to an entity for 
the furnishing of outpatient diabetes 
self-management training on or after 
the approval date CMS approves the 
entity to furnish the services under 
part 410, subpart H of this chapter. 

(e) As specified in §§ 424.520 and 424.521 
of this subpart, there are restrictions 
on the ability of the following newly- 
enrolled suppliers to submit claims for 
items or services furnished prior to the 
effective date of their Medicare billing 
privileges: 

(1) Physician or nonphysician practi-
tioner organizations. 

(2) Physicians. 
(3) Nonphysician practitioners. 
(4) Independent diagnostic testing fa-

cilities. 

[53 FR 6634, Mar. 2, 1988, as amended at 65 FR 
83153, Dec. 29, 2000; 73 FR 69939, Nov. 19, 2008; 
75 FR 73627, Nov. 29, 2010] 

Subpart D—To Whom Payment Is 
Ordinarily Made 

§ 424.50 Scope. 

(a) This subpart specifies to whom 
Medicare payment is ordinarily made 
for different kinds of services. 

(b) Subpart E of this part sets forth 
provisions applicable in special situa-
tions. 
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(c) Subpart F of this part specifies 
the exceptional circumstances under 
which payment may be made to an as-
signee or reassignee. 

§ 424.51 Payment to the provider. 

(a) Basic rule. Except as specified in 
paragraph (b) of this section, Medicare 
pays the provider for services furnished 
by a provider. 

(b) Exception. Medicare pays the ben-
eficiary for outpatient hospital serv-
ices if the hospital has collected an 
amount in excess of the unmet deduct-
ible and coinsurance, as specified in 
§ 489.30(b)(4) of this chapter. 

§ 424.52 Payment to a nonparticipating 
hospital. 

Medicare pays a nonparticipating 
hospital for the following services, if 
covered, in the specified cir-
cumstances: 

(a) Emergency inpatient and out-
patient services furnished by a U.S. 
hospital, if the hospital has in effect an 
election to claim payment in accord-
ance with subpart G of this part. 

(b) Certain medical and other health 
services covered under Medicare Part B 
and furnished by a U.S. hospital, if the 
hospital meets the requirements of 
§ 424.55 for payment as a supplier. 

(c) Emergency or nonemergency in-
patient services furnished by a foreign 
hospital if the hospital has in effect an 
election to claim payment in accord-
ance with subpart G of this part. 

§ 424.53 Payment to the beneficiary. 

Medicare pays the beneficiary for the 
following services, if covered, in the 
specified circumstances: 

(a) Emergency inpatient and out-
patient services furnished by a non-
participating U.S. hospital that has 
not elected to claim payment in ac-
cordance with subpart G of this part. 

(b) Certain medical and other health 
services covered under Medicare Part B 
and furnished by a nonparticipating 
U.S. hospital, if the hospital does not 
receive assigned payment as a supplier 
under § 424.55. 

(c) Emergency or nonemergency serv-
ices furnished by a foreign hospital if 
the hospital does not have in effect an 
election to claim payment in accord-
ance with subpart H of this part. 

(d) Physician and ambulance services 
furnished outside the United States. 

(e) Services furnished by a supplier if 
the claim has not been assigned to the 
supplier. 

§ 424.54 Payment to the beneficiary’s 
legal guardian or representative 
payee. 

Medicare may pay amounts due a 
beneficiary to the beneficiary’s legal 
guardian or representative payee. 

§ 424.55 Payment to the supplier. 

(a) Medicare pays the supplier for 
covered services if the beneficiary (or 
the person authorized to request pay-
ment on the beneficiary’s behalf) as-
signs the claim to the supplier and the 
supplier accepts assignment. 

(b) In accepting assignment, the sup-
plier agrees to the following: 

(1) To accept, as full charge for the 
service, the amount approved by the 
carrier as the basis for determining the 
Medicare Part B payment (the reason-
able charge or the lesser of the fee 
schedule amount and the actual 
charge). 

(2) To limit charges to the bene-
ficiary or any other source as follows: 

(i) To collect nothing for those serv-
ices for which Medicare pays 100 per-
cent of the Medicare approved amount. 

(ii) To collect only the difference be-
tween the Medicare approved amount 
and the Medicare Part B payment (for 
example, the amount of any reduction 
in incurred expenses under § 410.155(c), 
any applicable deductible amount, and 
any applicable coinsurance amount) for 
services for which Medicare pays less 
than 100 percent of the approved 
amount. 

(3) Not to charge the beneficiary 
when Medicare paid for services deter-
mined to be ‘‘not reasonable or nec-
essary’’ if— 

(i) The beneficiary was without fault 
in the overpayment; and 

(ii) The determination that the pay-
ment was incorrect was made by the 
carrier after the third year following 
the year in which the carrier sent no-
tice to the beneficiary that it approved 
the payment. 

(c) Exception. In situations when pay-
ment under the Act can only be made 
on an assignment-related basis or when 
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payment is for services furnished by a 
participating physician or supplier, the 
beneficiary (or the person authorized 
to request payment on the bene-
ficiary’s behalf) is not required to as-
sign the claim to the supplier in order 
for an assignment to be effective. 

(d) For purposes of claims for serv-
ices submitted by an MDPP supplier 
(as defined at § 410.79(b) of this chap-
ter), Medicare deems such claims to 
have been assigned by the beneficiary 
(or the person authorized to request 
payment on the beneficiary’s behalf) 
and the assignment accepted by the 
MDPP supplier. 

[53 FR 6634, Mar. 2, 1988, as amended at 63 FR 
20130, Apr. 23, 1998; 69 FR 66426, Nov. 15, 2004; 
82 FR 53364, Nov. 15, 2017] 

§ 424.56 Payment to a beneficiary and 
to a supplier. 

(a) Conditions for split payment. If the 
beneficiary assigns the claim after pay-
ing part of the bill, payment may be 
made partly to the beneficiary and 
partly to the supplier. 

(b) Payment to the supplier. Payment 
to the supplier who submits the as-
signed claim is for whichever of the fol-
lowing amounts is less: 

(1) The reasonable charge minus the 
amount the beneficiary had already 
paid to the supplier; or 

(2) The full Part B benefit due for the 
services furnished. 

(c) Payment to the beneficiary. Any 
part of the Part B benefit which, on the 
basis of paragraph (b) of this section, is 
not payable to the supplier, is paid to 
the beneficiary. 

(d) Examples. 

Example 1. An assigned bill of $300 on which 
partial payment of $100 has been made is sub-
mitted to the carrier. The carrier determines 
that $300 is the reasonable charge for the 
service furnished. Total payment due is 80 
percent of $300 or $240. Of this amount, $200 
(the difference between the $100 partial pay-
ment and the $300 reasonable charge) is paid 
to the supplier. The remaining $40 is paid to 
the beneficiary. 

Example 2. An assigned bill of $325 on which 
partial payment of $275 has been made is sub-
mitted to the carrier. The carrier determines 
that $275 is the reasonable charge for the 
services. Total payment due is 80 percent of 
$275 or $220. The $220 is paid to the bene-
ficiary, since any payment to the supplier, 
when added to the $275 partial payment 

would exceed the reasonable charge for the 

services furnished. 

[53 FR 6641, Mar. 2, 1988; 53 FR 12945, Apr. 20, 

1988] 

§ 424.57 Special payment rules for 
items furnished by DMEPOS sup-
pliers and issuance of DMEPOS 
supplier billing privileges. 

(a) Definitions. As used in this sec-

tion, the following definitions apply: 

Accredited DMEPOS suppliers means 

suppliers that have been accredited by 

a recognized independent accreditation 

organization approved by CMS in ac-

cordance with the requirements at 

§ 424.58. 

Affiliate means a person or organiza-

tion that is related to another person 

or organization through a compensa-

tion arrangement or ownership. 

Assessment means a sum certain that 

CMS or the Office of Inspector General 

(OIG) may assess against a DMEPOS 

supplier under Titles XI, XVIII, or XXI 

of the Social Security Act or as speci-

fied in this chapter. 

Attended facility-based polysomnogram 

means a comprehensive diagnostic 

sleep test including at least 

electroencephalography, electro- 

oculography, electromyography, heart 

rate or electrocardiography, airflow, 

breathing effort, and arterial oxygen 

saturation furnished in a sleep labora-

tory facility in which a technologist 

supervises the recording during sleep 

time and has the ability to intervene if 

needed. 

Authorized surety means a surety that 

has been issued a Certificate of Author-

ity by the U.S. Department of the 

Treasury as an acceptable surety on 

Federal bonds and the certificate has 

neither expired nor been revoked. 

Civil money penalty (CMP) means a 

sum that CMS has the authority, as 

implemented by 42 CFR 402.1(c); or OIG 

has the authority, under section 1128A 

of the Act or 42 CFR part 1003, to im-

pose on a supplier as a penalty. 

CMS approved accreditation organiza-

tion means a recognized independent 

accreditation organization approved by 

CMS under § 424.58. 
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Continuous positive airway pressure 
(CPAP) device means a machine that in-
troduces air into the breathing pas-
sages at pressures high enough to over-
come obstructions in the airway in 
order to improve airflow. The airway 
pressure delivered into the upper air-
way is continuous during both inspira-
tion and expiration. 

DMEPOS stands for durable medical 
equipment, prosthetics, orthotics and 
supplies. 

DMEPOS supplier means an entity or 
individual, including a physician or a 
Part A provider, which sells or rents 
Part B covered items to Medicare bene-
ficiaries and which meets the standards 
in paragraphs (c) and (d) of this sec-
tion. 

Final adverse action means one or 
more of the following actions: 

(i) A Medicare-imposed revocation of 
any Medicare billing privileges. 

(ii) Suspension or revocation of a li-
cense to provide health care by any 
State licensing authority. 

(iii) Revocation for failure to meet 
DMEPOS quality standards. 

(iv) A conviction of a Federal or 
State felony offense (as defined in 
§ 424.535(a)(3)(i) within the last 10 years 
preceding enrollment, revalidation, or 
re-enrollment. 

(v) An exclusion or debarment from 
participation in a Federal or State 
health care program. 

Government-operated supplier is a 
DMEPOS supplier owned or operated 
by a Federal, State, or Tribal entity. 

Independent accreditation organization 
means an accreditation organization 
that accredits a supplier of DMEPOS 
and other items and services for a spe-
cific DMEPOS product category or a 
full line of DMEPOS product cat-
egories. 

Medicare covered items means medical 
equipment and supplies as defined in 
section 1834(j)(5) of the Act. 

Penal sum is the maximum obligation 
of the surety if a loss occurs. 

Rider means a notice issued by a sur-
ety that a change in the bond has oc-
curred or will occur. 

Sleep test means an attended or unat-
tended diagnostic test for a sleep dis-
order whether performed in or out of a 
sleep laboratory. The ‘provider of the 
sleep test’ is the individual or entity 

that directly or indirectly administers 
and/or interprets the sleep test and/or 
furnishes the sleep test device used to 
administer the sleep test. 

Sufficient evidence means documents 
CMS may supply to the surety in order 
to establish that a DMEPOS supplier 
had received Medicare funds in excess 
of the amount due and payable under 
the statute and regulations, the 
amount of a CMP, or the amount of 
some other assessment against the 
DMEPOS supplier. 

Surety bond means a bond issued by 
one or more sureties under 31 U.S.C. 
9304 through 9308 and 31 CFR parts 223, 
224, and 225. 

Unpaid claim means an overpayment 
made by the Medicare program to the 
DMEPOS supplier for which the 
DMEPOS supplier is responsible, plus 
accrued interest that is effective 90 
days after the date of the notice sent 
to the DMEPOS supplier of the over-
payment. If a written agreement for 
payment, acceptable to CMS, is made, 
an unpaid claim also means a Medicare 
overpayment for which the DMEPOS 
supplier is responsible, plus accrued in-
terest after the DME supplier’s default 
on the arrangement. 

(b) General rule. A DMEPOS supplier 
must meet the following conditions in 
order to be eligible to receive payment 
for a Medicare-covered item: 

(1) The supplier has submitted a com-
pleted application to CMS to furnish 
Medicare-covered items including re-
quired enrollment forms. (The supplier 
must enroll separate physical locations 
it uses to furnish Medicare-covered 
DMEPOS, with the exception of loca-
tions that it uses solely as warehouses 
or repair facilities.) 

(2) The item was furnished on or after 
the date CMS issued to the supplier a 
DMEPOS supplier number conveying 
billing privileges. (CMS issues only one 
supplier number for each location.) 
This requirement does not apply to 
items furnished incident to a physi-
cian’s service. 

(3) CMS has not revoked or excluded 
the DMEPOS supplier’s privileges dur-
ing the period which the item was fur-
nished has not been revoked or ex-
cluded. 

(4) A supplier that furnishes a drug 
used as a Medicare-covered supply with 



1070 

42 CFR Ch. IV (10–1–24 Edition) § 424.57 

durable medical equipment or pros-
thetic devices must be licensed by the 
State to dispense drugs (A supplier of 
drugs must bill and receive payment 
for the drug in its own name. A physi-
cian, who is enrolled as a DMEPOS 
supplier, may dispense, and bill for, 
drugs under this standard if authorized 
by the State as part of the physician’s 
license.) 

(5) The supplier has furnished to CMS 
all information or documentation re-
quired to process the claim. 

(6) The supplier is in compliance with 
all conditions of payment in paragraph 
(b) of this section, as well as with para-
graph (c)(1)(ii)(A) of this section, at the 
time the item or service is furnished. 

(c) Application certification standards. 
The supplier must meet and must cer-
tify in its application for billing privi-
leges that it meets and will continue to 
meet the following standards: 

(1) Operates its business and fur-
nishes Medicare-covered items in com-
pliance with the following applicable 
laws: 

(i) Federal regulatory requirements 
that specify requirements for the pro-
vision of DMEPOS and ensure accessi-
bility for the disabled. 

(ii) State licensure and regulatory re-
quirements. If a State requires licensure 
to furnish certain items or services, a 
DMEPOS supplier— 

(A) Must be licensed to provide the 
item or service; and 

(B) May contract with a licensed in-
dividual or other entity to provide the 
licensed services unless expressly pro-
hibited by State law. 

(2) Has not made, or caused to be 
made, any false statement or misrepre-
sentation of a material fact on its ap-
plication for billing privileges. (The 
supplier must provide complete and ac-
curate information in response to ques-
tions on its application for billing 
privileges. The supplier must report to 
CMS any changes in information sup-
plied on the application within 30 days 
of the change.); 

(3) Must have the application for bill-
ing privileges signed by an individual 
whose signature binds a supplier; 

(4) Fills orders, frabicates, or fits 
items from its own inventory or by 
contracting with other companies for 
the purchase of items necessary to fill 

the order. If it does, it must provide, 
upon request, copies of contracts or 
other documentation showing compli-
ance with this standard. A supplier 
may not contract with any entity that 
is currently excluded from the Medi-
care program, any State health care 
programs, or from any other Federal 
Government Executive Branch procure-
ment or nonprocurement program or 
activity; 

(5) Advises beneficiaries that they 
may either rent or purchase inexpen-
sive or routinely purchased durable 
medical equipment, and of the pur-
chase option for capped rental durable 
medical equipment, as defined in 
§ 414.220(a) of this subchapter. (The sup-
plier must provide, upon request, docu-
mentation that it has provided bene-
ficiaries with this information, in the 
form of copies of letters, logs, or signed 
notices.); 

(6) Honors all warranties expressed 
and implied under applicable State 
law. A supplier must not charge the 
beneficiary or the Medicare program 
for the repair or replacement of Medi-
care covered items or for services cov-
ered under warranty. This standard ap-
plies to all purchased and rented items, 
including capped rental items, as de-
scribed in § 414.229 of this subchapter. 
The supplier must provide, upon re-
quest, documentation that it has pro-
vided beneficiaries with information 
about Medicare covered items covered 
under warranty, in the form of copies 
of letters, logs, or signed notices; 

(7) Maintains a physical facility on 
an appropriate site. An appropriate site 
must meet all of the following: 

(i) Must meet the following criteria: 

(A)(1) Except for orthotic and pros-
thetic personnel described in paragraph 
(c)(7)(i)(A)(2) of this section, maintains 
a practice location that is at least 200 
square feet beginning— 

(i) September 27, 2010 for a prospec-
tive DMEPOS supplier; 

(ii) The first day after termination of 
an expiring lease for an existing 
DMEPOS supplier with a lease that ex-
pires on or after September 27, 2010 and 
before September 27, 2013; or 

(iii) September 27, 2013, for an exist-
ing DMEPOS supplier with a lease that 
expires on or after September 27, 2013. 
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(2) Orthotic and prosthetic personnel 
providing custom fabricated orthotics 
or prosthetics in private practice do 
not have to meet the practice location 
requirements in paragraph 
(c)(7)(i)(A)(1) of this section if the 
orthotic and prosthetic personnel are— 

(i) State-licensed; or 
(ii) Practicing in a State that does 

not offer State licensure for orthotic 
and prosthetic personnel. 

(B) Is in a location that is accessible 
to the public, Medicare beneficiaries, 
CMS, NSC, and its agents. (The loca-
tion must not be in a gated community 
or other area where access is re-
stricted.) 

(C) Is accessible and staffed during 
posted hours of operation. 

(D) Maintains a permanent visible 
sign in plain view and posts hours of 
operation. If the supplier’s place of 
business is located within a building 
complex, the sign must be visible at 
the main entrance of the building or 
the hours can be posted at the entrance 
of the supplier. 

(E) Except for business records that 
are stored in centralized location as de-
scribed in paragraph (c)(7)(ii) of this 
section, is in a location that contains 
space for storing business records (in-
cluding the supplier’s delivery, mainte-
nance, and beneficiary communication 
records). 

(F) Is in a location that contains 
space for retaining the necessary order-
ing and referring documentation speci-
fied in § 424.516(f). 

(ii) May be the centralized location 
for all of the business records and the 
ordering and referring documentation 
of a multisite supplier. 

(iii) May be a ‘‘closed door’’ business, 
such as a pharmacy or supplier pro-
viding services only to beneficiaries re-
siding in a nursing home, that complies 
with all applicable Federal, State, and 
local laws and regulations. ‘‘Closed 
door’’ businesses must comply with all 
the requirements in this paragraph. 

(8) Permits CMS, the NSC, or agents 
of CMS or the NSC to conduct on-site 
inspections to ascertain supplier com-
pliance with the requirements of this 
section. 

(9) Maintains a primary business 
telephone that is operating at the ap-
propriate site listed under the name of 

the business locally or toll-free for 
beneficiaries. 

(i) Cellular phones, beepers, or pagers 
must not be used as the primary busi-
ness telephone. 

(ii) Calls must not be exclusively for-
warded from the primary business tele-
phone listed under the name of the 
business to a cellular phone, beeper, or 
pager. 

(iii) Answering machines, answering 
services, facsimile machines or com-
bination of these options must not be 
used exclusively as the primary busi-
ness telephone during posted operating 
hours. 

(10) Has a comprehensive liability in-
surance policy in the amount of at 
least $300,000 that covers both the sup-
plier’s place of business and all cus-
tomers and employees of the supplier. 
In the case of a supplier that manufac-
tures its own items, this insurance 
must also cover product liability and 
completed operations. Failure to main-
tain required insurance at all times 
will result in revocation of the sup-
plier’s billing privileges retroactive to 
the date the insurance lapsed; 

(11) Must agree not to contact a bene-
ficiary by telephone when supplying a 
Medicare-covered item unless one of 
the following applies: 

(i) The individual has given written 
permission to the supplier to contact 
them by telephone concerning the fur-
nishing of a Medicare-covered item 
that is to be rented or purchased. 

(ii) The supplier has furnished a 
Medicare-covered item to the indi-
vidual and the supplier is contacting 
the individual to coordinate the deliv-
ery of the item. 

(iii) If the contact concerns the fur-
nishing of a Medicare-covered item 
other than a covered item already fur-
nished to the individual, the supplier 
has furnished at least one covered item 
to the individual during the 15-month 
period preceding the date on which the 
supplier makes such contact. 

(12) Must be responsible for the deliv-
ery of Medicare covered items to bene-
ficiaries and maintain proof of deliv-
ery. (The supplier must document that 
it or another qualified party has at an 
appropriate time, provided bene-
ficiaries with necessary information 
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and instructions on how to use Medi-
care-covered items safely and effec-
tively); 

(13) Must answer questions and re-
spond to complaints a beneficiary has 
about the Medicare-covered item that 
was sold or rented. A supplier must 
refer beneficiaries with Medicare ques-
tions to the appropriate carrier. A sup-
plier must maintain documentation of 
contacts with beneficiaries regarding 
complaints or questions; 

(14) Must maintain and replace at no 
charge or repair directly, or through a 
service contract with another com-
pany, Medicare-covered items it has 
rented to beneficiaries. The item must 
function as required and intended after 
being repaired or replaced; 

(15) Must accept returns from bene-
ficiaries of substandard (less than full 
quality for the particular item or un-
suitable items, inappropriate for the 
beneficiary at the time it was fitted 
and rented or sold); 

(16) Must disclose these supplier 
standards to each beneficiary to whom 
it supplies a Medicare-covered item; 

(17) Must comply with the disclosure 
provisions in § 420.206 of this sub-
chapter; 

(18) Must not convey or reassign a 
supplier number; 

(19) Must have a complaint resolution 
protocol to address beneficiary com-
plaints that relate to supplier stand-
ards in paragraph (c) of this section 
and keep written complaints, related 
correspondence and any notes of ac-
tions taken in response to written and 
oral complaints. Failure to maintain 
such information may be considered 
evidence that supplier standards have 
not been met. (This information must 
be kept at its physical facility and 
made available to CMS, upon request.); 

(20) Must maintain the following in-
formation on all written and oral bene-
ficiary complaints, including telephone 
complaints, it receives: 

(i) The name, address, telephone 
number, and health insurance claim 
number of the beneficiary. 

(ii) A summary of the complaint; the 
date it was received; the name of the 
person receiving the complaint, and a 
summary of actions taken to resolve 
the complaint. 

(iii) If an investigation was not con-
ducted, the name of the person making 
the decision and the reason for the de-
cision. 

(21) Provides to CMS, upon request, 
any information required by the Medi-
care statute and implementing regula-
tions. 

(22) All suppliers of DMEPOS and 
other items and services must be ac-
credited by a CMS-approved accredita-
tion organization in order to receive 
and retain a supplier billing number. 
The accreditation must indicate the 
specific products and services, for 
which the supplier is accredited in 
order for the supplier to receive pay-
ment for those specific products and 
services. 

(23) All DMEPOS suppliers must no-
tify their accreditation organization 
when a new DMEPOS location is 
opened. The accreditation organization 
may accredit the new supplier location 
for three months after it is operational 
without requiring a new site visit. 

(24) All DMEPOS supplier locations, 
whether owned or subcontracted, must 
meet the DMEPOS quality standards 
and be separately accredited in order 
to bill Medicare. An accredited supplier 
may be denied enrollment or their en-
rollment may be revoked, if CMS de-
termines that they are not in compli-
ance with the DMEPOS quality stand-
ards. 

(25) All DMEPOS suppliers must dis-
close upon enrollment all products and 
services, including the addition of new 
product lines for which they are seek-
ing accreditation. If a new product line 
is added after enrollment, the DMEPOS 
supplier will be responsible for noti-
fying the accrediting body of the new 
product so that the DMEPOS supplier 
can be re-surveyed and accredited for 
these new products. 

(26) Must meet the surety bond re-
quirements specified in paragraph (d) 
of this section. 

(27) Must obtain oxygen from a 
State-licensed oxygen supplier (appli-
cable only to those suppliers in States 
that require oxygen licensure.) 

(28) Is required to maintain ordering 
and referring documentation con-
sistent with the provisions found in 
§ 424.516(f) 
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(29)(i) Except as specified in para-
graph (c)(29)(ii) of this section, is pro-
hibited from sharing a practice loca-
tion with any other Medicare supplier 
or provider. 

(ii) The prohibition specified in para-
graph (c)(29)(i) of this section is not ap-
plicable at a practice location that 
meets one of the following: 

(A) Where a physician whose services 
are defined in section 1848(j)(3) of the 
Act or a nonphysician practitioner, as 
described in section 1842(b)(18)(C) of the 
Act, furnishes items to his or her own 
patient as part of his or her profes-
sional service. 

(B) Where a physical or occupational 
therapist whose services are defined in 
sections 1861(p) and 1861(g) of the Act, 
furnishes items to his or her own pa-
tient as part of his or her professional 
service. 

(C) Where a DMEPOS supplier is co- 
located with and owned by an enrolled 
Medicare provider (as described in 
§ 489.2(b) of this chapter). The DMEPOS 
supplier— 

(1) Must operate as a separate unit; 
and 

(2) Meet all other DMEPOS supplier 
standards. 

(30)(i) Except as specified in para-
graph (c)(30)(ii) of this section, is open 
to the public a minimum of 30 hours 
per week. 

(ii) The provision of paragraph 
(c)(30)(i) of this section is not applica-
ble at a practice location where a— 

(A) Physician whose services are de-
fined in section 1848(j)(3) of the Act fur-
nishes items to his or her own pa-
tient(s) as part of his or her profes-
sional service; 

(B) A physical or occupational thera-
pist whose services are defined in sec-
tions 1861(p) and 1861(g) of the Act fur-
nishes items to his or her own pa-
tient(s) as part of his or her profes-
sional service; or 

(C) DMEPOS supplier is working with 
custom made orthotics and prosthetics. 

(d) Surety bonds requirements—(1) Ef-
fective date of surety bond requirements— 
(i) DMEPOS suppliers seeking enrollment 
or with a change in ownership. Except as 
provided in paragraph (d)(15) of this 
section, beginning May 4, 2009, 
DMEPOS suppliers seeking to enroll or 
to change the ownership of a supplier 

of DMEPOS must meet the require-
ments of paragraph (d) of this section 
for each assigned NPI for which the 
DMEPOS supplier is seeking to obtain 
Medicare billing privileges. 

(ii) Existing DMEPOS suppliers. Ex-
cept as provided in paragraph (d)(15) of 
this section, beginning October 2, 2009, 
each Medicare-enrolled DMEPOS sup-
plier must meet the requirements of 
paragraph (d) of this section for each 
assigned NPI to which Medicare has 
granted billing privileges. 

(2) Minimum requirements for a 
DMEPOS supplier. (i) A DMEPOS sup-
plier enrolling in the Medicare pro-
gram, making a change in ownership, 
or responding to a revalidation or re-
enrollment request must submit to the 
CMS contractor a surety bond from an 
authorized surety of $50,000 and, if re-
quired by the CMS contractor, an ele-
vated bond amount as described in 
paragraph (d)(3) of this section with its 
paper or electronic Medicare enroll-
ment application (CMS–855S, OMB 
number 0938–1056). The term of the ini-
tial surety bond must be effective on 
the date that the application is sub-
mitted to the CMS contractor. 

(ii) A supplier that seeks to become 
an enrolled DMEPOS supplier through 
a purchase or transfer of assets or own-
ership interest must submit to the 
CMS contractor surety bond from an 
authorized surety of $50,000 and, if re-
quired by the CMS contractor, an ele-
vated bond amount as described in 
paragraph (d)(3) of this section that is 
effective from the date of the purchase 
or transfer in order to exercise billing 
privileges as of that date. If the bond is 
effective at a later date, the effective 
date of the new DMEPOS supplier bill-
ing privileges is the effective date of 
the surety bond as validated by the 
CMS contractor. 

(iii) A DMEPOS supplier enrolling a 
new practice location must submit to 
the CMS contractor a new surety bond 
from an authorized surety or an 
amendment or rider to the existing 
bond, showing that the new practice lo-
cation is covered by an additional base 
surety bond of $50,000 or, as necessary, 
an elevated surety bond amount as de-
scribed in paragraph (d)(3) of this sec-
tion. 
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(3) Elevated surety bond amounts. (i) If 
required, a DMEPOS supplier must ob-
tain and maintain a base surety bond 
in the amount of $50,000 as specified in 
paragraph (d)(2) of this section and an 
elevated surety bond in the amount 
prescribed by the CMS contractor as 
described in paragraph (d)(3)(ii) of this 
section. 

(ii) The CMS contractor prescribes an 
elevated surety bond amount of $50,000 
per occurrence of an adverse legal ac-
tion within the 10 years preceding en-
rollment, revalidation, or reenroll-
ment, as defined in paragraph (a) of 
this section. 

(4) Type and terms of the surety bond— 
(i) Type of bond. A DMEPOS supplier 
must submit a bond that is continuous. 

(ii) Minimum requirements of liability 
coverage. (A) The terms of the bond 
submitted by a DMEPOS supplier for 
the purpose of complying with this sec-
tion must meet the minimum require-
ments of liability coverage ($50,000) and 
surety and DMEPOS supplier responsi-
bility as set forth in this section. 

(B) CMS requires a DMEPOS supplier 
to submit a bond that on its face re-
flects the requirements of this section. 
CMS revokes or denies a DMEPOS sup-
plier’s billing privileges based upon the 
submission of a bond that does not re-
flect the requirements of paragraph (d) 
of this section. 

(5) Specific surety bond requirements. 
(i) The bond must guarantee that the 
surety will, within 30 days of receiving 
written notice from CMS containing 
sufficient evidence to establish the 
surety’s liability under the bond of un-
paid claims, CMPs, or assessments, pay 
CMS a total of up to the full penal 
amount of the bond in the following 
amounts: 

(A) The amount of any unpaid claim, 
plus accrued interest, for which the 
DMEPOS supplier is responsible. 

(B) The amount of any unpaid claims, 
CMPs, or assessments imposed by CMS 
or OIG on the DMEPOS supplier, plus 
accrued interest. 

(ii) The bond must provide the fol-
lowing: The surety is liable for unpaid 
claims, CMPs, or assessments that 
occur during the term of the bond. 

(iii) If the DMEPOS supplier fails to 
furnish a bond meeting the require-
ments of paragraph (d) of this section, 

fails to submit a rider when required, 
or if the DMEPOS supplier’s billing 
privileges are revoked, the last bond or 
rider submitted by the DMEPOS sup-
plier remains in effect until the last 
day of the surety bond coverage period 
and the surety remains liable for un-
paid claims, CMPs, or assessments 
that— 

(A) CMS or the OIG imposes or as-
serts against the DMEPOS supplier 
based on overpayments or other events 
that took place during the term of the 
bond or rider; and 

(B) Were imposed or assessed by CMS 
or the OIG during the 2 years following 
the date that the DMEPOS supplier 
failed to submit a bond or required 
rider, or the date the DMEPOS sup-
plier’s billing privileges were termi-
nated, whichever is later. 

(6) Cancellation of a bond and lapse of 
surety bond coverage. (i) A DMEPOS 
supplier may cancel its surety bond 
and must provide written notice at 
least 30 days before the effective date 
of the cancellation to the CMS con-
tractor and the surety. 

(ii) Cancellation of a surety bond is 
grounds for revocation of the DMEPOS 
supplier’s Medicare billing privileges 
unless the DMEPOS supplier provides a 
new bond before the effective date of 
the cancellation. The liability of the 
surety continues through the termi-
nation effective date. 

(iii) If CMS receives notification of a 
lapse in bond coverage from the surety, 
the DMEPOS supplier’s billing privi-
leges are revoked. During this lapse, 
Medicare does not pay for items or 
services furnished during the gap in 
coverage, and the DMEPOS supplier is 
held liable for the items or services 
(that is, the DMEPOS supplier would 
not be permitted to charge the bene-
ficiary for the items or services). 

(iv) The surety must immediately no-
tify the CMS contractor if there is a 
lapse in the surety’s coverage of the 
DMEPOS supplier’s coverage. 

(7) Actions under the surety bond. The 
bond must provide that actions under 
the bond may be brought by CMS or by 
CMS contractors. 

(8) Required surety information on the 
surety bond. The bond must provide the 
surety’s name, street address or post 



1075 

Centers for Medicare & Medicaid Services, HHS § 424.57 

office box number, city, state, and zip 
code. 

(9) Change of surety. A DMEPOS sup-
plier that obtains a replacement surety 
bond from a different surety to cover 
the remaining term of a previously ob-
tained bond must submit the new sur-
ety bond to the CMS contractor at 
least 30 days prior to the expiration of 
the previous surety bond. There must 
be no gap in the coverage of the surety 
bond periods. If a gap in coverage ex-
ists, the CMS contractor revokes the 
DMEPOS supplier’s billing privileges 
and does not pay for any items or serv-
ices furnished by the DMEPOS supplier 
during the period for which no bond 
coverage was available. If a DMEPOS 
supplier changes its surety during the 
term of the bond, the new surety is re-
sponsible for any overpayments, CMPs, 
or assessments incurred by the 
DMEPOS supplier beginning with the 
effective date of the new surety bond. 
The previous surety is responsible for 
any overpayments, CMPs, or assess-
ments that occurred up to the date of 
the change of surety. 

(10) Parties to the surety bond. The sur-
ety bond must name the DMEPOS sup-
plier as Principal, CMS as Obligee, and 
the surety (and its heirs, executors, ad-
ministrators, successors and assignees, 
jointly and severally) as surety. 

(11) Effect of DMEPOS supplier’s fail-
ure to obtain, maintain, and timely file a 
surety bond. 

(i) CMS revokes the DMEPOS sup-
plier’s billing privileges if an enrolled 
DMEPOS supplier fails to obtain, file 
timely, or maintain a surety bond as 
specified in this subpart and CMS in-
structions. Notwithstanding paragraph 
(e) of this section, the revocation is ef-
fective the date the bond lapsed and 
any payments for items furnished on or 
after that date must be repaid to CMS 
by the DMEPOS supplier. 

(ii) CMS denies billing privileges to a 
DMEPOS supplier if the supplier seek-
ing to become an enrolled DMEPOS 
supplier fails to obtain and file timely 
a surety bond as specified with this 
subpart and CMS instructions. 

(12) Evidence of DMEPOS supplier’s 
compliance. CMS may at any time re-
quire a DMEPOS supplier to show com-
pliance with the requirements of para-
graph (d) of this section. 

(13) Effect of subsequent DMEPOS sup-
plier payment. If a surety has paid an 
amount to CMS on the basis of liability 
incurred under a bond and CMS subse-
quently collects from the DMEPOS 
supplier, in whole or in part, on the un-
paid claim, CMPs, or assessment that 
was the basis for the surety’s liability, 
CMS reimburses the surety the amount 
that it collected from the DMEPOS 
supplier, up to the amount paid by the 
surety to CMS, provided the surety has 
no other liability to CMS under the 
bond. 

(14) Effect of review reversing deter-
mination. If a surety has paid CMS on 
the basis of liability incurred under a 
surety bond and to the extent the 
DMEPOS supplier that obtained the 
bond is subsequently successful in ap-
pealing the determination that was the 
basis of the unpaid claim, CMP, or as-
sessment that caused the DMEPOS 
supplier to pay CMS under the bond, 
CMS refunds the DMEPOS supplier the 
amount the DMEPOS supplier paid to 
CMS to the extent that the amount re-
lates to the matter that was success-
fully appealed, provided all review, in-
cluding judicial review, has been com-
pleted on the matter. 

(15) Exception to the surety bond re-
quirement—(i) Qualifying entities and re-
quirements. (A) Government-operated 
DMEPOS suppliers are provided an ex-
ception to the surety bond requirement 
if the DMEPOS supplier has provided 
CMS with a comparable surety bond 
under State law. 

(B) State-licensed orthotic and pros-
thetic personnel in private practice 
making custom made orthotics and 
prosthetics are provided an exception 
to the surety bond requirement if— 

(1) The business is solely-owned and 
operated by the orthotic and prosthetic 
personnel, and 

(2) The business is only billing for 
orthotic, prosthetics, and supplies. 

(C) Physicians and nonphysician 
practitioners as defined in section 
1842(b)(18) of the Act are provided an 
exception to the surety bond require-
ment when items are furnished only to 
the physician or nonphysician practi-
tioner’s own patients as part of his or 
her physician service. 

(D) Physical and occupational thera-
pists in private practice are provided 
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an exception to the surety bond re-
quirement if— 

(1) The business is solely-owned and 
operated by the physical or occupa-
tional therapist; 

(2) The items are furnished only to 
the physical or occupational thera-
pist’s own patients as part of his or her 
professional service; and 

(3) The business is only billing for 
orthotics, prosthetics, and supplies. 

(ii) Loss of a DMEPOS supplier excep-
tion. A DMEPOS supplier that no 
longer qualifies for an exception as de-
scribed in paragraph (d)(15)(i) of this 
section must submit a surety bond to 
the CMS contractor in accordance with 
requirements of paragraph (d) of this 
section within 60 days after it knows or 
has reason to know that it no longer 
meets the criteria for an exception. 

(e) Failure to meet standards—(1) Rev-
ocation. CMS revokes a supplier’s bill-
ing privileges if it is found not to meet 
the standards in paragraphs (b) and (c) 
of this section. Except as otherwise 
provided in this section, the revocation 
is effective 30 days after the entity is 
sent notice of the revocation, as speci-
fied in § 405.874 of this subchapter. 

(2) Overpayments associated with final 
adverse actions. CMS or a CMS con-
tractor may reopen (in accordance with 
§ 405.980 of this chapter) all Medicare 
claims paid on or after the date of a 
final adverse action (as defined in para-
graph (a) of this section) in order to es-
tablish an overpayment determination. 

(f) Payment prohibition. No Medicare 
payment will be made to the supplier 
of a CPAP device if that supplier, or its 
affiliate, is directly or indirectly the 
provider of the sleep test used to diag-
nose the beneficiary with obstructive 
sleep apnea. This prohibition does not 
apply if the sleep test is an attended fa-
cility-based polysomnogram. 

(g) Revalidation of billing privileges. A 
supplier must revalidate its applica-
tion for billing privileges every 3 years 
after the billing privileges are first 
granted. (Each supplier must complete 
a new application for billing privileges 
3 years after its last revalidation.) 

[65 FR 60377, Oct. 11, 2000, as amended at 71 
FR 48409, Aug. 18, 2006; 73 FR 69939, Nov. 19, 
2008; 75 FR 52648, Aug. 27, 2010; 76 FR 5962, 
Feb. 2, 2011; 77 FR 14994, Mar. 14, 2012; 79 FR 
69773, Nov. 24, 2014; 87 FR 70231, Nov. 18, 2022] 

§ 424.58 Accreditation. 

(a) Scope and purpose. This part im-
plements section 1834(a)(20)(B) of the 
Act, which requires the Secretary to 
designate and approve one or more 
independent accreditation organiza-
tions for purposes of enforcing the 
DMEPOS quality standards for sup-
pliers of DMEPOS and other items or 
services. Section 1847(b)(2)(A)(i) of the 
Act requires a DMEPOS supplier to 
meet the DMEPOS quality standards 
under section 1834(a)(20) of the Act be-
fore being awarded a contract. 

(b) Application and reapplication proce-
dures for accreditation organizations. (1) 
An independent accreditation organiza-
tion applying for approval or re-ap-
proval of authority to survey suppliers 
for compliance with the DMEPOS qual-
ity standards is required to furnish the 
following to CMS: 

(i) A list of the types of DMEPOS 
supplies, and a list of products and 
services for which the organization is 
requesting approval. 

(ii) A detailed comparison of the or-
ganization’s accreditation require-
ments and standards with the applica-
ble DMEPOS quality standards, such as 
a crosswalk. 

(iii) A detailed description of the or-
ganization’s operational processes, in-
cluding procedures for performing un-
announced surveys, frequency of the 
surveys performed, copies of the orga-
nization’s survey forms, guidelines and 
instructions to surveyors, quality re-
view processes for deficiencies identi-
fied with accreditation requirements, 
and dispute resolution processes and 
policies when there is a negative sur-
vey finding or decision. 

(iv) Procedures used to notify 
DMEPOS suppliers of compliance or 
noncompliance with the accreditation 
requirements. 

(v) Procedures used to monitor the 
correction of deficiencies found during 
an accreditation survey. 

(vi) Procedures for coordinating sur-
veys with another accrediting organi-
zation if the organization does not ac-
credit all products the supplier pro-
vides. 

(vii) Detailed professional informa-
tion about the individuals who perform 
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surveys for the accreditation organiza-
tion, including the size and composi-
tion of accreditation survey teams for 
each type of DMEPOS supplier accred-
ited, and the education and experience 
requirements surveyors must meet. 
The information must include the fol-
lowing: 

(A) The content and frequency of the 
continuing education training provided 
to survey personnel. 

(B) The evaluation systems used to 
monitor the performance of individual 
surveyors and survey teams. 

(C) Policies and procedures for a sur-
veyor or institutional affiliate of the 
independent accrediting organization 
that participates in a survey or accred-
itation decision regarding a DMEPOS 
supplier with which that individual or 
institution is professionally or finan-
cially affiliated. 

(viii) A description of the organiza-
tion’s data management, analysis and 
reporting system for its surveys and 
accreditation decisions, including the 
kinds of reports, tables, and other dis-
plays generated by that system. 

(ix) Procedures for responding to, and 
investigating complaints against, ac-
credited facilities, including policies 
and procedures regarding coordination 
of these activities with appropriate li-
censing bodies, ombudsman programs, 
the National Supplier Clearinghouse, 
and CMS. 

(x) The organization’s policies and 
procedures for notifying CMS of facili-
ties that fail to meet the accreditation 
organization’s requirements. 

(xi) A description of all types, cat-
egories, and durations of accreditations 
offered by the organization. 

(xii) A list of the following: 
(A) All currently accredited DMEPOS 

suppliers. 
(B) The types and categories of ac-

creditation currently held by each sup-
plier. 

(C) The expiration date of each sup-
plier’s current accreditation. 

(D) The upcoming survey cycles for 
all DMEPOS suppliers’ accreditation 
surveys scheduled to be performed by 
the organization. 

(xiii) A written presentation that 
demonstrates the organization’s ability 
to furnish CMS with electronic data in 
ASCII comparable code. 

(xiv) A resource analysis that dem-
onstrates that the organization’s staff-
ing, funding, and other resources are 
adequate to perform fully the required 
surveys and related activities. 

(xv) An agreement that the accredi-
tation organization will permit its sur-
veyors to serve as witnesses if CMS 
takes an adverse action based on ac-
creditation findings. 

(2) Validation survey. CMS surveys 
suppliers of DMEPOS and other items 
and services accredited under this sec-
tion on a representative sample basis, 
or in response to substantial allega-
tions of noncompliance, in order to 
validate the accreditation organiza-
tion’s survey process. When con-
ducted— 

(i) On a representative sample basis, 
the CMS survey may be comprehensive 
or focus on a specific standard; 

(ii) In response to a substantial alle-
gation, CMS surveys for any standard 
that CMS determines is related to the 
allegations. 

(3) Discovery of a deficiency. If CMS 
discovers that a DMEPOS supplier was 
not in compliance with the DMEPOS 
supplier quality standards, CMS may 
revoke the supplier’s billing number or 
require the accreditation organization 
to perform a subsequent full accredita-
tion survey at the accreditation orga-
nization’s expense. 

(4) Authorization. A supplier selected 
for a validation survey must authorize 
the— 

(i) Validation survey to take place; 
and 

(ii) CMS survey team to monitor the 
correction of any deficiencies found 
through the validation survey. 

(5) Refusal to cooperate with survey. If 
a supplier selected for a validation sur-
vey fails to comply with the require-
ments specified at paragraph (b)(4) of 
this section, it is deemed to no longer 
meet the DMEPOS supplier quality 
standards and may have its supplier 
billing number revoked. 

(6) Validation survey findings. If a vali-
dation survey results in a finding that 
the supplier was not in compliance 
with one or more DMEPOS supplier 
quality standards, the supplier no 
longer meets the DMEPOS quality 
standards and may have its supplier 
billing number revoked. 
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(c) Ongoing responsibilities of a CMS- 
approved accreditation organization. An 
accreditation organization approved by 
CMS must undertake the following ac-
tivities on an ongoing basis: 

(1) Provide to CMS all of the fol-
lowing in written format (either elec-
tronic or hard copy) and on a monthly 
basis all of the following: 

(i) Copies of all accreditation sur-
veys, together with any survey-related 
information that CMS may require (in-
cluding corrective action plans and 
summaries of findings with respect to 
unmet CMS requirements). 

(ii) Notice of all accreditation deci-
sions. 

(iii) Notice of all complaints related 
to suppliers of DMEPOS and other 
items and services. 

(iv) Information about any supplier 
of DMEPOS and other items and serv-
ices against which the CMS-approved 
accreditation organization has taken 
remedial or adverse action, including 
revocation, withdrawal, or revision of 
the supplier’s accreditation. 

(v) Notice of any proposed changes in 
its accreditation standards or require-
ments or survey process. If the organi-
zation implements the changes before 
or without CMS’ approval, CMS may 
withdraw its approval of the accredita-
tion organization. 

(2) Within 30 calendar days of a 
change in CMS requirements, submit 
to CMS: 

(i) An acknowledgment of CMS’s no-
tification of the change. 

(ii) A revised cross walk reflecting 
the new requirements. 

(iii) An explanation of how the ac-
creditation organization plans to alter 
its standards to conform to CMS’s new 
requirements, within the timeframes 
specified in the notification of change 
it receives from CMS. 

(3) Permit its surveyors to serve as 
witnesses if CMS takes an adverse ac-
tion based on accreditation findings. 

(4) Within 2 calendar days of identi-
fying a deficiency of an accredited 
DMEPOS supplier that poses imme-
diate jeopardy to a beneficiary or to 
the general public, provide CMS with 
written notice of the deficiency and 
any adverse action implemented by the 
accreditation organization. 

(5) Within 10 calendar days after 
CMS’s notice to a CMS-approved ac-
creditation organization that CMS in-
tends to withdraw approval of the ac-
creditation organization, provide writ-
ten notice of the withdrawal to all of 
the CMS-approved accreditation orga-
nization’s accredited suppliers. 

(6) Provide, on an annual basis, sum-
mary data specified by CMS that relate 
to the past year’s accreditation activi-
ties and trends. 

(d) Continuing Federal oversight of ap-
proved accreditation organizations. This 
paragraph establishes specific criteria 
and procedures for continuing over-
sight and for withdrawing approval of a 
CMS-approved accreditation organiza-
tion. 

(1) Equivalency review. CMS compares 
the accreditation organization’s stand-
ards and its application and enforce-
ment of those standards to the com-
parable CMS requirements and proc-
esses when— 

(i) CMS imposes new requirements or 
changes its survey process; 

(ii) An accreditation organization 
proposes to adopt new standards or 
changes in its survey process; or 

(iii) The term of an accreditation or-
ganization’s approval expires. 

(2) Validation survey. CMS or its des-
ignated survey team may conduct a 
survey of an accredited DMEPOS sup-
plier, examine the results of a CMS-ap-
proved accreditation organization’s 
survey of a supplier, or observe a CMS- 
approved accreditation organization’s 
onsite survey of a DMEPOS supplier, in 
order to validate the CMS-approved ac-
creditation organization’s accredita-
tion process. At the conclusion of the 
review, CMS identifies any accredita-
tion programs for which validation sur-
vey results indicate— 

(i) A 10 percent rate of disparity be-
tween findings by the accreditation or-
ganization and findings by CMS or its 
designated survey team on standards 
that do not constitute immediate jeop-
ardy to patient health and safety if 
unmet; 

(ii) Any disparity between findings 
by the accreditation organization and 
findings by CMS on standards that con-
stitute immediate jeopardy to patient 
health and safety if unmet; or 
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(iii) That, irrespective of the rate of 
disparity, there are widespread or sys-
temic problems in an organization’s ac-
creditation process such that accredi-
tation by that accreditation organiza-
tion no longer provides CMS with ade-
quate assurance that suppliers meet or 
exceed the Medicare requirements. 

(3) Notice of intent to withdraw ap-
proval. CMS provides the organization 
written notice of its intent to with-
draw approval if an equivalency review, 
validation review, onsite observation, 
or CMS’s daily experience with the ac-
creditation organization suggests that 
the accreditation organization is not 
meeting the requirements of this sec-
tion. 

(4) Withdrawal of approval. CMS may 
withdraw its approval of an accredita-
tion organization at any time if CMS 
determines that— 

(i) Accreditation by the organization 
no longer adequately assures that the 
suppliers of DMEPOS and other items 
and services are meeting the DMEPOS 
quality standards, and that failure to 
meet those requirements could jeop-
ardize the health or safety of Medicare 
beneficiaries and could constitute a 
significant hazard to the public health; 
or 

(ii) The accreditation organization 
has failed to meet its obligations with 
respect to application or reapplication 
procedures. 

(e) Reconsideration. (1) An accredita-
tion organization dissatisfied with a 
determination that its accreditation 
requirements do not provide or do not 
continue to provide reasonable assur-
ance that the entities accredited by the 
accreditation organization meet the 
applicable supplier quality standards is 
entitled to a reconsideration. CMS re-
considers any determination to deny, 
remove, or not renew the approval of 
deeming authority to accreditation or-
ganizations if the accreditation organi-
zation files a written request for recon-
sideration by its authorized officials or 
through its legal representative. 

(2) The request must be filed within 
30 calendar days of the receipt of CMS 
notice of an adverse determination or 
non-renewal. 

(3) The request for reconsideration 
must specify the findings or issues with 
which the accreditation organization 

disagrees and the reasons for the dis-

agreement. 

(4) A requestor may withdraw its re-

quest for reconsideration at any time 

before the issuance of a reconsideration 

determination. 

(5) In response to a request for recon-

sideration, CMS provides the accredita-

tion organization the opportunity for 

an informal hearing to be conducted by 

a hearing officer appointed by the Ad-

ministrator of CMS and provide the ac-

creditation organization the oppor-

tunity to present, in writing and in 

person, evidence or documentation to 

refute the determination to deny ap-

proval, or to withdraw or not renew 

deeming authority. 

(6) CMS provides written notice of 

the time and place of the informal 

hearing at least 10 calendar days before 

the scheduled date. 

(7) The informal reconsideration 

hearing is open to CMS and the organi-

zation requesting the reconsideration, 

including authorized representatives; 

technical advisors (individuals with 

knowledge of the facts of the case or 

presenting interpretation of the facts); 

and legal counsel. 

(i) The hearing is conducted by the 

hearing officer who receives testimony 

and documents related to the proposed 

action. 

(ii) Testimony and other evidence 

may be accepted by the hearing officer 

even though it is inadmissible under 

the rules of court procedures. 

(iii) The hearing officer does not have 

the authority to compel by subpoena 

the production of witnesses, papers, or 

other evidence. 

(8) Within 45 calendar days of the 

close of the hearing, the hearing officer 

presents the findings and recommenda-

tions to the accreditation organization 

that requested the reconsideration. 

(9) The written report of the hearing 

officer includes separate numbered 

findings of fact and the legal conclu-

sions of the hearing officer. The hear-

ing officer’s decision is final. 

[71 FR 48409, Aug. 18, 2006] 
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Subpart E—To Whom Payment is 
Made in Special Situations 

§ 424.60 Scope. 

(a) This subpart sets forth provisions 
applicable to payment after the bene-
ficiary’s death and payment to entities 
that provide coverage complementary 
to Medicare Part B. 

(b) The provisions applicable to pay-
ment for services excluded as custodial 
care or services not reasonable and 
necessary are set forth in §§ 405.332 
through 405.336 of this chapter. 

[53 FR 6634, Mar. 2, 1988, as amended at 53 FR 
28388, July 28, 1988] 

§ 424.62 Payment after beneficiary’s 
death: Bill has been paid. 

(a) Scope. This section specifies the 
persons whom Medicare pays, and the 
conditions for payments, when the ben-
eficiary has died and the bill has been 
paid. 

(b) Situation. (1) The beneficiary has 
received covered services for which he 
could receive direct payment under 
§ 424.53. 

(2) The beneficiary died without re-
ceiving Medicare payment. 

(3) The bill has been paid. 
(c) Persons whom Medicare pays. In 

the situation described in paragraph (b) 
of this section, Medicare pays the fol-
lowing persons in the specified cir-
cumstances: 

(1) The person or persons who, with-
out a legal obligation to do so, paid for 
the services with their own funds, be-
fore or after the beneficiary’s death. 

(2) The legal representative of the 
beneficiary’s estate if the services were 
paid for by the beneficiary before he or 
she died, or with funds from the estate. 

(3) If the deceased beneficiary or his 
or her estate paid for the services and 
no legal representative of the estate 
has been appointed, the survivors, in 
the following order of priority: 

(i) The person found by SSA to be the 
surviving spouse, if he or she was ei-
ther living in the same household with 
the deceased at the time of death, or 
was, for the month of death, entitled to 
monthly social security or railroad re-
tirement benefits on the basis of the 
same earnings record as the deceased 
beneficiary; 

(ii) The child or children, who were, 
for the month of death, entitled to 
monthly social security or railroad re-
tirement benefits on the basis of the 
same earnings record as the deceased 
(and, if there is more than one child, in 
equal parts to each child); 

(iii) The parent or parents, who were, 
for the month of death, entitled to 
monthly social security or railroad re-
tirement benefits on the basis of the 
same earnings record as the deceased 
(and, if there is more than one parent, 
in equal parts to each parent); 

(iv) The person found by SSA to be 
the surviving spouse who was not liv-
ing in the same household with the de-
ceased at the time of death and was 
not, for the month of death, entitled to 
monthly social security or railroad re-
tirement benefits on the basis of the 
same earnings record as the deceased 
beneficiary; 

(v) The child or children who were 
not entitled to monthly social security 
or railroad retirement benefits on the 
basis of the same earnings record as 
the deceased (and, if there is more than 
one child, in equal parts to each child); 

(vi) The parent or parents who were 
not entitled to monthly social security 
or railroad retirement benefits on the 
basis of the same earnings record as 
the deceased (and, if there is more than 
one parent, in equal parts to each par-
ent). 

(4) If none of the listed relatives sur-
vive, no payment is made. 

(5) If the services were paid for by a 
person other than the deceased bene-
ficiary, and that person died before 
payment was completed, Medicare does 
not pay that person’s estate. Medicare 
pays a surviving relative of the de-
ceased beneficiary in accordance with 
the priorities in paragraph (c)(3) of this 
section. If none of those relatives sur-
vive. Medicare pays the legal rep-
resentative of the deceased bene-
ficiary’s estate. If there is no legal rep-
resentative of the estate, no payment 
is made. 

(d) Amount of payment. The amount of 
payment is the amount due, including 
unnegotiated checks issued for the pur-
pose of making direct payment to the 
beneficiary. 

(e) Conditions for payment. For pay-
ment to be made under this section— 
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(1) The person who claims payment 
must meet the following requirements: 

(i) Submit a claim on a CMS-pre-
scribed form and an itemized bill in ac-
cordance with the requirements of this 
subpart. (See paragraph (g) of this sec-
tion for an exception.) 

(ii) Provide evidence that the serv-
ices were furnished if the intermediary 
or carrier requests it. 

(iii) Provide evidence of payment of 
the bill and of the identity of the per-
son who paid it. 

(2) If a person claims payment as the 
legal representative of the deceased 
beneficiary’s estate, he or she must 
also submit a copy of the papers show-
ing appointment as legal representa-
tive. 

(3) If a person claims payment as a 
survivor of the beneficiary, he or she 
must also submit evidence, if the inter-
mediary or carrier requests it, that he 
or she is highest on the priority list of 
paragraph (c)(3) of this section. 

(f) Evidence of payment. Evidence of 
payment may be— 

(1) A receipted bill, or a properly 
completed ‘‘Report of Services’’ section 
of a claim form, showing who paid the 
bill; 

(2) A cancelled check; 
(3) A written statement from the pro-

vider or supplier or an authorized staff 
member; or 

(4) Other probative evidence. 
(g) Exception: Claim submitted before 

beneficiary died. If a claim and itemized 
bill has been submitted by or on behalf 
of the beneficiary before he or she died, 
submission of another claim form and 
itemized bill is not required; any writ-
ten request by the person seeking pay-
ment is sufficient. 

§ 424.64 Payment after beneficiary’s 
death: Bill has not been paid. 

(a) Scope. This section specifies whom 
Medicare pays, and the conditions for 
payment when the beneficiary has died 
and the bill has not been paid. 

(b) Situation. (1) The beneficiary has 
received covered Part B services fur-
nished by a physician or other supplier. 

(2) The beneficiary died without 
making an assignment to the physician 
or other supplier or receiving Medicare 
payment. 

(3) The bill has not been paid. 

(c) To whom payment is made. In the 
situation described in paragraph (b) of 
this section, Medicare pays as follows: 

(1) Payment to the supplier. Medicare 
pays the physician or other supplier if 
he or she— 

(i) Files a claim on a CMS-prescribed 
form in accordance with the applicable 
requirements of this subpart; 

(ii) Upon request from the carrier, 
provides evidence that the services for 
which it claims payment were, in fact, 
furnished; and 

(iii) Agrees in writing to accept the 
reasonable charge as the full charge for 
the services. 

(2) Payment to a person who assumes 
legal obligation to pay for the services. If 
the physician or other supplier does 
not agree to accept the reasonable 
charge as full charge for the service, 
Medicare pays any person who submits 
to the carrier all of the following: 

(i) A statement indicating that he or 
she has assumed legal obligation to pay 
for the services. 

(ii) A claim on a CMS-prescribed 
form in accordance with the require-
ments of this subpart. (If a claim had 
been submitted by or on behalf of the 
beneficiary before he or she died, sub-
mission of another claim form is not 
required; a written request by the per-
son seeking payment meets the re-
quirement for a claim.) 

(iii) An itemized bill that identifies 
the claimant as the person to whom 
the physician or other supplier holds 
responsible for payment. (If such an 
itemized bill had been submitted by or 
on behalf of the beneficiary before he 
or she died, submission of another 
itemized bill is not required.) 

(iv) If the intermediary or carrier re-
quests it, evidence that the services 
were actually furnished. 

[53 FR 6634, Mar. 2, 1988, as amended at 53 FR 
28388, July 28, 1988] 

§ 424.66 Payment to entities that pro-
vide coverage complementary to 
Medicare Part B. 

(a) Conditions for payment. Medicare 
may pay an entity for Part B services 
furnished by a physician or other sup-
plier if the entity meets all of the fol-
lowing requirements: 

(1) Provides coverage of the service 
under a complementary health benefit 
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plan (this is, the coverage that the plan 
provides is complementary to Medicare 
benefits and covers only the amount by 
which the Part B payment falls short 
of the approved charge for the service 
under the plan). 

(2) Has paid the person who provided 
the service an amount (including the 
amount payable under the Medicare 
program) that the person accepts as 
full payment. 

(3) Has the written authorization of 
the beneficiary (or of a person author-
ized to sign claims on his behalf under 
§ 424.36) to receive the Part B payment 
for the services for which the entity 
pays. 

(4) Relieves the beneficiary of liabil-
ity for payment for the service and will 
not seek any reimbursement from the 
beneficiary, his or her survivors or es-
tate. 

(5) Submits any information CMS or 
the carrier may request, including an 
itemized physician or supplier bill, in 
order to apply the requirements under 
the Medicare program. 

(6) Identifies and excludes from its 
requests for payment all services for 
which Medicare is the secondary payer. 

(b) Services paid for by the entity. An 
entity is not required to pay and claim 
reimbursement for all Part B services 
furnished to members of its plans. 
However, if it does not pay and claim 
reimbursement for all those services, it 
must establish in advance precise cri-
teria for identifying the services for 
which it will pay and claim reimburse-
ment. 

[53 FR 28388, July 28, 1988; 53 FR 40231, Oct. 
14, 1988] 

§ 424.67 Enrollment requirements for 
opioid treatment programs (OTP). 

(a) General enrollment requirement. In 
order for a program or eligible profes-
sional (as that term is defined in sec-
tion 1848(k)(3)(B) of the Act) to receive 
Medicare payment for the provision of 
opioid use disorder treatment services, 
the provider must qualify as an OTP 
(as that term is defined in § 8.2 of this 
title) and enroll in the Medicare pro-
gram under the provisions of this sec-
tion and of subpart P of this part. 

(b) Specific requirements and standards 
for enrollment. To enroll in the Medi-
care program, an OTP must meet all of 

the following requirements and stand-
ards: 

(1) Fully complete and submit, as ap-
plicable, the Form CMS–855A or Form 
CMS–855B application (or their suc-
cessor applications) and any applicable 
supplement or attachment thereto to 
its applicable Medicare contractor. 
This includes, but is not limited to, the 
following: 

(i) Maintain and submit to CMS (via 
the applicable supplement or attach-
ment) a list of all physicians, other eli-
gible professionals, and pharmacists 
(regardless of whether the individual is 
a W–2 employee of the OTP) who are le-
gally authorized to prescribe, order, or 
dispense controlled substances on be-
half of the OTP. The list must include 
the physician’s, other eligible profes-
sional’s, or pharmacist’s: 

(A) First and last name, and middle 
initial. 

(B) Social Security Number. 
(C) National Provider Identifier. 
(D) License number (if applicable). 
(ii) Certifying via the Form CMS– 

855A or Form CMS–855B (as applicable) 
and/or the applicable supplement or at-
tachment thereto that the OTP meets 
and will continue to meet the specific 
requirements and standards for enroll-
ment described in paragraphs (b) and 
(e) of this section. 

(2) Comply with the application fee 
requirements in § 424.514. (This includes 
OTPs enrolling under the cir-
cumstances described in paragraph 
(c)(2) of this section.) 

(3)(i) Except as stated in paragraph 
(b)(3)(ii) of this section, successfully 
complete the assigned categorical risk 
level screening required under, as ap-
plicable, § 424.518(b) and (c). 

(ii) For currently enrolled OTPs that 
are changing their OTP enrollment 
from a Form CMS–855B enrollment to a 
Form CMS–855A enrollment, or vice 
versa, successfully complete the lim-
ited level of categorical screening 
under § 424.518(a) if the OTP has already 
completed, as applicable, the moderate 
or high level of categorical screening 
under § 424.518(b) or (c), respectively. 

(4)(i) Have a current, valid certifi-
cation by SAMHSA for an opioid treat-
ment program consistent with the pro-
visions and requirements of § 8.11 of 
this title. 
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(ii) A provisional certification under 
§ 8.11(e) of this title does not meet the 
requirements of paragraph (b)(4)(i) of 
this section. 

(5) Report on the Form CMS–855A or 
Form CMS–855B (as applicable) and/or 
any applicable supplement all OTP 
staff who meet the definition of ‘‘man-
aging employee’’ in § 424.502. Such indi-
viduals include, but are not limited to, 
the following: 

(i) Medical director (as described in 
§ 8.2 of this title). 

(ii) Program sponsor (as described in 
§ 8.2 of this title). 

(6)(i)(A) Must not employ or contract 
with a prescribing or ordering physi-
cian or eligible professional or with 
any individual legally authorized to 
dispense narcotics who, within the pre-
ceding 10 years, has been convicted (as 
that term is defined in 42 CFR 1001.2) of 
a Federal or State felony that CMS 
deems detrimental to the best interests 
of the Medicare program and its bene-
ficiaries based on the same categories 
of detrimental felonies, as well as case 
by case detrimental determinations, 
found at § 424.535(a)(3). 

(B) Paragraph (b)(6)(i)(A) of this sec-
tion applies regardless of whether the 
individual in question is: 

(1) Currently dispensing narcotics at 
or on behalf of the OTP; or 

(2) A W–2 employee of the OTP. 

(ii) Must not employ or contract with 
any personnel (regardless of whether 
the individual is a W–2 employee of the 
OTP) who is revoked from Medicare 
under § 424.535 or any other applicable 
section in Title 42, or who is on the 
preclusion list under § 422.222 or 
§ 423.120(c)(6) of this chapter. 

(iii) Must not employ or contract 
with any personnel (regardless of 
whether the individual is a W–2 em-
ployee of the OTP) who has a prior ad-
verse action by a State oversight 
board, including, but not limited to, a 
reprimand, fine, or restriction, for a 
case or situation involving patient 
harm that CMS deems detrimental to 
the best interests of the Medicare pro-
gram and its beneficiaries. CMS will 
consider the factors enumerated at 
§ 424.535(a)(22) in each case of patient 
harm that potentially applies to this 
paragraph. 

(7)(i) Sign (and adhere to the term of) 
a provider agreement in accordance 
with the provisions of part 489 of this 
chapter. 

(ii) An OTP’s appeals under part 498 
of a Medicare revocation (under 
§ 424.535) and a provider agreement ter-
mination (under § 489.53 of this chapter) 
must be filed jointly and, as applicable, 
considered jointly by CMS under part 
498 of this chapter. 

(8) Comply with all other applicable 
requirements for enrollment specified 
in this section and in subpart P of this 
part. 

(c) Clarification of required enrollment 
forms. (1) An OTP may only be enrolled 
as an OTP via the Form CMS–855A or 
Form CMS–855B but not both. 

(2) If a currently enrolled OTP is 
changing its OTP enrollment from a 
Form CMS–855B enrollment to a Form 
CMS–855A enrollment, or vice versa, 
the effective date of billing that was 
established for the OTP’s prior enroll-
ment under §§ 424.520(d) and 424.521(a) is 
applied to the OTP’s new enrollment. 

(d) Denial of enrollment. CMS may 
deny an OTP’s enrollment application 
on any of the following grounds: 

(1)(i) The provider does not have a 
current, valid certification by 
SAMHSA as required under paragraph 
(b)(4)(i) of this section or fails to meet 
any other applicable requirement in 
this section. 

(ii) Any of the denial reasons in 
§ 424.530 applies. 

(2) An OTP may appeal the denial of 
its enrollment application under part 
498 of this chapter. 

(e) Continued compliance, standards, 
and reasons for revocation. (1) Upon and 
after enrollment, an OTP— 

(i) Must remain validly certified by 
SAMHSA as required under § 8.11 of 
this title. 

(ii) Remains subject to, and must re-
main in full compliance with, the pro-
visions of this section and of subpart P 
of this part. This includes, but is not 
limited to, the provisions of paragraph 
(b)(6) of this section, the revalidation 
provisions in § 424.515, and the deactiva-
tion and reactivation provisions in 
§ 424.540. 

(iii) Upon revalidation, successfully 
complete the moderate categorical risk 
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level screening required under 
§ 424.518(b). 

(2) CMS may revoke an OTP’s enroll-
ment on any of the following grounds: 

(i) The provider does not have a cur-
rent, valid certification by SAMHSA as 
required under paragraph (b)(4)(i) of 
this section or fails to meet any other 
applicable requirement or standard in 
this section, including, but not limited 
to, the OTP standards in paragraphs 
(b)(6) and (e)(1) of this section. 

(ii) Any of the revocation reasons in 
§ 424.535 applies. 

(3) An OTP may appeal the revoca-
tion of its enrollment under part 498 of 
this title. 

(f) Claim payment. For an OTP to re-
ceive payment for furnished drugs: 

(1) The prescribing or medication or-
dering physician’s or other eligible pro-
fessional’s National Provider Identifier 
must be listed on Field 17 of the Form 
CMS–1500; and 

(2) All other applicable requirements 
of this section, this part, and part 8 of 
this title must be met. 

(g) Relation to part 8 of this title. Noth-
ing in this section shall be construed 
as: 

(1) Supplanting any of the provisions 
in part 8 of this title; or 

(2) Eliminating an OTP’s obligation 
to maintain compliance with all appli-
cable provisions in part 8 of this title. 

[84 FR 63202, Nov. 15, 2019, as amended at 85 
FR 85038, Dec. 28, 2020] 

§ 424.68 Enrollment requirements for 
home infusion therapy suppliers. 

(a) Definition. For purposes of this 
section, a home infusion therapy sup-
plier means a supplier of home infusion 
therapy that meets all of the following 
requirements: 

(1) Furnishes infusion therapy to in-
dividuals with acute or chronic condi-
tions requiring administration of home 
infusion drugs. 

(2) Ensures the safe and effective pro-
vision and administration of home in-
fusion therapy on a 7-day-a-week, 24- 
hour-a-day basis. 

(3) Is accredited by an organization 
designated by the Secretary in accord-
ance with section 1834(u)(5) of the Act. 

(4) Is enrolled in Medicare as a home 
infusion therapy supplier consistent 

with the provisions of this section and 
subpart P of this part. 

(b) General requirement. For a supplier 
to receive Medicare payment for the 
provision of home infusion therapy 
supplier services, the supplier must 
qualify as a home infusion therapy sup-
plier (as defined in this section) and be 
in compliance with all applicable pro-
visions of this section and of subpart P 
of this part. 

(c) Specific requirements for enrollment. 
To enroll in the Medicare program as a 
home infusion therapy supplier, a home 
infusion therapy supplier must meet 
all of the following requirements: 

(1)(i) Fully complete and submit the 
Form CMS–855B application (or its 
electronic or successor application) to 
its applicable Medicare contractor. 

(ii) Certify via the Form CMS–855B 
that the home infusion therapy sup-
plier meets and will continue to meet 
the specific requirements and stand-
ards for enrollment described in this 
section and in subpart P of this part. 

(2) Comply with the application fee 
requirements in § 424.514. 

(3) Be currently and validly accred-
ited as a home infusion therapy sup-
plier by a CMS-recognized home infu-
sion therapy supplier accreditation or-
ganization. 

(4) Comply with § 414.1515 of this 
chapter and all provisions of part 486, 
subpart I of this chapter. 

(5) Successfully complete the limited 
categorical risk level of screening 
under § 424.518. 

(d) Denial of enrollment. (1) Enroll-
ment denial by CMS. CMS may deny a 
supplier’s enrollment application as a 
home infusion therapy supplier on ei-
ther of the following grounds: 

(i) The supplier does not meet all of 
the requirements for enrollment out-
lined in § 424.68 and in subpart P of this 
part. 

(ii) Any of the applicable denial rea-
sons in § 424.530. 

(2) Appeal of an enrollment denial. A 
supplier may appeal the denial of its 
enrollment application as a home infu-
sion therapy supplier under part 498 of 
this chapter. 

(e) Continued compliance, standards, 
and reasons for revocation. (1) Upon and 
after enrollment, a home infusion ther-
apy supplier— 
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(i) Must remain currently and validly 
accredited as described in paragraph 
(c)(3) of this section. 

(ii) Remains subject to, and must re-
main in full compliance with, all of the 
provisions of— 

(A) This section; 
(B) Subpart P of this part; 
(C) Section 414.1515 of this chapter; 

and 
(D) Part 486, subpart I of this chap-

ter. 
(2) CMS may revoke a home infusion 

therapy supplier’s enrollment on any of 
the following grounds: 

(i) The supplier does not meet the ac-
creditation requirements as described 
in paragraph (c)(3) of this section. 

(ii) The supplier does not comply 
with all of the provisions of— 

(A) This section; 
(B) Subpart P of this part; 
(C) Section 414.1515 of this chapter; 

and 
(D) Part 486, subpart I of this chap-

ter; or 
(iii) Any of the revocation reasons in 

§ 424.535 applies. 
(3) A home infusion therapy supplier 

may appeal the revocation of its enroll-
ment under part 498 of this chapter. 

[85 FR 70355, Nov. 4, 2020] 

Subpart F—Limitations on Assign-
ment and Reassignment of 
Claims 

§ 424.70 Basis and scope. 

(a) Statutory basis. This subpart im-
plements sections 1815(c) and 1842(b)(6) 
of the Act, which establish limitations 
on who may receive payments due a 
provider or supplier of services or a 
beneficiary. 

(b) Scope. This subpart— 
(1) Prohibits the assignment, reas-

signment, or other transfer of the right 
to Medicare payments except under 
specified conditions; 

(2) Sets forth the sanctions that CMS 
may impose on a provider or supplier 
that violates this prohibition, or on a 
supplier that violates the conditions to 
which it agreed in accepting assign-
ment from the individual; and 

(3) Specifies the conditions for pay-
ment under court-ordered assignments 
or reassignments. 

§ 424.71 Definitions. 

As used in this subpart, unless the 
context indicates otherwise— 

Court of competent jurisdiction means a 
court that has jurisdiction over the 
subject matter and the parties before 
it. 

Facility means a hospital or other in-
stitution that furnishes health care 
services to inpatients. 

Entity means a person, group, or fa-
cility that is enrolled in the Medicare 
program. 

Power of attorney means any written 
documents by which a principal au-
thorizes an agent to— 

(1) Receive, in the agent’s name, any 
payments due the principal; 

(2) Negotiate checks payable to the 
principal; or 

(3) Receive, in any other manner, di-
rect payment of amounts due the prin-
cipal. 

[53 FR 6634, Mar. 2, 1988, as amended at 69 FR 
66426, Nov. 15, 2004] 

§ 424.73 Prohibition of assignment of 
claims by providers. 

(a) Basic prohibition. Except as speci-
fied in paragraph (b) of this section, 
Medicare does not pay amounts that 
are due a provider to any other person 
under assignment, or power of attor-
ney, or any other direct payment ar-
rangement. 

(b) Exceptions to the prohibition—(1) 
Payment to a government agency or enti-
ty. Subject to the requirements of the 
Assignment of Claims Act (31 U.S.C. 
3727), Medicare may pay a government 
agency or entity under an assignment 
by the provider. 

(2) Payment under assignment estab-
lished by court order. Medicare may pay 
under an assignment established by, or 
in accordance with, the order of a court 
of competent jurisdiction if the assign-
ment meets the conditions set forth in 
§ 424.90. 

(3) Payment to an agent. Medicare 
may pay an agent who furnishes billing 
and collection services to the provider 
if the following conditions are met: 

(i) The agent receives the payment 
under an agency agreement with the 
provider; 

(ii) The agent’s compensation is not 
related in any way to the dollar 
amounts billed or collected; 
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(iii) The agent’s compensation is not 
dependent upon the actual collection of 
payment; 

(iv) The agent acts under payment 
disposition instructions that the pro-
vider may modify or revoke at any 
time; and 

(v) The agent, in receiving the pay-
ment, acts only on behalf of the pro-
vider. 

Payment to an agent will always be 
made in the name of the provider. 

§ 424.74 Termination of provider 
agreement. 

CMS may terminate a provider 
agreement, in accordance with 
§ 489.53(a)(1) of this chapter, if the pro-
vider— 

(a) Executes or continues a power of 
attorney, or enters into or continues 
any other arrangement, that author-
izes or permits payment contrary to 
the provisions of this subpart; or 

(b) Fails to furnish, upon request by 
CMS or the intermediary, evidence 
necessary to establish compliance with 
the requirements of this subpart. 

§ 424.80 Prohibition of reassignment of 
claims by suppliers. 

(a) Basic prohibition. Except as speci-
fied in paragraph (b) of this section, 
Medicare does not pay amounts that 
are due a supplier under an assignment 
to any other person under reassign-
ment, power of attorney, or any other 
direct arrangement. Nothing in this 
section alters a party’s obligations 
under the anti-kickback statute (sec-
tion 1128B(b) of the Act), the physician 
self-referral prohibition (section 1877 of 
the Act), the rules regarding physician 
billing for purchased diagnostic tests 
(§ 414.50 of this chapter), the rules re-
garding payment for services and sup-
plies incident to a physician’s profes-
sional services (§ 410.26 of this chapter), 
or any other applicable Medicare laws, 
rules, or regulations. 

(b) Exceptions to the basic rule—(1) 
Payment to employer. Medicare may pay 
the supplier’s employer if the supplier 
is required, as a condition of employ-
ment, to turn over to the employer the 
fees for his or her services. 

(2) Payment to an entity under a con-
tractual arrangement. Medicare may pay 
an entity enrolled in the Medicare pro-

gram if there is a contractual arrange-

ment between the entity and the sup-

plier under which the entity bills for 

the supplier’s services, subject to the 

provisions of paragraph (d) of this sec-

tion. 

(3) Payment to a government agency or 

entity. Subject to the requirements of 

the Assignment of Claims Act (31 

U.S.C. 3727), Medicare may pay a gov-

ernment agency or entity under a reas-

signment by the supplier. 

(4) Payment under a reassignment es-

tablished by court order. Medicare may 

pay under a reassignment established 

by, or in accordance with, the order of 

a court competent jurisdiction, if the 

reassignment meets the conditions set 

forth in § 424.90. 

(5) Payment to an agent. Medicare 

may pay an agent who furnishes billing 

and collection services to the supplier, 

or to the employer, facility, or system 

specified in paragraphs (b) (1), (2) and 

(3) of this section, if the conditions of 

§ 424.73(b)(3) for payment to a provider’s 

agent are met by the agent of the sup-

plier or of the employer, facility, or 

system. Payment to an agent will al-

ways be made in the name of the sup-

plier or the employer, facility, or sys-

tem. 

(c) Rules applicable to an employer or 

entity. An employer or entity that may 

receive payment under paragraph (b)(1) 

or (b)(2) of this section is considered 

the supplier of those services for pur-

poses of subparts C, D, and E of this 

part, subject to the provisions of para-

graph (d) of this section. 

(d) Reassignment to an entity under an 

employer-employee relationship or under 

a contractual arrangement: Conditions 

and limitations—(1) Liability of the par-

ties. An entity enrolled in the Medicare 

program that receives payment under a 

contractual arrangement under para-

graph (b)(2) of this section and the sup-

plier that otherwise receives payment 

are jointly and severally responsible 

for any Medicare overpayment to that 

entity. 

(2) Access to records. The supplier who 

furnishes the service has unrestricted 
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access to claims submitted by an enti-
ty for services provided by that sup-
plier. This paragraph applies irrespec-
tive of whether the supplier is an em-
ployee or whether the service is pro-
vided under a contractual arrange-
ment. If an entity refuses to provide, 
upon request, the billing information 
to the supplier performing the service, 
the entity’s right to receive reassigned 
benefits may be revoked under 
§ 424.82(c)(3). 

(3) Reassignment of the technical or 
professional component of a diagnostic 
test. If a physician or other supplier 
bills for the technical or professional 
component of a diagnostic test covered 
under section 1861(s)(3) of the Act and 
paid for under part 414 of this chapter 
(other than clinical diagnostic labora-
tory tests paid under section 
1833(a)(2)(D) of the Act, which are sub-
ject to the special rules set forth in 
section 1833(h)(5)(A) of the Act) fol-
lowing a reassignment from a physi-
cian or other supplier who performed 
the technical or professional compo-
nent, the amount payable to the billing 
physician or other supplier may be sub-
ject to the limits specified in § 414.50 of 
this chapter. 

[53 FR 6634, Mar. 2, 1988, as amended at 54 FR 
4027, Jan. 27, 1989; 69 FR 66426, Nov. 15, 2004; 
70 FR 16722, Apr. 1, 2005; 71 FR 69788, Dec. 1, 
2006; 72 FR 66406, Nov. 27, 2007] 

§ 424.82 Revocation of right to receive 
assigned benefits. 

(a) Scope. This section sets forth the 
conditions and procedures for revoca-
tion of the right of a supplier or other 
party to receive Medicare payments. 

(b) Definition. As used in this section, 
other party means an employer, facil-
ity, or health care delivery system to 
which Medicare may make payment 
under § 424.80(b) (1), (2), or (3). 

(c) Basis for revocation. CMS may re-
voke the right of a supplier or other 
party to receive Medicare payments if 
the supplier or other party, after warn-
ing by CMS or the carrier— 

(1) Violates the terms of assignment 
in § 424.55(b). 

(2) Continues collection efforts or 
fails to refund moneys incorrectly col-
lected, in violation of the terms of as-
signment in § 424.55(b). 

(3) Executes or continues in effect a 
reassignment or power of attorney or 
any other arrangement that seeks to 
obtain payment contrary to the provi-
sions of § 424.80; or 

(4) Fails to furnish evidence nec-
essary to establish its compliance with 
the requirements of § 424.80. 

(d) Proposed revocation: Notice and op-
portunity for review. If CMS proposes to 
revoke the right to payment in accord-
ance with paragraph (c) of this section, 
it will send the supplier or other party 
a written notice that— 

(1) States the reasons for the pro-
posed revocation; and 

(2) Provides an opportunity for the 
supplier or other party to submit writ-
ten argument and evidence against the 
proposed revocation. CMS usually al-
lows 15 days from the date on the no-
tice, but may extend or reduce the 
time as circumstances require. 

(e) Actual revocation: Timing, notice, 
and opportunity for hearing—(1) Timing. 
CMS determines whether to revoke 
after considering any written argu-
ment or evidence submitted by the sup-
plier or other party or, if none is sub-
mitted, at the expiration of the period 
specified in the notice of proposed rev-
ocation. 

(2) Notice and opportunity for hearing. 
The notice of revocation specifies— 

(i) The reasons for the revocation; 

(ii) That the revocation is effective 
as of the date on the notice; 

(iii) That the supplier or other party 
may, within 60 days from the date on 
the notice (or a longer period if the no-
tice so specifies), request an adminis-
trative hearing and may be represented 
by counsel or other qualified represent-
ative. 

(iv) That the carrier will withhold 
payment on any claims submitted by 
the supplier or other party until the 
period for requesting a hearing expires 
or, if a hearing is requested, until the 
hearing officer issues a decision; 

(v) That if the hearing decision re-
verses the revocation, the carrier will 
pay the supplier’s or other party’s 
claims; and 

(vi) That if a hearing is not requested 
or the hearing decision upholds the 
revocation, payment will be made to 
the beneficiary or to another person or 
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agency authorized to receive payment 
on his or her behalf. 

[53 FR 6644, Mar. 2, 1988; 53 FR 12945, Apr. 20, 
1988] 

§ 424.83 Hearings on revocation of 
right to receive assigned benefits. 

If the supplier or other party re-
quests a hearing under § 424.82(e)(2)— 

(a) The hearing is conducted— 

(1) By a CMS hearing official who was 
not involved in the decision to revoke; 
and 

(2) In accordance with the procedures 
set forth in §§ 405.824 through 405.833 
(but excepting § 405.832(d)) and 405.860 
through 405.872 of this chapter. In ap-
plying those procedures, ‘‘CMS’’ is sub-
stituted for ‘‘carrier’’; and ‘‘hearing of-
ficial’’, for ‘‘hearing officer’’. 

(b) As soon as practicable after the 
close of the hearing, the official who 
conducted it issues a hearing decision 
that— 

(1) Is based on all the evidence pre-
sented at the hearing and included in 
the hearing record; and 

(2) Contains findings of fact and a 
statement of reasons. 

§ 424.84 Final determination on rev-
ocation of right to receive assigned 
benefits. 

(a) Basis of final determination—(1) 
Final determination without a hearing. If 
the supplier or other party does not re-
quest a hearing, CMS’s revocation de-
termination becomes final at the end 
of the period specified in the notice of 
revocation. 

(2) Final determination following a 
hearing. If there is a hearing, the hear-
ing decision constitutes CMS’s final de-
termination. 

(b) Notice of final determination. CMS 
sends the supplier or other party a 
written notice of the final determina-
tion and, if there was a hearing, in-
cludes a copy of the hearing decision. 

(c) Application of the final determina-
tion—(1) A final determination not to 
revoke is the final administrative deci-
sion by CMS on the matter. 

(2) A final determination to revoke 
remains in effect until CMS finds that 
the reason for the revocation has been 
removed and that there is reasonable 
assurance that it will not recur. 

(d) Effect of revocation when supplier 
or other party has a financial interest in 
another entity. Revocation of the par-
ty’s right to accept assignment also ap-
plies to any corporation, partnership, 
or other entity in which the party, di-
rectly or indirectly, has or acquires all 
or all but a nominal part of the finan-
cial interest. 

[53 FR 6644, Mar. 2, 1988; 53 FR 12945, Apr. 20, 
1988] 

§ 424.86 Prohibition of assignment of 
claims by beneficiaries. 

(a) Basic prohibition. Except as speci-
fied in paragraph (b) of this section, 
Medicare does not pay amounts that 
are due a beneficiary under § 424.53 to 
any other person under assignment, 
power of attorney, or any other direct 
payment arrangement. 

(b) Exceptions—(1) Payment to a gov-
ernment agency or entity. Subject to the 
requirements of the Assignment of 
Claims Act (31 U.S.C. 3727), Medicare 
may pay a government agency or enti-
ty under an assignment by a bene-
ficiary (or by the beneficiary’s legal 
guardian or representative payee). 

(2) Payment under an assignment estab-
lished by court order. Medicare may pay 
under an assignment established by, or 
in accordance with, a court order if the 
assignment meets the conditions set 
forth in § 424.90. 

§ 424.90 Court ordered assignments: 
Conditions and limitations. 

(a) Conditions for acceptance. An as-
signment or reassignment established 
by or in accordance with a court order 
is effective for Medicare payments only 
if— 

(1) Someone files a certified copy of 
the court order and of the executed as-
signment or reassignment (if it was 
necessary to execute one) with the 
intermediary or carrier responsible for 
processing the claim; and 

(2) The assignment or reassignment— 

(i) Applies to all Medicare benefits 
payable to a particular person or enti-
ty during a specified or indefinite time 
period; or 

(ii) Specifies a particular amount of 
money, payable to a particular person 
or entity by a particular intermediary 
or carrier. 
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(b) Retention of authority to reduce in-
terim payments to providers. A court-or-
dered assignment does not preclude the 
intermediary or carrier from reducing 
interim payments, as set forth in 
§ 413.64(i) of this chapter, if the provider 
or assignee is in imminent danger of 
insolvency or bankruptcy. 

(c) Liability of the parties. The party 
that receives payments under a court- 
ordered assignment or reassignment 
that meets the conditions of paragraph 
(a) of this section and the party that 
would have received payment if the 
court order had not been issued are 
jointly and severally responsible for 
any Medicare overpayment to the 
former. 

Subpart G—Special Conditions: 
Emergency Services Furnished 
by a Nonparticipating Hos-
pital 

§ 424.100 Scope. 

This subpart sets forth procedures 
and criteria that are followed in deter-
mining whether Medicare will pay for 
emergency services furnished by a hos-
pital that is located in the United 
States and does not have in effect a 
provider agreement, that is, an agree-
ment to participate in Medicare. 

§ 424.101 Definitions. 

As used in this subpart, unless the 
context indicates otherwise— 

Emergency services means inpatient or 
outpatient hospital services that are 
necessary to prevent death or serious 
impairment of health and, because of 
the danger to life or health, require use 
of the most accessible hospital avail-
able and equipped to furnish those 
services. 

Hospital means a facility that— 

(1) Is primarily engaged in providing, 
by or under the supervision of doctors 
of medicine or osteopathy, inpatient 
services for the diagnosis, treatment, 
and care or rehabilitation of persons 
who are sick, injured, or disabled; 

(2) Is not primarily engaged in pro-
viding skilled nursing care and related 
services for patients who require med-
ical or nursing care, as described in 
section 1861(j)(1)(A) of the Act; 

(3) Provides 24-hour nursing service 
in accordance with section 1861(e)(5) of 
the Act; and 

(4) Is licensed, or is approved as 
meeting the standards for licensing, by 
the State or local licensing agency. 

Reasonable charges means customary 
charges insofar as they are reasonable. 

§ 424.102 Situations that do not con-
stitute an emergency. 

Without additional evidence of a 
threat to life or health, the following 
situations do not in themselves indi-
cate a need for emergency services: 

(a) Lack of care at home. 

(b) Lack of transportation to a par-
ticipating hospital. 

(c) Death of the patient in the hos-
pital. 

§ 424.103 Conditions for payment for 
emergency services. 

Medicare pays for emergency services 
furnished to a beneficiary by a non-
participating hospital or under ar-
rangements made by such a hospital if 
the conditions of this section are met. 

(a) General requirements. (1) The serv-
ices are of the type that Medicare 
would pay for if they were furnished by 
a participating hospital. 

(2) The hospital has in effect an elec-
tion to claim payment for all emer-
gency services furnished in a calendar 
year in accordance with § 424.104. 

(3) The need for emergency services 
arose while the beneficiary was not an 
inpatient in a hospital. 

(4) In the case of inpatient hospital 
services, the services are furnished dur-
ing a period in which the beneficiary 
could not be safely discharged or trans-
ferred to a participating hospital or 
other institution. 

(5) The determination that the hos-
pital was the most accessible hospital 
available and equipped to furnish the 
services is made in accordance with 
§ 424.106. 

(b) Medical information requirements. A 
physician (or, if appropriate, the hos-
pital) submits medical information 
that— 

(1) Describes the nature of the emer-
gency and specifies why it required 
that the beneficiary be treated in the 
most accessible hospital; 
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(2) Establishes that all the conditions 
in paragraph (a) of this section are 
met; and 

(3) Indicates when the emergency 
ended, which, for inpatient hospital 
services, is the earliest date on which 
the beneficiary could be safely dis-
charged or transferred to a partici-
pating hospital or other institution. 

§ 424.104 Election to claim payment for 
emergency services furnished dur-
ing a calendar year. 

(a) Terms of the election. The hospital 
agrees to the following: 

(1) To comply with the provisions of 
subpart C of part 489 of this chapter re-
lating to charges for items and services 
the hospital may make to the bene-
ficiary, or any other person on his or 
her behalf. 

(2) To comply with the provisions of 
subpart D of part 489 of this chapter re-
lating to proper disposition of monies 
incorrectly collected from, or on behalf 
of a beneficiary. 

(3) To request payment under the 
Medicare program based on amounts 
specified in § 413.74 of this chapter. 

(b) Filing of election statement. An 
election statement must be filed on a 
form designated by CMS, signed by an 
authorized official of the hospital, and 
either received by CMS, or post-
marked, before the close of the cal-
endar year of election. 

(c) Acceptance and effective date of 
election. If CMS accepts the election 
statement, the election is effective as 
of the earliest day of the calendar year 
of election from which CMS determines 
the hospital has been in continuous 
compliance with the requirements of 
section 1814(d) of the Act. 

(d) Appeal by hospital. Any hospital 
dissatisfied with a determination that 
it does not qualify to claim reimburse-
ment shall be entitled to appeal the de-
termination as provided in part 498 of 
this chapter. 

(e) Conditions for reinstatement after 
notice of failure to continue to qualify. If 
CMS has notified a hospital that it no 
longer qualifies to receive reimburse-
ment for a calendar year, CMS will not 
accept another election statement 
from that hospital until CMS finds 
that— 

(1) The reason for its failure to qual-
ify has been removed; and 

(2) There is reasonable assurance 
that it will not recur. 

§ 424.106 Criteria for determining 
whether the hospital was the most 
accessible. 

(a) Basic requirement. (1) The hospital 
must be the most accessible one avail-
able and equipped to furnish the serv-
ices. 

(2) CMS determines accessibility 
based on the factors specified in para-
graphs (b) and (c) of this section and 
the conditions set forth in paragraph 
(d) of this section. 

(b) Factors that are considered. CMS 
considers the following factors in de-
termining whether a nonparticipating 
hospital in a rural area meets the ac-
cessibility requirements: 

(1) The relative distances of partici-
pating and nonparticipating hospitals 
in the area. 

(2) The transportation facilities 
available to these hospitals. 

(3) The quality of the roads to each 
hospital. 

(4) The availability of beds at each 
hospital. 

(5) Any other factors that bear on 
whether or not the services could be 
provided sooner in the nonpartici-
pating hospitals than in a participating 
hospital in the general area. 

In urban and suburban areas where 
both participating and nonpartici-
pating hospitals are similarly avail-
able, CMS presumes that the services 
could have been provided in a partici-
pating hospital unless clear and con-
vincing evidence shows that there was 
a medical or practical need to use the 
nonparticipating hospital. 

(c) Factors that are not considered. 
CMS gives no consideration to the fol-
lowing factors in determining whether 
the nonparticipating hospital was the 
most accessible hospital: 

(1) The personal preference of the 
beneficiary, the physician, or members 
of the family. 

(2) The fact that the attending physi-
cian did not have staff privileges in a 
participating hospital which was avail-
able and the most accessible to the 
beneficiary. 
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(3) The location of previous medical 
records. 

(d) Conditions under which the accessi-
bility requirement is met. If a beneficiary 
must be taken to a hospital imme-
diately for required diagnosis and 
treatment, the nonparticipating hos-
pital meets the accessibility require-
ment if— 

(1) It was the nearest hospital to the 
point where the emergency occurred, it 
was medically equipped to handle the 
type of emergency, and it was the most 
accessible, on the basis of the factors 
specified in paragraph (b) of this sec-
tion; or 

(2) There was a closer participating 
hospital equipped to handle the emer-
gency, but the participating hospital 
did not have a bed available or would 
not accept the individual. 

§ 424.108 Payment to a hospital. 

(a) Conditions for payment. Medicare 
pays the hospital for emergency serv-
ices if the hospital— 

(1) Has in effect a statement of elec-
tion to claim payment for all covered 
emergency services furnished during a 
calendar year, in accordance with 
§ 424.104; 

(2) Claims payment in accordance 
with § 424.32; and 

(3) Submits evidence requested by 
CMS to establish that the services 
meet the requirements of this subpart. 

(b) Subsequent claims. If the hospital 
files subsequent claims because the ini-
tial claim did not include all the serv-
ices furnished, those claims must in-
clude physicians’ statements that— 

(1) Contain sufficient information to 
clearly establish that, when the addi-
tional services were furnished, the 
emergency still existed; and 

(2) Indicate when the emergency 
ended, which, for inpatient hospital 
services, is the earliest date on which 
the beneficiary could be safely dis-
charged or transferred to a partici-
pating hospital or other institution. 

§ 424.109 Payment to the beneficiary. 

Medicare pays the beneficiary for 
emergency services if the following 
conditions are met: 

(a) The hospital does not have in ef-
fect an election to claim payment. 

(b) The beneficiary, or someone on 
his or her behalf, submits— 

(1) A claim that meets the require-
ments of § 424.32; 

(2) An itemized hospital bill; and 

(3) Evidence requested by CMS to es-
tablish that the services meet the re-
quirements of this subpart. 

Subpart H—Special Conditions: 
Services Furnished in a For-
eign Country 

§ 424.120 Scope. 

This subpart sets forth the condi-
tions for payment for services fur-
nished in a foreign country. 

§ 424.121 Scope of payments. 

Subject to the conditions set forth in 
this subpart— 

(a) Medicare Part A pays, in the 
amounts specified in § 413.74 of this 
chapter, for emergency and non-
emergency inpatient hospital services 
furnished by a foreign hospital. 

(b) Medicare Part B pays for certain 
physicians’ services and ambulance 
services furnished in connection with 
covered inpatient care in a foreign hos-
pital, as specified in § 424.124. 

(c) All other services furnished out-
side the United States are excluded 
from Medicare coverage, as specified in 
§ 411.9 of this chapter. 

[53 FR 6634, Mar. 2, 1988, as amended at 71 FR 
48143, Aug. 18, 2006] 

§ 424.122 Conditions for payment for 
emergency inpatient hospital serv-
ices. 

Medicare Part A pays for emergency 
inpatient hospital services furnished by 
a foreign hospital if the following con-
ditions are met: 

(a) At the time of the emergency that 
required the inpatient hospital serv-
ices, the beneficiary was— 

(1) In the United States; or 

(2) In Canada traveling between Alas-
ka and another State without unrea-
sonable delay and by the most direct 
route. 

(b) The foreign hospital was closer to, 
or more accessible from, the site of the 
emergency than the nearest United 
States hospital equipped to deal with, 
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and available to treat, the individual’s 
illness or injury. 

(c) The conditions for payment for 
emergency services set forth in § 424.103 
are met. 

(d) The hospital is a hospital as de-
fined in § 424.101, and is licensed, or ap-
proved as meeting the conditions for li-
censing, by the appropriate agency of 
the country in which it is located. 

(e) The determination of whether the 
hospital was more accessible is made in 
accordance with § 424.106. 

§ 424.123 Conditions for payment for 
nonemergency inpatient services 
furnished by a hospital closer to the 
individual’s residence. 

Medicare Part A pays for inpatient 
hospital services furnished by a foreign 
hospital if the following conditions are 
met: 

(a) The beneficiary is a resident of 
the United States. 

(b) The foreign hospital is closer or 
more accessible to the beneficiary’s 
residence than the nearest United 
States hospital equipped to deal with, 
and available to treat, the individual’s 
illness or injury. 

(c) The foreign hospital is— 
(1) A hospital as defined in § 424.101 

and, it is licensed, or approved as meet-
ing the conditions for licensing, by the 
appropriate agency of the country in 
which it is located; and 

(2) Accredited by the Joint Commis-
sion on Accreditation of Healthcare Or-
ganizations (JCAHO) or accredited or 
approved by a program of the country 
where it is located under standards the 
CMS finds to be essentially equivalent 
to those of the JCAHO. 

(d) The services are covered services 
that Medicare would pay for if they 
were furnished by a participating hos-
pital. 

[53 FR 6634, Mar. 2, 1988, as amended at 71 FR 
48143, Aug. 18, 2006] 

§ 424.124 Conditions for payment for 
physician services and ambulance 
services. 

(a) Basic rules. Medicare Part B pays 
for physician and ambulance services 
if— 

(1) They are furnished— 
(i) To an individual who is entitled to 

Part B benefits; and 

(ii) In connection with covered inpa-
tient hospital services; and 

(2) They meet the conditions set 
forth in paragraphs (b) and (c) of this 
section. 

(b) Physician services. (1) The physi-
cian services are services covered 
under Medicare Part B and are fur-
nished— 

(i) In the hospital, during a period of 
covered inpatient services; or 

(ii) Outside the hospital, on the day 
of admission and for the same condi-
tion that required inpatient admission; 
and 

(2) The physician is legally author-
ized to practice in the country where 
he or she furnishes the services. 

(c) Ambulance services. The ambulance 
services are— 

(1) Necessary because the use of other 
means of transportation is contra-
indicated by the beneficiary’s condi-
tion; and 

(2) Furnished by an ambulance that 
meets the definition in § 410.41 of this 
chapter. 

[53 FR 6646, Mar. 2, 1988; 53 FR 12945, Apr. 20, 
1988; 64 FR 3649, Jan. 25, 1999] 

§ 424.126 Payment to the hospital. 

(a) Conditions for payment. Medicare 
pays the hospital if it— 

(1) Has in effect an election that— 
(i) Meets the requirements set forth 

in § 424.104; and 
(ii) Reflects the hospital’s intent to 

claim for all covered services furnished 
during a calendar year. 

(2) Claims payment in accordance 
with §§ 424.32 and 413.74 of this chapter; 
and 

(3) Submits evidence requested by 
CMS to establish that the services 
meet the requirements of this subpart. 

(b) Amount of payment. Payment is 
made (in accordance with § 413.74 of 
this chapter) on the basis of 100 percent 
of the hospital’s customary charges, 
subject to the applicable deductible 
and coinsurance provisions set forth 
elsewhere in this chapter. 

§ 424.127 Payment to the beneficiary. 

(a) Conditions for payment of inpatient 
hospital services. Medicare pays the ben-
eficiary if— 

(1) The hospital does not have in ef-
fect an election to claim payment; and 
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(2) The beneficiary, or someone on 
his or her behalf, submits— 

(i) A claim in accordance with 
§ 424.32; 

(ii) An itemized hospital bill; and 
(iii) Evidence requested by CMS to 

establish that the services meet the re-
quirements of this subpart. 

(b) Amount payable for inpatient hos-
pital services. The amount payable to 
the beneficiary is determined in ac-
cordance with § 424.109(b). 

(c) Conditions for payment for Part B 
services. Medicare pays the beneficiary 
for physicians’ services and ambulance 
services as specified in § 424.121, if an 
itemized bill for the services is sub-
mitted by the beneficiary or someone 
on his or her behalf and the conditions 
of § 424.126(a) (2) and (3) are met. 

(d) The amount payable to the bene-
ficiary is determined in accordance 
with § 410.152 of this chapter. 

Subpart I—Requirements for Medi-
care Diabetes Prevention Pro-
gram Suppliers and Bene-
ficiary Engagement Incentives 
Under the Medicare Diabetes 
Prevention Program Ex-
panded Model 

SOURCE: 82 FR 53364, Nov. 15, 2017, unless 
otherwise noted. 

§ 424.200 Scope. 

This subpart specifies the require-
ments for Medicare Diabetes Preven-
tion Program suppliers and beneficiary 
engagement incentives under the Medi-
care Diabetes Prevention Program ex-
panded model. 

§ 424.205 Requirements for Medicare 
Diabetes Prevention Program sup-
pliers. 

(a) Definitions. In addition to the defi-
nitions specified at § 410.79(b) and 
§ 414.84(a) of this subchapter, the fol-
lowing definitions apply to this sec-
tion: 

Administrative location means a phys-
ical location associated with the MDPP 
supplier’s operations where they are 
the primary operator in the space, 
from where coaches are dispatched or 
based, and where MDPP services may 
or may not be furnished. 

Coach means an individual who fur-
nishes MDPP services on behalf of an 
MDPP supplier as an employee, con-
tractor, or volunteer. 

Coach eligibility end date means the 
end date indicated by the MDPP sup-
plier in submitting a change to the 
supplier’s MDPP enrollment applica-
tion in accordance with paragraph 
(d)(5) of this section that removed the 
coach’s information, or the date the 
supplier itself was revoked from or 
withdrew its Medicare enrollment as 
an MDPP supplier. 

Coach eligibility start date, means the 
start date indicated by the MDPP sup-
plier when submitting the coach’s in-
formation on the MDPP enrollment ap-
plication. 

Community setting means a location 
where the MDPP supplier furnishes 
MDPP services outside of their admin-
istrative locations. A community set-
ting is a location open to the public 
not primarily associated with the sup-
plier. Community settings may in-
clude, for example, church basements 
or multipurpose rooms in recreation 
centers. 

Eligible coach means an individual 
who CMS has screened and has deter-
mined can provide MDPP services on 
behalf of an MDPP supplier in accord-
ance with paragraph (e) of this section. 

Ineligible coach means an individual 
whom CMS has screened and has deter-
mined cannot provide MDPP services 
on behalf of an MDPP supplier in ac-
cordance with paragraph (e) of this sec-
tion. 

(b) Conditions for MDPP supplier en-
rollment. An entity may enroll as an 
MDPP supplier only if it satisfies the 
following requirements and all other 
applicable Medicare enrollment re-
quirements: 

(1) Has either preliminary, full, full 
plus CDC DPRP recognition. 

(2) Maintains an active and valid TIN 
and NPI at the organizational level. 

(3) Has passed screening require-
ments as follows: 

(i) Upon initial enrollment, at a 
‘‘high’’ categorical risk in accordance 
with § 424.518(c)(2); and 

(ii) Upon revalidation, at a ‘‘mod-
erate’’ categorical risk in accordance 
with § 424.518(b)(2). 
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(4) Maintains, and submits to CMS 
through the CMS-approved enrollment 
application, a roster of all coaches who 
will be furnishing MDPP services on 
the entity’s behalf that includes each 
coach’s first and last names, middle 
initial (if applicable), date of birth, So-
cial Security Number (SSN), active and 
valid NPI, coach eligibility start date, 
and coach eligibility end date (if appli-
cable). This roster must be updated in 
accordance with paragraph (d)(5) of 
this section. 

(5) The Medicare provider enrollment 
application fee does not apply to all 
Medicare Diabetes Prevention Program 
(MDPP) suppliers that submit an en-
rollment application on or after Janu-
ary 1, 2022. 

(6) Meets and certifies in its CMS-ap-
proved enrollment application that it 
meets and will continue to meet the 
supplier enrollment standards de-
scribed in paragraph (d) of this section. 

(7) Revalidates its Medicare enroll-
ment every 5 years after the effective 
date of enrollment. 

(c) Medicare Diabetes Prevention Pro-
gram supplier standards. An MDPP sup-
plier must meet and must certify in its 
CMS-approved enrollment application 
that it meets and will continue to meet 
the following standards. 

(1) The MDPP supplier must have and 
maintain preliminary, full, or full plus 
CDC DPRP recognition. 

(2) The MDPP supplier must not cur-
rently have its billing privileges termi-
nated for-cause or be excluded by a 
State Medicaid agency. 

(3) The MDPP supplier must not in-
clude on the roster of coaches, de-
scribed in paragraph (b)(4) of this sec-
tion and updated in accordance with 
paragraph (d)(5) of this section, nor 
permit MDPP services to be furnished 
by, any individual coach who meets 
any of ineligibility criteria outlined in 
paragraph (e)(1) of this section. 

(4) The MDPP supplier must main-
tain at least one administrative loca-
tion. All administrative locations 
maintained by the MDPP supplier 
must be located at an appropriate site 
and be reported on the CMS-approved 
enrollment application. An appropriate 
site for such an administrative loca-
tion would include all of the following 
characteristics: 

(i) Signage posted on the exterior of 
the building or suite, in a building di-
rectory, or on materials located inside 
of the building. Such signage may in-
clude, for example, the MDPP sup-
plier’s legal business name or DBA, as 
well as hours of operation. 

(ii) Open for business during stated 
operational hours. 

(iii) Employees, staff, or volunteers 
present during operational hours; and 

(iv) Not a private residence. 

(5) The MDPP supplier must update 
its enrollment application within 30 
days of any changes of ownership, 
changes to the coach roster (including 
due to coach ineligibility or because 
the coach is no longer an employee, 
contractor, or volunteer of the MDPP 
supplier), and final adverse action his-
tory, and report all other changes, in-
cluding but not limited to changes in 
the MDPP supplier’s administrative lo-
cation(s), to CMS within 90 days of the 
reportable event. 

(6) The MDPP supplier must main-
tain a primary business telephone that 
operates either at administrative loca-
tions described in paragraph (d)(4) of 
this section or directly where services 
are furnished, if services are furnished 
in community settings. The associated 
telephone number must be listed with 
either the legal or doing business as 
name of the supplier in public view, in-
cluding on Web sites, flyers, and mate-
rials. 

(7) The MDPP supplier must not 
knowingly sell to or allow another in-
dividual or entity to use its supplier 
billing number. 

(8) Subject to paragraph (d)(8)(i) of 
this section, the MDPP supplier must 
not deny an MDPP beneficiary access 
to MDPP services during the MDPP 
services period described in § 410.79(c)(2) 
of this chapter, including on the basis 
of the beneficiary’s weight, health sta-
tus, or achievement of performance 
goals. 

(i) Suppliers may deny an MDPP ben-
eficiary access to MDPP services dur-
ing the MDPP services period only 
under one of the following conditions: 

(A) The MDPP beneficiary no longer 
meets the eligibility criteria for MDPP 
services under § 410.79(c)(1) of this chap-
ter. 
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(B) The MDPP supplier lacks the self- 
determined publicly-posted capacity to 
furnish MDPP services to a given 
MDPP beneficiary. 

(C) The MDPP supplier determines 
that the MDPP beneficiary signifi-
cantly disrupts the session for other 
MDPP beneficiaries or becomes abu-
sive. 

(ii) MDPP suppliers must maintain a 
record of the number of MDPP bene-
ficiaries for whom it declined access 
away for the reasons outlined in para-
graphs (d)(8)(i)(B) and (C) of this sec-
tion, to include the date each such ben-
eficiary was declined access. For bene-
ficiaries who were declined access for 
the reasons described in paragraph 
(d)(8)(i)(C) of this section, the MDPP 
supplier must document details of the 
occurrence(s), including date(s) of the 
behavior, any remediation efforts 
taken by the MDPP supplier, and final 
action (for example, dismissal from an 
MDPP session or denial from future 
sessions) in the beneficiary’s MDPP 
records. 

(9) The MDPP supplier and other in-
dividuals or entities performing func-
tions or services related to MDPP serv-
ices on the MDPP supplier’s behalf 
must not unduly coerce an MDPP bene-
ficiary’s decision to change or not to 
change to a different MDPP supplier, 
including through the use of pressure, 
intimidation, or bribery. 

(10) Except as allowed under para-
graph (d)(8) of this section, the MDPP 
supplier must offer an MDPP bene-
ficiary no fewer than all of the fol-
lowing: 

(i) 16 in-person core sessions no more 
frequently than weekly for the first 6 
months of the MDPP services period, 
which beginnings on the date of attend-
ance at the first such core session. 

(ii) 1 in-person core maintenance ses-
sion each month during months 7 
through 12 (6 months total) of the 
MDPP services period. 

(11) Before the initial core session is 
furnished, the MDPP supplier must dis-
close detailed information about the 
set of MDPP services to each MDPP 
beneficiary to whom it wishes to begin 
furnishing MDPP services. Such infor-
mation must include all of the fol-
lowing: 

(i) Eligibility requirements under 
§ 410.79(c)(1) of this chapter, including 
the once-per-lifetime nature of MDPP 
services. 

(ii) Minimum coverage requirements 
under § 410.79(c)(2). 

(iii) The MDPP supplier standards as 
specified in paragraph (d) of this sec-
tion. 

(12) The MDPP supplier must answer 
MDPP beneficiaries’ questions about 
MDPP services and respond to MDPP- 
related complaints within a reasonable 
timeframe. An MDPP supplier must 
implement a complaint resolution pro-
tocol and maintain documentation of 
all beneficiary contact regarding such 
complaints, including the name and 
Medicare Beneficiary Identifier of the 
beneficiary, a summary of the com-
plaint, related correspondences, notes 
of actions taken, and the names and/or 
NPIs of individuals who took such ac-
tions on behalf of the MDPP supplier. 
Failure to maintain a complaint reso-
lution protocol or to retain informa-
tion regarding MDPP related com-
plaints in accordance with paragraph 
(g) of this section may be considered 
evidence that the MPPP supplier 
standards have not been met. This in-
formation must be kept at each admin-
istrative location and made available 
to CMS or its contractors upon re-
quest. 

(13) The MDPP supplier must main-
tain a crosswalk file which indicates 
how beneficiary identifications for the 
purposes of CDC performance data re-
quirements correspond to cor-
responding beneficiary health insur-
ance claims numbers or Medicare Bene-
ficiary Identifiers for each MDPP bene-
ficiary receiving MDPP services from 
the MDPP supplier. The MDPP sup-
plier must submit the crosswalk file to 
CMS or its contractor. 

(14) The MDPP supplier must submit 
performance data for MDPP bene-
ficiaries who ever attended ongoing 
maintenance sessions with data ele-
ments consistent with the CDC’s DPRP 
standards for data elements required 
for the core services period. 

(15) The MDPP supplier must allow 
CMS or its agents to conduct onsite in-
spections or recordkeeping reviews in 
order to ascertain the MDPP supplier’s 
compliance with these standards, and 
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must adhere to the documentation re-
quirements as outlined in paragraph (g) 
of this section. 

(d) Coach eligibility—(1) Criteria. To 
furnish MDPP services to a bene-
ficiary, an MDPP coach must not: 

(i) Currently have Medicare billing 
privileges revoked and be currently 
subject to the reenrollment bar. 

(ii) Currently have its Medicaid bill-
ing privileges terminated for-cause or 
be excluded by a State Medicaid agen-
cy. 

(iii) Currently be excluded from any 
other Federal health care program, as 
defined in 42 CFR 1001.2, in accordance 
with section 1128, 1128A, 1156, 1842, 1862, 
1867 or 1892 of the Act. 

(iv) Currently be debarred, sus-
pended, or otherwise excluded from 
participating in any other Federal pro-
curement or nonprocurement program 
or activity in accordance with the Fed-
eral Acquisition Streamlining Act im-
plementing regulations and the Depart-
ment of Health and Human Services 
nonprocurement common rule at 45 
CFR part 76. 

(v) Have, in the previous 10 years, one 
of the following State or Federal fel-
ony convictions: 

(A) Crimes against persons, such as 
murder, rape, assault, and other simi-
lar crimes for which the individual was 
convicted, as defined under 42 CFR 
1001.2, had a guilty plea or adjudicated 
pretrial diversion. 

(B) Financial crimes, such as extor-
tion, embezzlement, income tax eva-
sion, insurance fraud and other similar 
crimes for which the individual was 
convicted, as defined under 42 CFR 
1001.2, had a guilty plea or adjudicated 
pretrial diversion. 

(C) Any felony that placed Medicare 
or its beneficiaries at immediate risk, 
such as a malpractice suit that results 
in the individual being convicted, as 
defined under 42 CFR 1001.2, had a 
guilty plea or adjudicated pretrial di-
version of criminal neglect or mis-
conduct. 

(D) Any felonies for which the indi-
vidual was convicted, as defined under 
42 CFR 1001.2, had a guilty plea or adju-
dicated pretrial diversion that would 
result in mandatory exclusion under 
section 1128(a) of the Act. 

(2) CMS determination of coach eligi-
bility. CMS will screen each individual 
identified on the roster of coaches in-
cluded with the supplier’s enrollment 
application described in paragraph 
(b)(4) of this section and updated in ac-
cordance with paragraph (d)(5) of this 
section to verify that the individual 
coach does not meet any of the condi-
tions specified in paragraph (e)(1) of 
this section and that the coach can 
provide MDPP services on behalf of an 
MDPP supplier. For each individual 
coach successfully screened by CMS, 
his or her eligibility start date be-
comes effective and remains effective 
until an MDPP supplier or CMS takes 
action that results in an eligibility end 
date. 

(e) Effective date for billing privileges. 
(1) For MDPP suppliers initially enroll-
ing and for newly established adminis-
trative locations that result in a new 
enrollment record or Provider Trans-
action Access Number, the effective 
date for Medicare billing privileges for 
MDPP suppliers is— 

(i) The later of— 

(A) The date of filing of a Medicare 
enrollment application that was subse-
quently approved by a Medicare con-
tractor; 

(B) The date of filing of a corrective 
action plan that was subsequently ap-
proved by a Medicare contractor; or 

(C) The date that the supplier first 
began furnishing services at a new ad-
ministrative location that resulted in a 
new enrollment record or Provider 
Transaction Access Number. 

(ii) Under no circumstances should 
the effective date of billing privileges 
for any MDPP supplier be prior to 
April 1, 2018. 

(2) For any newly established admin-
istrative locations that do not result in 
a new enrollment record or Provider 
Transaction Access Number, the exist-
ing billing privilege effective date for 
their Provider Transaction Access 
Number will apply, but not earlier than 
April 1, 2018. 

(f) Documentation retention and provi-
sion requirements. An MDPP supplier 
must maintain all documentation re-
lated to participation in the MDPP in 
accordance with all applicable Federal 
and State laws. The MDPP supplier 
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must provide to CMS, a contractor act-
ing on CMS’ behalf, the Office of the 
Inspector General, and the Comptroller 
General or their designee(s) scheduled 
and unscheduled access to the MDPP 
supplier’s records, including, but not 
limited to, all books, contracts, 
records, documents, and other evidence 
sufficient to enable the audit, evalua-
tion, inspection, or investigation of the 
MDPP supplier’s compliance with the 
MDPP expanded model’s requirements, 
including the MDPP expanded model 
requirements for in-kind beneficiary 
incentive engagements in § 424.210 of 
this chapter in the event that the 
MDPP supplier chooses to offer such 
incentives to any MDPP beneficiary. 

(1) The documentation for the first 
core session must be established con-
temporaneous with the furnishing of 
MDPP services and must include at 
least all of the following: 

(i) Organizational information, in-
cluding MDPP supplier name, CDC 
DPRP number, and NPI. 

(ii) Basic beneficiary information for 
each MDPP beneficiary in attendance, 
including but not limited to bene-
ficiary name, HICN, or MBI, age. 

(iii) Evidence that each such bene-
ficiary satisfied the eligibility require-
ments under § 410.79(c) of this chapter 
at the time of service. 

(2) The documentation for each 
MDPP session attended by an MDPP 
must be established contemporaneous 
with the furnishing of MDPP services 
and must include at least all of the fol-
lowing: 

(i) Documentation of the type of ses-
sion, whether a core session, a core 
maintenance session, an in-person 
make-up session, or a virtual make-up 
session. 

(ii) Identification of which CDC-ap-
proved DPRP curriculum was associ-
ated with the session. 

(iii) The NPI of the coach who fur-
nished the session. 

(iv) The date and place of service of 
the session. 

(v) Each MDPP’s beneficiary’s weight 
and date weight taken, in a form and 
manner as specified by CMS. 

(3) If an MDPP supplier chooses to 
offer in-kind beneficiary engagement 
incentives to MDPP beneficiaries as 
permitted under § 424.210, the records 

maintained by the MDPP supplier in 
accordance with this section must also 
include the information required by 
§ 424.210(e). 

(4) An MDPP supplier is required to 
maintain and handle any beneficiary 
information related to MDPP, includ-
ing Personally Identifiable Information 
(PII) and Protected Health Information 
(PHI), as would be required under 
HIPAA, other applicable state and fed-
eral privacy laws, and CMS standards. 

(5) The MDPP supplier’s records must 
include an attestation from the MDPP 
supplier that, as applicable, the MDPP 
beneficiary for which it is submitting a 
claim— 

(i) Has attended their first, fourth or 
ninth core session, as applicable, if the 
claim submitted is for a performance 
payment under § 414.84(b)(1), (2), or (3) 
of this chapter. 

(ii) Has attended at least three core 
maintenance sessions, achieved re-
quired minimum weight loss, or both, 
as applicable, if the claim submitted is 
for a performance payment under 
§ 414.84(b)(4) of this chapter. 

(iii) Has achieved at least a 9-percent 
weight loss percentage as measured in 
accordance with § 410.79(e)(3)(iii) of this 
chapter during a core session or core 
maintenance session furnished by that 
supplier, if the claim submitted is for a 
performance payment under 
§ 414.84(b)(7) of this chapter. 

(iv) Has achieved at least a 9-percent 
weight loss percentage as measured in- 
person during a core session, core 
maintenance session, or ongoing main-
tenance session furnished by that sup-
plier, if the claim submitted is for a 
performance payment under 
§ 414.84(b)(7) of this chapter. 

(6) The MDPP supplier must main-
tain all records required under this sec-
tion for a period of 10 years from the 
last day of the MDPP beneficiary’s re-
ceipt of MDPP services provided by the 
MDPP supplier or from the date of 
completion of any audit, evaluation, 
inspection, or investigation, whichever 
is later, unless either of the following 
apply: 

(i) CMS determines that there is a 
special need to retain a particular 
record or group of records for a longer 
period and notifies the MDPP supplier 
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at least 30 calendar days before the 
normal disposition rate; or 

(ii) There has been a dispute or alle-
gation of fraud or similar fault against 
the MDPP supplier, in which case the 
records must be maintained for an ad-
ditional 6 years from the date of any 
resulting final resolution of the dispute 
or allegation of fraud or similar fault, 
as defined at § 405.902 of this chapter. 

(g) Denial or revocation of MDPP sup-
plier enrollment. (1) An MDPP supplier 
is subject to enrollment denial or rev-
ocation of its MDPP supplier enroll-
ment for one or more of the following 
reasons: 

(i) Failure to meet enrollment require-
ments. The MDPP supplier does not sat-
isfy the conditions specified in para-
graph (b) of this section. 

(A) An enrollment denial under this 
paragraph (h)(1)(i) is considered an en-
rollment denial under § 424.530(a)(1). 

(B) A revocation under this para-
graph (h)(1)(i) is considered a revoca-
tion under § 424.535(a)(1). 

(C) An MDPP supplier that does not 
satisfy the requirements in paragraph 
(b)(1) of this section may become eligi-
ble to bill for MDPP services again if it 
successfully achieves preliminary, full, 
or full plus CDC DPRP recognition, and 
successfully enrolls again in Medicare 
as an MDPP supplier after any applica-
ble reenrollment bar has expired. 

(ii) Failure to meet MDPP supplier 
standards. The MDPP supplier fails to 
meet the standards specified in para-
graph (d) of this section. 

(A) An enrollment denial under this 
paragraph (h)(1)(ii) is considered an en-
rollment denial under § 424.530(a)(1). 

(B) A revocation under this para-
graph (h)(1)(ii) is considered a revoca-
tion under § 424.535(a)(1). 

(iii) Application of existing enrollment 
denial reasons. One of the enrollment 
denial reasons specified in § 424.530(a) 
applies. 

(iv) Application of existing revocation 
reasons. One of the revocation reasons 
specified in § 424.535(a) applies. 

(v) Use of an ineligible coach. (A) The 
MDPP supplier knowingly allows an in-
eligible coach to furnish MDPP serv-
ices to Medicare beneficiaries. Know-
ingly means that the MDPP supplier 
received an enrollment denial or rev-
ocation notice based on failing to meet 

the standard specified in § 424.205(d)(3), 
was provided notice by CMS or con-
tractors working on its behalf of this 
coach’s ineligibility including the rea-
son(s) for ineligibility, submitted a 
corrective action plan (CAP) to remove 
the coach and become compliant there-
fore maintaining its enrollment, but 
continued to allow the coach to provide 
MDPP services in violation of the CAP. 

(B) Revocation under this paragraph 
(h)(1)(v) is subject to the following re-
quirements: 

(1) The revocation becomes effective 
30 days after CMS or the CMS con-
tractor mails notice of its determina-
tion to the MDPP supplier. 

(2) For the revocation authority 
under this paragraph (h)(1)(v), MDPP 
suppliers are barred from participating 
in the Medicare program from the date 
of the revocation, which begins 30 days 
after CMS or its contractor mails no-
tice of the revocation, until the end of 
the reenrollment bar, which lasts a 
minimum of 1 year, but not greater 
than 3 years, depending on the severity 
of the basis for revocation. 

(3) A revoked MDPP supplier must, 
within 60 calendar days after the effec-
tive date of revocation, submit all 
claims for items and services furnished 
before the date of the revocation letter. 

(2) An MDPP supplier may appeal an 
enrollment denial or revocation deci-
sion in accordance with the procedures 
specified in part 498 of this chapter. 
References to suppliers in that section 
apply to MDPP suppliers. 

[82 FR 53364, Nov. 15, 2017,as amended at 86 
FR 65682, Nov. 19, 2021; 88 FR 79540, Nov. 16, 
2023] 

§ 424.210 Beneficiary engagement in-
centives under the Medicare Diabe-
tes Prevention Program expanded 
model. 

(a) Definitions. In addition to the defi-
nitions specified at § 410.79(b) and 
§ 424.205(a) of this chapter, the fol-
lowing definition applies to this sec-
tion: 

Engagement incentive period means the 
period of time during which an MDPP 
supplier may furnish in-kind bene-
ficiary engagement incentives to a 
given MDPP beneficiary to whom the 
MDPP supplier is furnishing MDPP 
services. This period begins when an 
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MDPP supplier furnishes any MDPP 
service to an MDPP eligible bene-
ficiary and ends when one of the fol-
lowing occurs, whichever occurs first: 

(i) The MDPP beneficiary’s MDPP 
services period ends as described in 
§ 410.79(c)(3) of this chapter. 

(ii) The MDPP supplier knows the 
MDPP beneficiary will no longer be re-
ceiving MDPP services from the MDPP 
supplier. 

(iii) The MDPP supplier has not had 
direct contact, either in-person, by 
telephone, or via other telecommuni-
cations technology, with the MDPP 
beneficiary for more than 90 consecu-
tive calendar days during the MDPP 
services period. 

(b) General. An MDPP supplier may 
choose to furnish an item or service as 
an in-kind beneficiary engagement in-
centive to an MDPP beneficiary only 
during the engagement incentive pe-
riod, subject to the following condi-
tions: 

(1) The item or service must be fur-
nished directly to an MDPP beneficiary 
by an MDPP supplier or by an agent of 
the MDPP supplier, such as a coach, 
under the MDPP supplier’s direction 
and control. 

(2) The item or service must be rea-
sonably connected to the CDC-approved 
National Diabetes Prevention Program 
curriculum furnished to the MDPP 
beneficiary during a core session or 
core maintenance session furnished by 
the MDPP supplier. 

(3) The item or service must be a pre-
ventive care item or service or an item 
or service that advances a clinical 
goal, as specified in paragraph (d) of 
this section, for an MDPP beneficiary 
by engaging him or her in better man-
aging his or her own health. 

(4) The item or service must not be 
tied to the receipt of items or services 
outside of the MDPP services. 

(5) The item or service must not be 
tied to the receipt of items or services 
from a particular provider, supplier, or 
coach. 

(6) The availability of the item or 
service must not be advertised or pro-
moted as an in-kind beneficiary en-
gagement incentive available to an 
MDPP beneficiary receiving MDPP 
services from the MDPP supplier ex-
cept that an MDPP beneficiary may be 

made aware of the availability of the 
item or service at the time the MDPP 
beneficiary could reasonably benefit 
from it during the engagement incen-
tive period. 

(7) The cost of the item or service 
must not be shifted to another Federal 
health care program, as defined at sec-
tion 1128B(f) of the Act. 

(8) The cost of the item or service 
must not be shifted to an MDPP bene-
ficiary. 

(c) Technology furnished to an MDPP 
beneficiary. In-kind beneficiary engage-
ment incentives involving technology 
furnished by an MDPP supplier to an 
MDPP beneficiary are subject to the 
following conditions: 

(1) Items or services involving tech-
nology may not, in the aggregate, ex-
ceed $1,000 in retail value for any one 
MDPP beneficiary. 

(2) Items or services involving tech-
nology must be the minimum nec-
essary to advance a clinical goal, as 
specified in paragraph (d) of this sec-
tion, for an MDPP beneficiary. 

(3) Items involving technology ex-
ceeding $100 in retail value must— 

(i) Remain the property of the MDPP 
supplier; and 

(ii) Be retrieved from the MDPP ben-
eficiary at the end of the engagement 
incentive period. The MDPP supplier 
must document all retrieval attempts, 
including the ultimate date of re-
trieval, in accordance with paragraph 
(e)(3) of this section. Documented dili-
gent, good faith attempts to retrieve 
items of technology will be deemed to 
meet the retrieval requirement. 

(d) Clinical goals of the MDPP ex-
panded model. The following are the 
clinical goals for MDPP beneficiaries 
that may be advanced through in-kind 
beneficiary engagement incentives: 

(1) Attendance at core sessions or 
core maintenance sessions. 

(2) Weight loss. 

(3) Long-term dietary change. 

(4) Adherence to long-term health be-
havior changes. 

(e) Documentation of beneficiary en-
gagement incentives. In addition to the 
documentation requirements at 
§ 424.205(g), an MDPP supplier must 
maintain documentation of items and 
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services furnished as in-kind bene-

ficiary engagement incentives that ex-

ceed $25 in retail value. 

(1) The documentation must be estab-

lished contemporaneous with the fur-

nishing of the in-kind items and serv-

ices and must include at least the fol-

lowing: 

(i) The date the item or service is fur-

nished. 

(ii) The identity of the MDPP bene-

ficiary to whom the item or service is 

furnished. 

(iii) The agent of the MDPP supplier 

that furnished the item or service, if 

applicable. 

(iv) A description of the item or serv-

ice. 

(v) The retail value of the item or 

service. 

(vi) Documentation establishing that 

the item or service was furnished to 

the MDPP beneficiary during the en-

gagement incentive period. 

(2) Documentation regarding items or 

services that are furnished to the 

MDPP beneficiary for use on an ongo-

ing basis during the engagement incen-

tive period, including items involving 

technology exceeding $100 in retail 

value, must also include contempora-

neous documentation establishing that 

the MDPP beneficiary is in the engage-

ment incentive period throughout the 

time period that the MDPP beneficiary 

possesses or has access to the item or 

service furnished by the MDPP sup-

plier. 

(3) The documentation regarding 

items involving technology exceeding 

$100 in retail value must also include 

contemporaneous documentation of 

any attempt to retrieve the item as re-

quired by paragraph (c)(3)(ii) of this 

section. 

(4) The MDPP supplier must retain 

and provide access to the documenta-

tion required in this section in accord-

ance with § 424.205(g). 

[82 FR 53364, Nov. 15, 2017, as amended at 88 

FR 79540, Nov. 16, 2023] 

Subparts J–L [Reserved] 

Subpart M—Replacement and 
Reclamation of Medicare 
Payments 

§ 424.350 Replacement of checks that 
are lost, stolen, defaced, mutilated, 
destroyed, or paid on forged en-
dorsements. 

(a) U.S. Government checks—(1) Re-
sponsibility. The Treasury Department 
is responsible for the investigation and 
settlement of claims in connection 
with Treasury checks issued on behalf 
of CMS. 

(2) Action by CMS. CMS forwards re-
ports of lost, stolen, defaced, muti-
lated, destroyed, or forged Treasury 
checks to the Treasury Department 
disbursing center responsible for 
issuing checks. 

(3) Action by the Treasury Department. 
The Treasury Department will replace 
and begin reclamation of Treasury 
checks in accordance with Treasury 
Department regulations (31 CFR parts 
235, 240, and 245). 

(b) Intermediary and carrier benefit 
checks. Checks issued by intermediaries 
and carriers are drawn on commercial 
banks and are not subject to the Fed-
eral laws and Treasury Department 
regulations that govern Treasury 
checks. Replacement procedures are 
carried out in accordance with § 424.352 
under applicable State law (including 
any Federal banking laws or regula-
tions that may affect the relevant 
State proceedings). 

[58 FR 65129, Dec. 13, 1993] 

§ 424.352 Intermediary and carrier 
checks that are lost, stolen, defaced, 
mutilated, destroyed or paid on 
forged endorsements. 

(a) When an intermediary or carrier 
is notified by a payee that a check has 
been lost, stolen, defaced, mutilated, 
destroyed, or paid on forged endorse-
ment, the intermediary or carrier con-
tacts the commercial bank on whose 
paper the check was drawn and deter-
mines whether the check has been ne-
gotiated. 

(b) If the check has been negotiated— 
(1) The intermediary or carrier pro-

vides the payee with a copy of the 
check and other pertinent information 
(such as a claim form, affidavit or 
questionnaire to be completed by the 
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payee) required to pursue his or her 

claim in accordance with State law and 

commercial banking regulations. 

(2) To pursue the claim, the payee 

must examine the check and certify 

(by completing the claim form, ques-

tionnaire or affidavit) that the en-

dorsement is not the payee’s. 

(3) The claim form and other perti-

nent information is sent to the inter-

mediary or carrier for review and proc-

essing of the claim. 

(4) The intermediary or carrier re-

views the payee’s claim. If the inter-

mediary or carrier determines that the 

claim appears to be valid, it forwards 

the claim and a copy of the check to 

the issuing bank. The intermediary or 

carrier takes further action to recover 

the proceeds of the check in accord-

ance with the State law and regula-

tions. 

(5) Once the intermediary or carrier 

recovers the proceeds of the initial 

check, the intermediary or carrier 

issues a replacement check to the 

payee. 

(6) If the bank of first deposit refuses 

to settle on the check for good cause, 

the payee must pursue the claim on his 

or her own and the intermediary or 

carrier will not reissue the check to 

the payee. 

(c) If the check has not been nego-

tiated— 

(1) The intermediary or carrier ar-

ranges with the bank to stop payment 

on the check; and 

(2) Except as provided in paragraph 

(d), the intermediary or carrier re-

issues the check to the payee. 

(d) No check may be reissued under 

(c)(2) unless the claim for a replace-

ment check is received by the inter-

mediary or carrier no later than 1 year 

from the date of issuance of the origi-

nal check, unless State law (including 

any applicable Federal banking laws or 

regulations that may affect the rel-

evant State proceeding) provides a 

longer period which will control. 

[58 FR 65130, Dec. 13, 1993] 

Subparts N–O [Reserved] 

Subpart P—Requirements for Es-
tablishing and Maintaining 
Medicare Billing Privileges 

SOURCE: 71 FR 20776, Apr. 21, 2006, unless 

otherwise noted. 

§ 424.500 Scope. 

The provisions of this subpart con-
tain the requirements for enrollment, 
periodic resubmission and certification 
of enrollment information for revalida-
tion, and timely reporting of updates 
and changes to enrollment informa-
tion. These requirements apply to all 
providers and suppliers except for phy-
sicians and practitioners who have en-
tered into a private contract with a 
beneficiary as described in part 405, 
subpart D of this chapter. Providers 
and suppliers must meet and maintain 
these enrollment requirements to bill 
either the Medicare program or its 
beneficiaries for Medicare covered serv-
ices or supplies. 

§ 424.502 Definitions. 

As used in this subpart, unless the 
context indicates otherwise— 

Additional disclosable party means, 
with respect to a skilled nursing facil-
ity defined at section 1819(a) of the Act, 
any person or entity who does any of 
the following: 

(1)(i) Exercises operational, financial, 
or managerial control over the facility 
or a part thereof; 

(ii) Provides policies or procedures 
for any of the operations of the facil-
ity; or 

(iii) Provides financial or cash man-
agement services to the facility. 

(2)(i) Leases or subleases real prop-
erty to the facility; or 

(ii) Owns a whole or part interest 
equal to or exceeding 5 percent of the 
total value of such real property. 

(3) Provides— 

(i) Management or administrative 
services; 

(ii) Management or clinical con-
sulting services; or 

(iii) Accounting or financial services 
to the facility. 

Affiliation means, for purposes of ap-
plying § 424.519, any of the following: 
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(1) A 5 percent or greater direct or in-
direct ownership interest that an indi-
vidual or entity has in another organi-
zation. 

(2) A general or limited partnership 
interest (regardless of the percentage) 
that an individual or entity has in an-
other organization. 

(3) An interest in which an individual 
or entity exercises operational or man-
agerial control over, or directly or in-
directly conducts, the day-to-day oper-
ations of another organization (includ-
ing, for purposes of this paragraph (3), 
sole proprietorships), either under con-
tract or through some other arrange-
ment, regardless of whether or not the 
managing individual or entity is a W–2 
employee of the organization. 

(4) An interest in which an individual 
is acting as an officer or director of a 
corporation. 

(5) Any reassignment relationship 
under § 424.80. 

Approve/Approval means the enrolling 
provider or supplier has been deter-
mined to be eligible under Medicare 
rules and regulations to receive a 
Medicare billing number and be grant-
ed Medicare billing privileges. 

Authorized official means an ap-
pointed official (for example, chief ex-
ecutive officer, chief financial officer, 
general partner, chairman of the board, 
or direct owner) to whom the organiza-
tion has granted the legal authority to 
enroll it in the Medicare program, to 
make changes or updates to the organi-
zation’s status in the Medicare pro-
gram, and to commit the organization 
to fully abide by the statutes, regula-
tions, and program instructions of the 
Medicare program. For purposes of this 
definition only, the term ‘‘organiza-
tion’’ means the enrolling entity as 
identified by its legal business name 
and tax identification number. 

Change in majority ownership occurs 
when an individual or organization ac-
quires more than a 50 percent direct 
ownership interest in an HHA or hos-
pice during the 36 months following the 
HHA’s or hospice’s initial enrollment 
into the Medicare program or the 36 
months following the HHA’s or hos-
pice’s most recent change in majority 
ownership (including asset sale, stock 
transfer, merger, and consolidation). 
This includes an individual or organi-

zation that acquires majority owner-

ship in an HHA or hospice through the 

cumulative effect of asset sales, stock 
transfers, consolidations, or mergers 
during the 36-month period after Medi-
care billing privileges are conveyed or 
the 36-month period following the 
HHA’s or hospice’s most recent change 
in majority ownership. 

Deactivate means that the provider or 
supplier’s billing privileges were 
stopped, but can be restored upon the 
submission of updated information. 

Delegated official means an individual 
who is delegated by the ‘‘Authorized 
Official,’’ the authority to report 
changes and updates to the enrollment 
record. The delegated official must be 
an individual with ownership or con-
trol interest in, or be a W–2 managing 
employee of the provider or supplier. 

Deny/Denial means the enrolling pro-
vider or supplier has been determined 
to be ineligible to receive Medicare 
billing privileges for Medicare covered 
items or services provided to Medicare 
beneficiaries. 

Director means a director of a cor-
poration, regardless of whether the 
provider or supplier is a non-profit en-
tity. This includes any member of the 
corporation’s governing body irrespec-
tive of the precise title of either the 
board or the member. 

Disclosable event means, for purposes 
of § 424.519, any of the following: 

(1) Currently has an uncollected debt 
to Medicare, Medicaid, or CHIP, re-
gardless of— 

(i) The amount of the debt; 

(ii) Whether the debt is currently 
being repaid (for example, as part of a 
repayment plan); or 

(iii) Whether the debt is currently 
being appealed; 

(2) Has been or is subject to a pay-
ment suspension under a federal health 
care program (as that latter term is de-
fined in section 1128B(f) of the Act), re-
gardless of when the payment suspen-
sion occurred or was imposed; 

(3) Has been or is excluded by the OIG 
from participation in Medicare, Med-
icaid, or CHIP, regardless of whether 
the exclusion is currently being ap-
pealed or when the exclusion occurred 
or was imposed; or 
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(4) Has had its Medicare, Medicaid, or 
CHIP enrollment denied, revoked, or 
terminated, regardless of— 

(i) The reason for the denial, revoca-
tion, or termination; 

(ii) Whether the denial, revocation, 
or termination is currently being ap-
pealed; or 

(iii) When the denial, revocation, or 
termination occurred or was imposed. 

Enroll/Enrollment means the process 
that Medicare uses to establish eligi-
bility to submit claims for Medicare- 
covered items and services, and the 
process that Medicare uses to establish 
eligibility to order or certify Medicare- 
covered items and services. The process 
includes— 

(1) Identification of a provider or sup-
plier; 

(2) Except for those suppliers that 
complete the CMS–855O form, CMS- 
identified equivalent, successor form or 
process for the sole purpose of obtain-
ing eligibility to order or certify Medi-
care-covered items and services, vali-
dating the provider or supplier’s eligi-
bility to provide items or services to 
Medicare beneficiaries; 

(3) Identification and confirmation of 
the provider or supplier’s practice loca-
tion(s) and owner(s); and 

(4) Except for those suppliers that 
complete the CMS–855O form, CMS- 
identified equivalent, successor form or 
process for the sole purpose of obtain-
ing eligibility to order or certify Medi-
care-covered items and services, grant-
ing the Medicare provider or supplier 
Medicare billing privileges. 

Enrollment application means a CMS- 
approved paper enrollment application 
or an electronic Medicare enrollment 
process approved by OMB. 

Final adverse action means one or 
more of the following actions: 

(1) A Medicare-imposed revocation of 
any Medicare billing privileges; 

(2) Suspension or revocation of a li-
cense to provide health care by any 
State licensing authority; 

(3) Revocation or suspension by an 
accreditation organization; 

(4) A conviction of a Federal or State 
felony offense (as defined in 
§ 424.535(a)(3)(i)) within the last 10 years 
preceding enrollment, revalidation, or 
re-enrollment; or 

(5) An exclusion or debarment from 
participation in a Federal or State 
health care program. 

Indirect ownership interest means as 
follows: 

(1)(i) Any ownership interest in an 
entity that has an ownership interest 
in the enrolling or enrolled provider or 
supplier. 

(ii) Any ownership interest in an in-
direct owner of the enrolling or en-
rolled provider or supplier. 

(2) The amount of indirect ownership 
interest is determined by multiplying 
the percentages of ownership in each 
entity. For example, if A owns 10 per-
cent of the stock in a corporation that 
owns 80 percent of the provider or sup-
plier, A’s interest equates to an 8 per-
cent indirect ownership interest in the 
provider or supplier and must be re-
ported on the enrollment application. 
Conversely, if B owns 80 percent of the 
stock of a corporation that owns 5 per-
cent of the stock of the provider or 
supplier, B’s interest equates to a 4 
percent indirect ownership interest in 
the provider or supplier and need not 
be reported. 

Institutional provider means any pro-
vider or supplier that submits a paper 
Medicare enrollment application using 
the CMS–855A, CMS–855B (not includ-
ing physician and nonphysician practi-
tioner organizations), CMS–855S, or an 
associated internet-based PECOS en-
rollment application. 

Managing employee means— 
(1) A general manager, business man-

ager, administrator, director, or other 
individual that exercises operational or 
managerial control over, or who di-
rectly or indirectly conducts, the day- 
to-day operation of the provider or sup-
plier, either under contract or through 
some other arrangement, whether or 
not the individual is a W–2 employee of 
the provider or supplier. For purposes 
of this definition, this includes, but is 
not limited to, a hospice or skilled 
nursing facility administrator and a 
hospice or skilled nursing facility med-
ical director. 

(2) With respect to the additional re-
quirements at § 424.516(g) for a skilled 
nursing facility defined at section 
1819(a) of the Act, an individual, in-
cluding a general manager, business 
manager, administrator, director, or 
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consultant, who directly or indirectly 
manages, advises, or supervises any 
element of the practices, finances, or 
operations of the facility. 

Managing organization means an enti-
ty that exercises operational or mana-
gerial control over, or that directly or 
indirectly conducts, the day-to-day op-
erations of the provider or supplier, ei-
ther under contract or through some 
other arrangement. 

NPI stands for National Provider 
Identifier. 

Officer means an officer of a corpora-
tion, regardless of whether the provider 
or supplier is a non-profit entity. 

Operational means the provider or 
supplier has a qualified physical prac-
tice location, is open to the public for 
the purpose of providing health care re-
lated services, is prepared to submit 
valid Medicare claims, and is properly 
staffed, equipped, and stocked (as ap-
plicable, based on the type of facility 
or organization, provider or supplier 
specialty, or the services or items 
being rendered), to furnish these items 
or services. 

Organizational structure means, with 
respect to a skilled nursing facility de-
fined at section 1819(a) of the Act, in 
the case of any of the following: 

(1) A corporation. The officers, direc-
tors, and shareholders of the corpora-
tion who have an ownership interest in 
the corporation which is equal to or ex-
ceeds 5 percent. 

(2) A limited liability company. The 
members and managers of the limited 
liability company including, as appli-
cable, what percentage each member 
and manager has of the ownership in-
terest in the limited liability company. 

(3) A general partnership. The partners 
of the general partnership. 

(4) A limited partnership. The general 
partners and any limited partners of 
the limited partnership who have an 
ownership interest in the limited part-
nership which is equal to or exceeds 10 
percent. 

(5) A trust. The trustees of the trust. 

(6) An individual. Contact informa-
tion for the individual. 

Owner means any individual or enti-
ty that has any partnership interest in, 
or that has 5 percent or more direct or 
indirect ownership of the provider or 

supplier as defined in sections 1124 and 

1124A(A) of the Act. 

PECOS stands for Internet-based Pro-

vider Enrollment, Chain, and Owner-

ship System. 

Physician or nonphysician practitioner 

organization means any physician or 

nonphysician practitioner entity that 

enrolls in the Medicare program as a 

sole proprietorship or organizational 

entity. 

Private equity company means, for 

purposes of this subpart only, a pub-

licly traded or non-publicly traded 

company that collects capital invest-

ments from individuals or entities and 

purchases a direct or indirect owner-

ship share of a provider. 

Real estate investment trust means, for 

purposes of this subpart only, a real es-

tate investment trust as defined in 26 

U.S.C. 856. 

Reject/Rejected means that the pro-

vider or supplier’s enrollment applica-

tion was not processed due to incom-

plete information, or that additional 

information or corrected information 

was not received from the provider or 

supplier in a timely manner. 

Revoke/Revocation means that the 

provider or supplier’s billing privileges 

are terminated. 

State oversight board means, for pur-

poses of §§ 424.530(a)(15) and 

424.535(a)(22) only, any State adminis-

trative body or organization, such as 

(but not limited to) a medical board, li-

censing agency, or accreditation body, 

that directly or indirectly oversees or 

regulates the provision of health care 

within the State. 

Supplier means, for purposes of this 

subpart, all of the following: 

(1) The individuals and entities that 

qualify as suppliers under § 400.202. 

(2) Physical therapists in private 

practice. 

(3) Occupational therapists in private 

practice. 

(4) Speech-language pathologists. 

Voluntary termination means that a 

provider or supplier, including an indi-

vidual physician or nonphysician prac-

titioner, submits written confirmation 
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to CMS of its decision to discontinue 
enrollment in the Medicare program. 

[71 FR 20776, Apr. 21, 2006, as amended at 73 

FR 69939, Nov. 19, 2008; 75 FR 70464, Nov. 17, 

2010; 75 FR 73628, Nov. 29, 2010; 76 FR 5962, 

Feb. 2, 2011; 79 FR 72531, Dec. 5, 2014; 82 FR 

53368, Nov. 15, 2017; 84 FR 47852, Sept. 10, 2019; 

84 FR 63203, Nov. 15, 2019; 86 FR 65682, Nov. 19, 

2021; 87 FR 70231, Nov. 18, 2022; 88 FR 77877, 

Nov. 13, 2023; 88 FR 79540, Nov. 16, 2023; 88 FR 

80168, Nov. 17, 2023] 

§ 424.505 Basic enrollment require-
ment. 

To receive payment for covered Medi-
care items or services from either 
Medicare (in the case of an assigned 
claim) or a Medicare beneficiary (in 
the case of an unassigned claim), a pro-
vider or supplier must be enrolled in 
the Medicare program. Except for those 
suppliers that complete the CMS–855O 
form or CMS-identified equivalent, suc-
cessor form or process for the sole pur-
pose of obtaining eligibility to order or 
certify Medicare-covered items and 
services; once enrolled the provider or 
supplier receives billing privileges and 
is issued a valid billing number effec-
tive for the date a claim was submitted 
for an item that was furnished or a 
service that was rendered. (See 45 CFR 
part 162 for information on the Na-
tional Provider Identifier and its use as 
the Medicare billing number.) 

[71 FR 20776, Apr. 21, 2006, as amended at 79 

FR 72531, Dec. 5, 2014] 

§ 424.506 National Provider Identifier 
(NPI) on all enrollment applications 
and claims. 

(a) Definition. Eligible professional 
means any of the professionals speci-
fied in section 1848(k)(3)(B) of the Act. 

(b) Enrollment requirements. (1) A pro-
vider or a supplier that is eligible for 
an NPI must do the following: 

(i) Report its NPI on its Medicare en-
rollment application. 

(ii) If the provider or supplier was in 
the Medicare program before obtaining 
an NPI and the provider’s or the sup-
plier’s NPI is not in the provider’s or 
supplier’s Medicare enrollment record, 
the provider or supplier must update 
its Medicare enrollment record by sub-
mitting its NPI using either of the fol-
lowing: 

(A) The applicable paper CMS–855 
form. 

(B) Internet-based PECOS. 
(2) A physician or eligible profes-

sional who has validly opted-out of the 
Medicare program is not required to 
submit a Medicare enrollment applica-
tion for any reason, including to order 
or certify. 

(c) Claims reporting requirements. (1) A 
provider or supplier that is enrolled in 
Medicare and submits a paper or an 
electronic claim must include its NPI 
and the NPI(s) of any other provider(s) 
or supplier(s) identified on the claim. 

(2) A Medicare beneficiary who sub-
mits a claim for service to Medicare— 

(i) Must include the legal name of 
any provider or supplier who is re-
quired to be identified in that claim; 
and 

(ii) May, if known to the beneficiary, 
include the National Provider Identi-
fier (NPI) of any provider or supplier 
who is required to be identified in that 
claim. 

(3) A Medicare contractor will reject 
a claim from a provider or a supplier if 
the required NPI(s) is not reported. 

[75 FR 24448, May 5, 2010, as amended at 77 
FR 25317, Apr. 27, 2012] 

§ 424.507 Ordering covered items and 
services for Medicare beneficiaries. 

(a) Conditions for payment of claims for 
ordered covered imaging and clinical lab-
oratory services and items of durable med-
ical equipment, prosthetics, orthotics, and 
supplies (DMEPOS)—(1) Ordered covered 
imaging, clinical laboratory services, and 
DMEPOS item claims. To receive pay-
ment for ordered imaging, clinical lab-
oratory services, and DMEPOS items 
(excluding home health services de-
scribed in § 424.507(b), and Part B 
drugs), a provider or supplier must 
meet all of the following requirements: 

(i) The ordered covered imaging, clin-
ical laboratory services, and DMEPOS 
items (excluding home health services 
described in paragraph (b) of this sec-
tion, and Part B drugs) must have been 
ordered by a physician or, when per-
mitted, an eligible professional (as de-
fined in § 424.506(a) of this part). 

(ii) The claim from the provider or 
supplier must contain the legal name 
and the National Provider Identifier 
(NPI) of the physician or the eligible 
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professional (as defined in § 424.506(a) of 
this part) who ordered the item or serv-
ice. 

(iii) The physician or, when per-
mitted, other eligible professional, as 
defined in § 424.506(a), who ordered the 
item or service must— 

(A) Be identified by his or her legal 
name; 

(B) Be identified by his or her NPI; 
and 

(C)(1) Be enrolled in Medicare in an 
approved status; or 

(2) Have validly opted-out of the 
Medicare program. 

(iv) If the item or service is ordered 
by— 

(A) An unlicensed resident (as defined 
in § 413.75), or by a non-enrolled li-
censed resident (as defined in § 413.75), 
the claim must identify a teaching 
physician, who must be enrolled in 
Medicare in an approved status, as fol-
lows: 

(1) As the ordering supplier. 

(2) By his or her legal name. 

(3) By his/her NPI. 

(B) A licensed resident (as defined in 
§ 413.75), he or she must have a provi-
sional license or be otherwise per-
mitted by State law, where the resi-
dent is enrolled in an approved grad-
uate medical education program, to 
practice or order such items and serv-
ices, the claim must identify by legal 
name and NPI the— 

(1) Resident, who is enrolled in Medi-
care in an approved status to order; or 

(2) Teaching physician, who is en-
rolled in Medicare in an approved sta-
tus. 

(2) Part B beneficiary claims. To re-
ceive payment for ordered covered 
items and services listed at § 424.507(a), 
a beneficiary’s claim must meet all of 
the following requirements: 

(i) The physician or, when permitted, 
other eligible professional (as defined 
§ 424.506(a)) who ordered the item or 
service must— 

(A) Be identified by his or her legal 
name; and 

(B)(1) Be enrolled in Medicare in an 
approved status; or 

(2) Have validly opted out of the 
Medicare program. 

(ii) If the item or service is ordered 
by— 

(A) An unlicensed resident (as defined 
in § 413.75) or a non-enrolled licensed 
resident, (as defined in § 413.75) the 
claim must identify a teaching physi-
cian, who must be enrolled in Medicare 
in an approved status as follows: 

(1) As the ordering supplier. 

(2) By his or her legal name. 

(B) A licensed resident (as defined in 
§ 413.75), he or she must have a provi-
sional license or are otherwise per-
mitted by State law, where the resi-
dent is enrolled in an approved grad-
uate medical education program, to 
practice or to order such items and 
services, the claim must identify by 
legal name the— 

(1) Resident, who is enrolled in Medi-
care in an approved status to order; or 

(2) Teaching physician, who is en-
rolled in Medicare in an approved sta-
tus. 

(b) Conditions for payment of claims for 
covered home health and hospice services. 
To receive payment for covered Part A 
or Part B home health services or for 
covered hospice services, a provider’s 
home health or hospice services claim 
must meet all of the following require-
ments: 

(1) The ordering/certifying physician 
for hospice or home health services, or, 
for home health services, the ordering/ 
certifying physician assistant, nurse 
practitioner, or clinical nurse spe-
cialist working in accordance with 
State law, must meet all of the fol-
lowing requirements: 

(i) Be identified by his or her legal 
name. 

(ii) Be identified by his or her NPI. 

(iii)(A) Be enrolled in Medicare in an 
approved status; or 

(B) Have validly opted-out of the 
Medicare program. 

(2) If the services were ordered/cer-
tified by— 

(i) An unlicensed resident, as defined 
in § 413.75, or by a non-enrolled licensed 
resident, as defined in § 413.75, the 
claim must identify a teaching physi-
cian who must be enrolled in Medicare 
in an approved status— 

(A) As the ordering/certifying sup-
plier; 

(B) By his or her legal name; and 

(C) By his or her NPI. 
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(ii) A licensed resident (as defined in 
§ 413.75), he or she must have a provi-
sional license or are otherwise per-
mitted by State law, where the resi-
dent is enrolled in an approved grad-
uate medical education program, to 
practice or to order/certify such items 
and services, the claim must identify 
by legal name and NPI the— 

(A) Resident, who is enrolled in Medi-
care in an approved status to order; or 

(B) Teaching physician, who is en-
rolled in Medicare in an approved sta-
tus. 

(3) For claims for hospice services, 
the requirements of this paragraph (b) 
apply with respect to any physician de-
scribed in § 418.22(c) of this chapter who 
made the applicable certification de-
scribed in § 418.22(c) of this chapter. 

(c) Denial of provider- or supplier-sub-
mitted claims. Notwithstanding 
§ 424.506(c)(3), a Medicare contractor de-
nies a claim from a provider or a sup-
plier for covered items and services de-
scribed in paragraph (a) or (b) of this 
section if the claim does not meet the 
requirements of paragraphs (a)(1) and 
(b) of this section, respectively. 

(d) Denial of beneficiary-submitted 
claims. A Medicare contractor denies a 
claim from a Medicare beneficiary for 
covered items or services described in 
paragraphs (a) and (b) of this section if 
the claim does not meet the require-
ments of paragraph (a)(2) of this sec-
tion. 

[77 FR 25317, Apr. 27, 2012, as amended at 85 
FR 27625, May 8, 2020; 88 FR 51199, Aug. 2, 
2023] 

§ 424.510 Requirements for enrolling 
in the Medicare program. 

(a)(1) Providers and suppliers must 
submit enrollment information on the 
applicable enrollment application. 
Once the provider or supplier success-
fully completes the enrollment process, 
including, if applicable, a State survey 
and certification or accreditation proc-
ess, CMS enrolls the provider or sup-
plier into the Medicare program. 

(2) To be enrolled to furnish Medi-
care-covered items and services, a pro-
vider or supplier must meet the re-
quirements specified in paragraphs (d) 
and (e) of this section. 

(3) To be enrolled solely to order and 
certify Medicare items or services, a 

physician or non-physician practi-

tioner must meet the requirements 

specified in paragraph (d) of this sec-

tion except for paragraphs (d)(2)(iii)(B), 

(d)(2)(iv), (d)(3)(ii), and (d)(5), (6), and 

(9) of this section. 

(b) The effective dates for reimburse-

ment are specified in § 489.13 of this 

chapter for providers and suppliers re-

quiring State survey or certification or 
accreditation, § 424.5 and § 424.44 for 
non-surveyed or certified/accredited 
suppliers, and § 424.57 and section 
1834(j)(1)(A) of the Act for DMEPOS 
suppliers. 

(c) The effective date for reimburse-
ment for providers and suppliers seek-
ing accreditation from a CMS-approved 
accreditation organization as specified 
in § 489.13. 

(d) Providers and suppliers must 
meet the following enrollment require-
ments: 

(1) Submittal of the enrollment applica-
tion. A provider or supplier must sub-
mit a complete enrollment application 
and supporting documentation to the 
designated Medicare fee-for-service 
contractor. 

(2) Content of the enrollment applica-
tion. Each submitted enrollment appli-
cation must include the following: 

(i) Complete, accurate, and truthful 
responses to all information requested 
within each section as applicable to the 
provider or supplier type. 

(ii) Submission of all documentation 
required by CMS under this or other 
statutory or regulatory authority, or 
under the Paperwork Reduction Act of 
1995, to uniquely identify the provider 
or supplier. This documentation may 
include, but is not limited to, proof of 
the legal business name, practice loca-
tion, social security number (SSN), tax 
identification number (TIN), National 
Provider Identifier (NPI), if issued, and 
owners of the business. 

(iii) Submission of all documenta-
tion, including— 

(A) All applicable Federal and State 
licenses, certifications including, but 
not limited to Federal Aviation Ad-
ministration; and 

(B) Documentation associated with 
regulatory and statutory requirements 
necessary to establish a provider’s or 
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supplier’s eligibility to furnish Medi-
care covered items or services to bene-
ficiaries in the Medicare program. 

(iv) At the time of enrollment, an en-
rollment change request, revalidation 
or change of Medicare contractors 
where the provider or supplier was al-
ready receiving payments via EFT, 
providers and suppliers must agree to 
receive Medicare payments via EFT, if 
not already receiving payment through 
EFT. In order to receive Medicare pay-
ments via EFT, providers and suppliers 
must submit the CMS–588 form. 

(3) Signature(s) required on the enroll-
ment application. The certification 
statement found on the enrollment ap-
plication must be signed by an indi-
vidual who has the authority to bind 
the provider or supplier, both legally 
and financially, to the requirements 
set forth in this chapter. This person 
must also have an ownership or control 
interest in the provider or supplier, as 
that term is defined in section 
1124(a)(3) of the Act, such as, the gen-
eral partner, chairman of the board, 
chief financial officer, chief executive 
officer, president, or hold a position of 
similar status and authority within the 
provider or supplier organization. The 
signature attests that the information 
submitted is accurate and that the pro-
vider or supplier is aware of, and abides 
by, all applicable statutes, regulations, 
and program instructions. 

(i) Requirements. The signature re-
quirements specified in paragraphs 
(d)(3)(i)(A) through (C) of this section 
outline who must sign the enrollment 
application for an enrolling provider or 
supplier. In the case of— 

(A) An individual practitioner, the 
applying practitioner. 

(B) A sole proprietorship, the apply-
ing sole proprietor. 

(C) A corporation, partnership, 
group, limited liability company, or 
other organization (hereafter referred 
to collectively in this section as an or-
ganization), an authorized official, as 
defined in § 424.502. When an authorized 
official signs the certification state-
ment on behalf of an organization, the 
signed statement is considered legally 
binding upon the organization. 

(ii) Delegation of authority. The origi-
nal enrollment application submitted 
for an organization’s initial enrollment 

and all subsequent enrollment applica-
tions submitted for periodic revalida-
tion of the organization’s enrollment 
data (as required to maintain enroll-
ment in the Medicare program) must 
be signed by an authorized official. Any 
updates or changes reported outside of 
the initial enrollment or periodic re-
validation process may be signed by a 
delegated official(s) of the organiza-
tion. The delegated official’s signature 
binds the organization both legally and 
financially, as if the signature was that 
of the authorized official. Before the 
delegation of authority is established, 
the only acceptable signature on the 
enrollment application to report up-
dates or changes to the enrollment in-
formation is that of the authorized of-
ficial currently on file with Medicare. 
Once the delegation of authority is es-
tablished, the only acceptable signa-
tures on correspondence to report up-
dates or changes to the enrollment in-
formation are those of the authorized 
official and the person(s) to whom this 
authority is delegated in accordance 
with the requirements described in this 
section. Individual practitioners and 
sole proprietors cannot delegate signa-
ture authority when submitting an en-
rollment application for any reason. 
All enrollment applications submitted 
by individual practitioners and sole 
proprietors must be signed by the en-
rolling or enrolled individual. Each del-
egation of authority to a delegated of-
ficial must— 

(A) Be assigned by the authorized of-
ficial currently on file with CMS; 

(B) Be submitted to CMS using the 
appropriate enrollment application or 
CMS established electronic enrollment 
process; 

(C) Include the title and SSN of each 
person delegated authority to update 
or change the organization’s enroll-
ment information; 

(D) Be an individual that has an own-
ership or control interest in the organi-
zation or is a W–2 managing employee 
as defined in section 1126(b) of the Act; 
and 

(E) Be signed by the authorized offi-
cial and the delegated official(s) of the 
organization. 

(4) Verification of information. The in-
formation submitted by the provider or 
supplier on the applicable enrollment 
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application must be such that CMS can 
validate it for accuracy at the time of 
submission. 

(5) Completion of any applicable State 
surveys, certifications, and provider 
agreements. The providers or suppliers 
who are mandated under the provision 
in part 488 of this chapter to be sur-
veyed or certified by the State survey 
and certification agency, and to also 
enter into and sign a provider agree-
ment as outlined in part 489 of this 
chapter, must also meet those require-
ments as part of the process to obtain 
Medicare billing privileges. 

(6) Ability to furnish Medicare covered 
items or services. The provider or sup-
plier must be operational to furnish 
Medicare covered items or services be-
fore being granted Medicare billing 
privileges. 

(7) Additional requirements. Providers 
and suppliers must meet the provisions 
of § 424.520 regarding additional compli-
ance and reporting requirements. 

(8) On-site review. CMS reserves the 
right, when deemed necessary, to per-
form on-site inspections of a provider 
or supplier to verify that the enroll-
ment 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. 

(i) Medicare Part A providers. CMS de-
termines, upon on-site review, that the 
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. 

(ii) 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. 

(9) In order to obtain enrollment and 
to maintain enrollment for the first 
three months after Medicare billing 
privileges are conveyed, a home health 
agency must satisfy the home health 
‘‘initial reserve operating funds’’ re-

quirement as set forth in § 489.28 of this 
chapter. 

(e) Providers and suppliers must— 
(1) Agree to receive Medicare pay-

ment via electronic funds transfer 
(EFT) at the time of enrollment, re-
validation, change of Medicare con-
tractors where the provider or supplier 
was already receiving payments via 
EFT or submission of an enrollment 
change request; and 

(2) Submit the CMS–588 form to re-
ceive Medicare payment via electronic 
funds transfer. 

[71 FR 20776, Apr. 21, 2006, as amended at 73 
FR 36461, June 27, 2008; 75 FR 50418, Aug. 16, 
2010; 75 FR 70464, Nov. 17, 2010; 75 FR 73628, 
Nov. 29, 2010; 77 FR 29030, July 16, 2012; 79 FR 
72531, Dec. 5, 2014] 

§ 424.514 Application fee. 

(a) Application fee requirements for pro-
spective institutional providers. Begin-
ning on or after March 25, 2011, pro-
spective institutional providers that 
are submitting an initial application or 
currently enrolled institutional pro-
viders that are submitting an applica-
tion to establish a new practice loca-
tion must submit either or both of the 
following: 

(1) The applicable application fee. 
(2) A request for a hardship exception 

to the application fee at the time of fil-
ing a Medicare enrollment application. 

(b) Application fee requirements for re-
validating institutional providers. Begin-
ning March 25, 2011, institutional pro-
viders that are subject to CMS re-
validation efforts must submit either 
or both of the following: 

(1) The applicable application fee. 
(2) A request for a hardship exception 

to the application fee at the time of fil-
ing a Medicare enrollment application. 

(c) Hardship exception for disaster 
areas. CMS will assess on a case-by- 
case basis whether institutional pro-
viders enrolling in a geographic area 
that is a Presidentially-declared dis-
aster under the Robert T. Stafford Dis-
aster Relief and Emergency Assistance 
Act, 42 U.S.C. 5121–5206 (Stafford Act) 
should receive an exception to the ap-
plication fee. 

(d) Application fee. The application 
fee and associated requirements are as 
follows: 

(1) For 2010, $500.00. 
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(2) For 2011 and subsequent years— 

(i) Is adjusted by the percentage 
change in the consumer price index for 
all urban consumers (all items; United 
States city average) for the 12-month 
period ending with June of the previous 
year; 

(ii) Is effective from January 1 to De-
cember 31 of a calendar year; 

(iii) Is based on the submission of an 
initial application, application to es-
tablish a new practice location or the 
submission of an application in re-
sponse to a CMS revalidation request; 

(iv) Must be in the amount calculated 
by CMS in effect for the year during 
which the application for enrollment is 
being submitted; 

(v) Is nonrefundable, except if sub-
mitted with one of the following: 

(A) A request for hardship exception 
that is subsequently approved; 

(B) An application that is rejected 
prior to initiation of screening proc-
esses; 

(C) An application that is subse-
quently denied as a result of the impo-
sition of a temporary moratorium; 

(e) Denial or revocation based on appli-
cation fee. A Medicare contractor may 
deny or revoke Medicare billing privi-
leges of a provider or supplier based on 
noncompliance if, in the absence of a 
written request for a hardship excep-
tion from the application fee that ac-
companies a Medicare enrollment ap-
plication, the bank account on which 
the check that is submitted with the 
enrollment application is drawn does 
not contain sufficient funds to pay the 
application fee. 

(f) Information needed for submission of 
a hardship exception request. A provider 
or supplier requesting an exception 
from the application fee must include 
with its enrollment application a letter 
that describes the hardship and why 
the hardship justifies an exception. 

(g) Failure to submit application fee or 
hardship exception request. A Medicare 
contractor may— 

(1) Reject an enrollment application 
from a newly-enrolling institutional 
provider that, with the exceptions de-
scribed in § 424.514(b), is not accom-
panied by the application fee or by a 
letter requesting a hardship exception 
from the application fee. 

(2) Revoke the billing privileges of a 

currently enrolled institutional pro-

vider that, with the exceptions de-

scribed in § 424.514(b), is not accom-

panied by the application fee or by a 

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] 
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§ 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 
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(g)). 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 

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 5-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 
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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(g) (Special payment rules for 
items furnished by DMEPOS suppliers 
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 5-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; 79 FR 69775, Nov. 24, 
2014] 

§ 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. 

(b) Reporting requirements Independent 
Diagnostic Testing Facilities (IDTFs). 
IDTF reporting requirements are speci-
fied in § 410.33(g)(2) of this chapter. 

(c) Reporting requirements DMEPOS 
suppliers. DMEPOS reporting require-
ments are specified in § 424.57(c)(2). 

(d) Reporting requirements for physi-
cians, nonphysician practitioners, and 
physician and nonphysician practitioner 
organizations. Physicians, nonphysician 
practitioners, and physician and non-
physician practitioner organizations 
must report the following reportable 
events to their Medicare contractor 
within the specified timeframes: 

(1) Within 30 days— 
(i) A change of ownership; 
(ii) Any adverse legal action; or 
(iii) A change, addition, or deletion 

of a practice location. 
(2) All other changes in enrollment 

must be reported within 90 days. 
(e) Reporting requirements for all other 

providers and suppliers. Reporting re-
quirements for all other providers and 
suppliers not identified in paragraphs 
(a) through (d) of this section, with the 
exception of MDPP suppliers whose re-
porting requirements are established at 
§ 424.205(d), must report to CMS the fol-
lowing information within the speci-
fied timeframes: 

(1) Within 30 days for a change of 
ownership or control (including 
changes in authorized official(s) or del-
egated official(s)) or a change, addi-
tion, or deletion of a practice location; 

(2) All other changes to enrollment 
must be reported within 90 days. 

(3) Within 30 days of any revocation 
or suspension of a Federal or State li-
cense or certification including Federal 
Aviation Administration certifi-
cations, an air ambulance supplier 
must report a revocation or suspension 
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of its license or certification to the ap-
plicable Medicare contractor. The fol-
lowing FAA certifications must be re-
ported: 

(i) Specific pilot certifications in-
cluding but not limited to instrument 
and medical certifications. 

(ii) Airworthiness certification. 
(f) Maintaining and providing access to 

documentation. (1)(i) A provider or a 
supplier that furnishes covered or-
dered, certified, referred, or prescribed 
Part A or B services, items or drugs is 
required to— 

(A) Maintain documentation (as de-
scribed in paragraph (f)(1)(ii) of this 
section) for 7 years from the date of 
service; and 

(B) Upon the request of CMS or a 
Medicare contractor, to provide access 
to that documentation (as described in 
paragraph (f)(1)(ii) of this section). 

(ii) The documentation includes writ-
ten and electronic documents (includ-
ing the NPI of the physician or, when 
permitted, other eligible professional 
who ordered, certified, referred, or pre-
scribed the Part A or B service, item, 
or drug) relating to written orders, cer-
tifications, referrals, prescriptions, and 
requests for payments for Part A or B 
services, items or drugs. 

(2)(i) A physician or, when permitted, 
an eligible professional who orders, 
certifies, refers, or prescribes Part A or 
B services, items or drugs is required 
to— 

(A) Maintain documentation (as de-
scribed in paragraph (f)(2)(ii) of this 
section) for 7 years from the date of the 
service; and 

(B) Upon request of CMS or a Medi-
care contractor, to provide access to 
that documentation (as described in 
paragraph (f)(2)(ii) of this section). 

(ii) The documentation includes writ-
ten and electronic documents (includ-
ing the NPI of the physician or, when 
permitted, other eligible professional 
who ordered, certified, referred, or pre-
scribed the Part A or B service, item, 
or drug) relating to written orders, cer-
tifications, referrals, prescriptions or 
requests for payments for Part A or B 
services, items, or drugs. 

(g) Skilled nursing facilities. (1) In ad-
dition to all other applicable reporting 
requirements in this subpart, a skilled 
nursing facility (as defined in section 

1819(a) of the Act) must disclose upon 
initial enrollment (which, for purposes 
of this paragraph (g), also includes a 
change of ownership under 42 CFR 
489.18) and revalidation the following 
information: 

(i) Each member of the governing 
body of the facility, including the 
name, title, and period of service for 
each such member. 

(ii) Each person or entity who is an 
officer, director, member, partner, 
trustee, or managing employee (as de-
fined in § 424.502) of the facility, includ-
ing the name, title, and period of serv-
ice of each such person or entity. 

(iii) Each person or entity who is an 
additional disclosable party of the fa-
cility (as defined in § 424.502). 

(iv) The organizational structure (as 
defined in § 424.502) of each additional 
disclosable party of the facility and a 
description of the relationship of each 
such additional disclosable party to the 
facility and to one another. 

(2) The skilled nursing facility need 
not disclose the same information de-
scribed in paragraph (g)(1) of this sec-
tion more than once on the same en-
rollment application submission. 

(3) The skilled nursing facility must 
report any change to any of the infor-
mation described in paragraph (g)(1) of 
this section consistent with the appli-
cable timeframes in paragraph (e) of 
this section. 

[73 FR 69939, Nov. 19, 2008; 73 FR 80304, Dec. 
31, 2008, as amended at 75 FR 24449, May 5, 
2010; 75 FR 73628, Nov. 29, 2010; 77 FR 25318, 
Apr. 27, 2012; 82 FR 53368, Nov. 15, 2017; 84 FR 
47852, Sept. 10, 2019; 88 FR 79541, Nov. 16, 2023; 
88 FR 80168, Nov. 17, 2023] 

§ 424.517 Onsite review. 

(a) CMS reserves the right, when 
deemed necessary, to perform onsite 
review of a provider or supplier to 
verify that the enrollment information 
submitted to CMS or its agents is accu-
rate and to determine compliance with 
Medicare enrollment requirements. 
Site visits for enrollment purposes do 
not affect those site visits performed 
for establishing compliance with condi-
tions of participation. Based upon the 
results of CMS’s onsite review, the pro-
vider may be subject to denial or rev-
ocation of Medicare billing privileges 
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as specified in § 424.530 or § 424.535 of 
this part. 

(1) Medicare Part A providers. CMS de-
termines, upon on-site review, that the 
provider meets either of the following 
conditions: 

(i) Is unable to furnish Medicare-cov-
ered items or services. 

(ii) Has failed to satisfy any of the 
Medicare enrollment requirements. 

(2) Medicare Part B providers. CMS de-
termines, upon review, that the sup-
plier meets any of the following condi-
tions: 

(i) Is unable to furnish Medicare-cov-
ered items or services. 

(ii) Has failed to satisfy any or all of 
the Medicare enrollment requirements. 

(iii) Has failed to furnish Medicare 
covered items or services as required 
by the statute or regulations. 

(b) [Reserved] 

[73 FR 66940, Nov. 19, 2008] 

§ 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. 

(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. 
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(ii) Community mental health cen-
ters. 

(iii) Comprehensive outpatient reha-
bilitation facilities. 

(iv) Independent clinical labora-
tories. 

(v) Independent diagnostic testing fa-
cilities. 

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

(vii) Portable x-ray suppliers. 
(viii) Prospective (newly enrolling) 

and revalidating opioid treatment pro-
grams that have been fully and con-
tinuously certified by the Substance 
Abuse and Mental Health Services Ad-
ministration (SAMHSA) since October 
23, 2018. 

(ix) Revalidating opioid treatment 
programs that have not been fully and 
continuously certified by SAMHSA 
since October 23, 2018, revalidating 
DMEPOS suppliers, revalidating MDPP 
suppliers, revalidating HHAs, revali-
dating SNFs, and revalidating hospices 
to which CMS applied the 
fingerprinting requirements outlined 
in paragraph (c)(2)(ii) of this section 
upon the provider’s or supplier’s— 

(A) New/initial enrollment; or 
(B) Revalidation after CMS waived 

the fingerprinting requirements, under 
the circumstances described in para-
graph (c)(1)(viii) of this section, when 
the provider or supplier initially en-
rolled in Medicare. 

(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 enrolling) 
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 (newly enrolling) 
(SNFs). 

(vi) Prospective (newly enrolling) 
hospices. 

(vii) Enrolled opioid treatment pro-
grams that have not been fully and 
continuously certified by SAMHSA 
since October 23, 2018, DMEPOS sup-
pliers, MDPP suppliers, HHAs, SNFs, 
and hospices 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. 

(viii) Except as stated in paragraph 
(b)(1)(ix) of this section, revalidating 
opioid treatment programs that have 
not been fully and continuously cer-
tified by SAMHSA since October 23, 
2018, revalidating DMEPOS suppliers, 
revalidating MDPP suppliers, revali-
dating HHAs, revalidating SNFs, and 
revalidating hospices for which, upon 
their new/initial enrollment, CMS 
waived the fingerprinting requirements 
outlined in paragraph (c)(2)(ii) of this 
section in accordance with applicable 
legal authority due to a national, 
state, or local emergency declared 
under existing law. 

(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 
or indirect ownership interest in the 
provider or supplier. 

(3) Adjustment in the categorical risk. 
CMS adjusts the screening level from 
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‘‘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— 

(1) 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 lift-
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 
(c)(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, 

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; 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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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, 
§ 424.535(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. 

(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 
§ 424.535(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–855 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. 



1118 

42 CFR Ch. IV (10–1–24 Edition) § 424.521 

(b) Independent Diagnostic Testing Fa-
cilities. The effective date for billing 
privileges for IDTFs is specified in 
§ 410.33(i) of this chapter. 

(c) DMEPOS suppliers. The effective 
date for billing privileges for DMEPOS 
suppliers is specified in § 424.57(b) of 
this subpart and section 1834(j)(1)(A) of 
the Act. 

(d) Additional provider and supplier 
types. (1) The effective date of billing 
privileges for the provider and supplier 
types identified in paragraph (d)(2) of 
this section is the later of— 

(i) The date of filing of a Medicare 
enrollment application that was subse-
quently approved by a Medicare con-
tractor; or 

(ii) The date that the provider or sup-
plier first began furnishing services at 
a new practice location. 

(2) The provider and supplier types to 
which paragraph (d)(1) of this section 
applies are as follows: 

(i) Physicians. 
(ii) Non-physician practitioners. 
(iii) Physician organizations. 
(iv) Non-physician practitioner orga-

nizations. 
(v) Ambulance suppliers. 
(vi) Opioid treatment programs. 
(vii) Part B hospital departments. 
(viii) Clinical Laboratory Improve-

ment Amendment labs. 
(ix) Intensive cardiac rehabilitation 

facilities. 
(x) Mammography centers. 
(xi) Mass immunizers/pharmacies. 
(xii) Radiation therapy centers. 
(xiii) Home infusion therapy sup-

pliers. 
(xiv) Physical therapists. 
(xv) Occupational therapists. 
(xvi) Speech language pathologists. 

[73 FR 69940, Nov. 19, 2008, as amended at 75 
FR 50418, Aug. 16, 2010; 79 FR 72531, Dec. 5, 
2014; 84 FR 63203, Nov. 15, 2019; 85 FR 70355, 
Nov. 4, 2020; 86 FR 62419, Nov. 9, 2021] 

§ 424.521 Request for payment by cer-
tain provider and supplier types. 

(a) Request for payment by certain pro-
vider and supplier types. (1) The pro-
viders and suppliers identified in para-
graph (a)(2) of this section may retro-
spectively bill for services when the 
provider or supplier has met all pro-
gram requirements (including State li-
censure requirements), and services 

were provided at the enrolled practice 
location for up to— 

(i) Thirty days prior to their effective 
date if circumstances precluded enroll-
ment in advance of providing services 
to Medicare beneficiaries; or 

(ii) Ninety days prior to their effec-
tive date if a Presidentially-declared 
disaster under the Robert T. Stafford 
Disaster Relief and Emergency Assist-
ance Act, 42 U.S.C. 5121–5206 (Stafford 
Act) precluded enrollment in advance 
of providing services to Medicare bene-
ficiaries. 

(2) The provider and supplier types to 
which paragraph (a)(1) of this section 
applies are as follows: 

(i) Physicians. 

(ii) Non-physician practitioners. 

(iii) Physician organizations. 

(iv) Non-physician practitioner orga-
nizations. 

(v) Ambulance suppliers. 

(vi) Opioid treatment programs. 

(vii) Part B hospital departments. 

(viii) Clinical Laboratory Improve-
ment Amendment labs. 

(ix) Intensive cardiac rehabilitation 
facilities. 

(x) Mammography centers. 

(xi) Mass immunizers/pharmacies. 

(xii) Radiation therapy centers. 

(xiii) Home infusion therapy sup-
pliers. 

(xiv) Physical therapists. 

(xv) Occupational therapists. 

(xvi) Speech language pathologists. 

(b) [Reserved] 

[79 FR 72531, Dec. 5, 2014, as amended at 84 
FR 63203, Nov. 15, 2019; 85 FR 70355, Nov. 4, 
2020; 86 FR 62419, Nov. 9, 2021] 

§ 424.522 Additional effective dates. 

(a) Reassignments. A reassignment of 
benefits under § 424.80 is effective be-
ginning 30 days before the Form CMS– 
855R is submitted if all applicable re-
quirements during that period were 
otherwise met. 

(b) Form CMS–855O enrollment. The ef-
fective date of a Form CMS–855O en-
rollment is the date on which the Medi-
care contractor received the Form 
CMS–855O application if all other re-
quirements are met. 

[86 FR 62419, Nov. 9, 2021] 
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§ 424.525 Rejection of a provider’s or 
supplier’s application for Medicare 
enrollment. 

(a) Reasons for rejection. CMS may re-
ject a provider’s or supplier’s enroll-
ment application for any of the fol-
lowing reasons: 

(1) The provider or supplier fails to 
furnish complete information on the 
provider/supplier enrollment applica-
tion within 30 calendar days from the 
date of the Medicare contractor’s re-
quest for the missing information. This 
includes the following situations: 

(i) The application is missing data re-
quired by CMS or the Medicare con-
tractor to process the application (such 
as, but not limited to, names, Social 
Security Number, contact information, 
and practice location information). 

(ii) The application is unsigned or un-
dated. 

(iii) The application contains a cop-
ied or stamped signature. 

(iv) The application is signed more 
than 120 days prior to the date on 
which the Medicare contractor re-
ceived the application. 

(v) The application is signed by a per-
son unauthorized to do so under this 
subpart. 

(vi) For paper applications, the re-
quired certification statement is miss-
ing. 

(vii) The paper application is com-
pleted in pencil. 

(viii) The application is submitted 
via fax or e-mail when the provider or 
supplier was not otherwise permitted 
to do so. 

(ix) The provider or supplier failed to 
submit all of the forms needed to proc-
ess a Form CMS–855 reassignment 
package within 30 days of receipt. 

(x) The provider or supplier sub-
mitted the incorrect Form CMS–855 ap-
plication. 

(2) The provider or supplier fails to 
furnish all required supporting docu-
mentation within 30 calendar days of 
submitting the enrollment application. 

(3) The Prospective institutional pro-
vider or supplier does not submit the 
application fee in the designated 
amount or a hardship waiver request 
with the Medicare enrollment applica-
tion at the time of filing. 

(b) Extension of 30-day period. CMS, at 
its discretion, may choose to extend 

the 30 day period if CMS determines 
that the provider or supplier is actively 
working with CMS to resolve any out-
standing issues. 

(c) Resubmission after rejection. To en-
roll in Medicare and obtain Medicare 
billing privileges after notification of a 
rejected enrollment application, the 
provider or supplier must complete and 
submit a new enrollment application 
and submit all supporting documenta-
tion for CMS review and approval. 

(d) Additional review. Enrollment ap-
plications that are rejected are not af-
forded appeal rights. 

(e) Applicability. Except as otherwise 
specified in the applicable reason for 
rejection under paragraph (a) of this 
section, this section applies to all CMS 
Medicare provider enrollment applica-
tion submissions, including, but not 
limited to, the following: 

(1) Form CMS–855 initial applica-
tions, change of information requests, 
changes of ownership, revalidations, 
and reactivations. 

(2) Form CMS–588 (Electronic Funds 
Transfer (EFT) Authorization Agree-
ment) submissions. 

(3) Form CMS–20134 (Medicare Enroll-
ment Application; Medicare Diabetes 
Prevention Program (MDPP) Sup-
pliers) submissions. 

(4) Any electronic or successor 
versions of the forms identified in 
paragraphs (e)(1) through (3) of this 
section. 

[71 FR 20776, Apr. 21, 2006, as amended at 73 
FR 36461, June 27, 2008; 76 FR 5964, Feb. 2, 
2011; 86 FR 62419, Nov. 9, 2021] 

EDITOR’S NOTE: At 86 FR 62419, Nov. 9, 2021, 
paragraph (a)(3) was amended by removing 
the phrase ‘‘prospective provider’’ and add-
ing the word ‘‘provider’’ in its place; how-
ever, the phrase does not exist. 

§ 424.526 Return of a provider’s or sup-
plier’s enrollment application. 

(a) Reasons for return. CMS may re-
turn a provider’s or supplier’s enroll-
ment application for any of the fol-
lowing reasons: 

(1) The provider or supplier sent its 
paper Form CMS–855, Form CMS–588, 
or Form CMS–20134 application to the 
incorrect Medicare contractor for proc-
essing. 

(2) The Medicare contractor received 
the application more than 60 days prior 
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to the effective date listed on the ap-
plication. (This paragraph (a)(2) does 
not apply to providers and suppliers 
submitting a Form CMS–855A applica-
tion, ambulatory surgical centers, or 
portable x-ray suppliers.) 

(3) The seller or buyer in a change of 
ownership submitted its Form CMS– 
855A or Form CMS–855B application 
more than 90 days prior to the antici-
pated date of the sale. 

(4) The Medicare contractor received 
an initial application more than 180 
days prior to the effective date listed 
on the application from a provider or 
supplier submitting a Form CMS–855A 
application, an ambulatory surgical 
center, or a portable x-ray supplier. 

(5) The Medicare contractor confirms 
that the provider or supplier submitted 
an initial enrollment application prior 
to the expiration of the time period in 
which it is entitled to appeal the denial 
of its previously submitted application. 

(6) The provider or supplier sub-
mitted an initial enrollment applica-
tion prior to the expiration of their ex-
isting re-enrollment bar under § 424.535 
or reapplication bar under § 424.530(f). 

(7) The application is not needed for 
(or is inapplicable to) the transaction 
in question. 

(8) The provider or supplier sub-
mitted a revalidation application more 
than 7 months prior to the provider’s 
or supplier’s revalidation due date. 

(9) A Medicare Diabetes Prevention 
Program supplier submitted an appli-
cation with a coach start date more 
than 30 days in the future. 

(10) The provider or supplier requests 
that their application be withdrawn 
prior to or during the Medicare con-
tractor’s processing thereof. 

(11) The provider or supplier submits 
an application that is an exact dupli-
cate of an application that has already 
been processed or is currently being 
processed or is pending processing. 

(12) The provider or supplier submits 
a paper Form CMS–855 or Form CMS– 
20134 enrollment application that is 
outdated or has been superseded by a 
revised version. 

(13) The provider or supplier submits 
a Form CMS–855A or Form CMS–855B 
initial application followed by a Form 
CMS–855A or Form CMS–855B change of 

ownership application. If the Medicare 
contractor— 

(i) Has not yet made a recommenda-
tion for approval concerning the initial 
application, both applications may be 
returned. 

(ii) Has made a recommendation for 
approval concerning the initial appli-
cation, the Medicare contractor may 
return the change of ownership appli-
cation. If, per the Medicare contrac-
tor’s written request, the provider or 
supplier fails to submit a new initial 
Form CMS–855A or Form CMS–855B ap-
plication containing the new owner’s 
information within 30 days of the date 
of the letter, the Medicare contractor 
may return the originally submitted 
initial Form CMS–855A or Form CMS– 
855B application. 

(b) Appeals. A provider or supplier is 
not afforded appeal rights if their ap-
plication is returned under this sec-
tion. 

(c) Applicability. Except as otherwise 
specified in the applicable return rea-
son under paragraph (a) of this section, 
this section applies to all CMS Medi-
care provider enrollment application 
submissions including, but not limited 
to, the following: 

(1) Form CMS–855 initial applica-
tions, change of information requests, 
changes of ownership, revalidations, 
and reactivations. 

(2) Form CMS–588 submissions. 
(3) Form CMS–20134 submissions. 
(4) Any electronic or successor 

versions of the forms identified in 
paragraphs (c)(1) through (3) of this 
section. 

[86 FR 62420, Nov. 9, 2021] 

§ 424.527 Provisional period of en-
hanced oversight. 

(a) New provider or supplier. Exclu-
sively for purposes of both section 
1866(j)(3) of the Act and this § 424.527, 
the term ‘‘new provider or supplier’’ is 
defined as any of the following: 

(1) A newly enrolling Medicare pro-
vider or supplier. (This includes pro-
viders that are required to enroll as a 
new provider in accordance with the 
change in majority ownership provi-
sions in § 424.550(b).) 

(2) A certified provider or certified 
supplier undergoing a change of owner-
ship consistent with the principles of 42 
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CFR 489.18. (This includes providers 
that qualify under § 424.550(b)(2) for an 
exception from the change in majority 
ownership requirements in 
§ 424.550(b)(1) but which are undergoing 
a change of ownership under 42 CFR 
489.18). 

(3) A provider or supplier (including 
an HHA or hospice) undergoing a 100 
percent change of ownership via a 
change of information request under 
§ 424.516. 

(b) Effective date. The effective date 
of a provisional period of enhanced 
oversight that is commenced under sec-
tion 1866(j)(3) of the Act is the date on 
which the new provider or supplier sub-
mits its first claim. 

[88 FR 77877, Nov. 13, 2023] 

§ 424.530 Denial of enrollment in the 
Medicare program. 

(a) Reasons for denial. CMS may deny 
a provider’s or supplier’s enrollment in 
the Medicare program for the following 
reasons: 

(1) Noncompliance. The provider or 
supplier is determined to not be in 
compliance with the enrollment re-
quirements described in this title 42, or 
in the enrollment application applica-
ble for its provider or supplier type, 
and has not submitted a plan of correc-
tive action as outlined in part 488 of 
this chapter. 

(2) Provider or supplier conduct. (i) The 
provider or supplier, or any owner, 
managing employee, managing organi-
zation, officer, director, authorized or 
delegated official, medical director, su-
pervising physician, or other health 
care or administrative or management 
services personnel furnishing services 
payable by a federal health care pro-
gram, of the provider or supplier is— 

(A) Excluded from the Medicare, 
Medicaid, and any other Federal health 
care program, as defined in § 1001.2 of 
this chapter, in accordance with sec-
tion 1128, 1128A, 1156, 1842, 1862, 1867 or 
1892 of the Act. 

(B) Debarred, suspended, or otherwise 
excluded from participating in any 
other Federal procurement or non-
procurement activity in accordance 
with section 2455 of the Federal Acqui-
sition Streamlining Act (FASA). 

(ii) The individuals and organizations 
identified in paragraph (a)(2)(i) of this 

section include, but are not limited to, 
W–2 employees and contracted individ-
uals and organizations of the provider 
or supplier. 

(3) Felonies. The provider, supplier, or 
any owner, managing employee, man-
aging organization, officer, or director 
of the provider or supplier was, within 
the preceding 10 years, convicted (as 
that term is defined in 42 CFR 1001.2) of 
a Federal or State felony offense that 
CMS determines is detrimental to the 
best interests of the Medicare program 
and its beneficiaries. 

(i) Offenses include, but are not lim-
ited in scope or severity to— 

(A) Felony crimes against persons, 
such as murder, rape, assault, and 
other similar crimes for which the in-
dividual was convicted, including 
guilty pleas and adjudicated pretrial 
diversions. 

(B) Financial crimes, such as extor-
tion, embezzlement, income tax eva-
sion, insurance fraud and other similar 
crimes for which the individual was 
convicted, including guilty pleas and 
adjudicated pretrial diversions. 

(C) Any felony that placed the Medi-
care program or its beneficiaries at im-
mediate risk, such as a malpractice 
suit that results in a conviction of 
criminal neglect or misconduct. 

(D) Any felonies that would result in 
mandatory exclusion under section 
1128(a) of the Act. 

(ii) Denials based on felony convic-
tions are for a period to be determined 
by the Secretary, but not less than 10 
years from the date of conviction if the 
individual has been convicted on one 
previous occasion for one or more of-
fenses. 

(iii) The individuals and organiza-
tions identified in paragraph (a)(3) of 
this section include, but are not lim-
ited to, W–2 employees and contracted 
individuals and organizations of the 
provider or supplier. 

(4) False or misleading information. The 
provider or supplier has submitted 
false or misleading information on the 
enrollment application to gain enroll-
ment in the Medicare program. (Of-
fenders may be referred to the Office of 
Inspector General for investigation and 
possible criminal, civil, or administra-
tive sanctions.) 
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(5) On-site review. Upon on-site review 
or other reliable evidence, CMS deter-
mines that the provider or supplier: 

(i) Is not operational to furnish Medi-
care-covered items or services; or 

(ii) Otherwise fails to satisfy any 
Medicare enrollment requirement. 

(6) Medicare debt. (i) The enrolling 
provider, supplier, or owner thereof (as 
defined in § 424.502), has an existing 
Medicare debt. 

(ii) The enrolling provider, supplier, 
or owner (as defined in § 424.502) thereof 
was previously the owner (as defined in 
§ 424.502) of a provider or supplier that 
had a Medicare debt that existed when 
the latter’s enrollment was voluntarily 
terminated, involuntarily terminated, 
or revoked, and all of the following cri-
teria are met: 

(A) The owner left the provider or 
supplier with the Medicare debt within 
1 year before or after that provider or 
supplier’s voluntary termination, in-
voluntary termination or revocation. 

(B) The Medicare debt has not been 
fully repaid. 

(C) CMS determines that the uncol-
lected debt poses an undue risk of 
fraud, waste, or abuse. In making this 
determination, CMS considers the fol-
lowing factors: 

(1) The amount of the Medicare debt. 
(2) The length and timeframe that 

the enrolling provider, supplier, or 
owner thereof was an owner of the 
prior entity. 

(3) The percentage of the enrolling 
provider, supplier, or owner’s owner-
ship of the prior entity. 

(4) Whether the Medicare debt is cur-
rently being appealed. 

(5) Whether the enrolling provider, 
supplier, or owner thereof was an 
owner of the prior entity at the time 
the Medicare debt was incurred. 

(iii) A denial of Medicare enrollment 
under this paragraph (a)(6) can be 
avoided if the enrolling provider, sup-
plier or owner thereof does either of 
the following: 

(A)(1) Satisfies the criteria set forth 
in § 401.607; and 

(2) Agrees to a CMS-approved ex-
tended repayment schedule for the en-
tire outstanding Medicare debt. 

(B) Repays the debt in full. 
(7) Payment suspension. (i) The pro-

vider or supplier, or any owning or 

managing employee or organization of 
the provider or supplier, is currently 
under a Medicare or Medicaid payment 
suspension as defined in §§ 405.370 
through 405.372 or in § 455.23 of this 
chapter. 

(ii) CMS may apply the provision in 
this paragraph (a)(7) to the provider or 
supplier under any of the provider’s, 
supplier’s, or owning or managing em-
ployee’s or organization’s current or 
former names, numerical identifiers, or 
business identities or to any of its ex-
isting enrollments. 

(iii) In determining whether a denial 
is appropriate, CMS considers the fol-
lowing factors: 

(A) The specific behavior in question. 
(B) Whether the provider or supplier 

is the subject of other similar inves-
tigations. 

(C) Any other information that CMS 
deems relevant to its determination. 

(8) Initial Reserve Operating Funds. (i) 
CMS or its designated Medicare con-
tractor may deny Medicare billing 
privileges if, within 30 days of a CMS or 
Medicare contractor request, a home 
health agency (HHA) cannot furnish 
supporting documentation which 
verifies that the HHA meets the initial 
reserve operating funds requirement 
found in § 489.28(a) of this title. 

(ii) CMS may deny Medicare billing 
privileges upon an HHA applicant’s 
failure to satisfy the initial reserve op-
erating funds requirement found in 42 
CFR 489.28(a). 

(9) Application fee/hardship exception. 
An institutional provider’s or sup-
plier’s hardship exception request is 
not granted, and the provider or sup-
plier does not submit the application 
fee within 30 days of notification that 
the hardship exception request was not 
approved. 

(10) Temporary moratorium. A provider 
or supplier submits an enrollment ap-
plication for a practice location in a 
geographic area where CMS has im-
posed a temporary moratorium. 

(11) Prescribing authority. (i) A physi-
cian or other eligible professional’s 
Drug Enforcement Administration 
(DEA) Certificate of Registration to 
dispense a controlled substance is cur-
rently suspended or revoked or is sur-
rendered in response to an order to 
show cause; 
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(ii) The applicable licensing or ad-
ministrative body for any State in 
which a physician or eligible profes-
sional practices has suspended or re-
voked the physician or eligible profes-
sional’s ability to prescribe drugs, and 
such suspension or revocation is in ef-
fect on the date the physician or eligi-
ble professional submits his or her en-
rollment application to the Medicare 
contractor. 

(12) Revoked under different name, nu-
merical identifier or business identity. 
The provider or supplier is currently 
revoked under a different name, nu-
merical identifier, or business identity, 
and the applicable reenrollment bar pe-
riod has not expired. In determining 
whether a provider or supplier is a cur-
rently revoked provider or supplier 
under a different name, numerical 
identifier, or business identity, CMS 
investigates the degree of commonality 
by considering the following factors: 

(i) Owning and managing employees 
and organizations (regardless of wheth-
er they have been disclosed on the 
Form CMS–855 application). 

(ii) Geographic location. 
(iii) Provider or supplier type. 
(iv) Business structure. 
(v) Any evidence indicating that the 

two parties are similar or that the pro-
vider or supplier was created to cir-
cumvent the revocation or reenroll-
ment bar. 

(13) Affiliation that poses undue risk. 
CMS determines that the provider or 
supplier has or has had an affiliation 
under § 424.519 that poses an undue risk 
of fraud, waste, or abuse to the Medi-
care program. 

(14) Other program termination or sus-
pension. (i) The provider or supplier is 
currently terminated or suspended (or 
otherwise barred) from participation in 
a State Medicaid program or any other 
federal health care program, or the 
provider’s or supplier’s license is cur-
rently revoked or suspended in a State 
other than that in which the provider 
or supplier is enrolling. In determining 
whether a denial under this paragraph 
(a)(14) is appropriate, CMS considers 
the following factors: 

(A) The reason(s) for the termi-
nation, suspension, or revocation. 

(B) Whether, as applicable, the pro-
vider or supplier is currently termi-

nated or suspended (or otherwise 
barred) from more than one program 
(for example, more than one State’s 
Medicaid program), has been subject to 
any other sanctions during its partici-
pation in other programs or by any 
other State licensing boards or has had 
any other final adverse actions (as that 
term is defined in § 424.502) imposed 
against it. 

(C) Any other information that CMS 
deems relevant to its determination. 

(ii) CMS may apply paragraph 
(a)(14)(i) of this section to the provider 
or supplier under any of its current or 
former names, numerical identifiers or 
business identities, and regardless of 
whether any appeals are pending. 

(15) Patient harm. (i) The physician or 
other eligible professional (as that 
term is defined in 1848(k)(3)(B) of the 
Act) has been subject to prior action 
from a State oversight board, Federal 
or State health care program, Inde-
pendent Review Organization (IRO) de-
termination(s), or any other equivalent 
governmental body or program that 
oversees, regulates, or administers the 
provision of health care with under-
lying facts reflecting improper physi-
cian or other eligible professional con-
duct that led to patient harm. In deter-
mining whether a denial is appropriate, 
CMS considers the following factors: 

(A) The nature of the patient harm. 
(B) The nature of the physician’s or 

other eligible professional’s conduct. 
(C) The number and type(s) of sanc-

tions or disciplinary actions that have 
been imposed against the physician or 
other eligible professional by a State 
oversight board, IRO, Federal or State 
health care program, or any other 
equivalent governmental body or pro-
gram that oversees, regulates, or ad-
ministers the provision of health care. 
Such actions include, but are not lim-
ited to in scope or degree: 

(1) License restriction(s) pertaining 
to certain procedures or practices. 

(2) Required compliance appearances 
before State oversight board members. 

(3) License restriction(s) regarding 
the ability to treat certain types of pa-
tients (for example, cannot be alone 
with members of a different gender 
after a sexual offense charge). 

(4) Administrative/monetary pen-
alties. 
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(5) Formal reprimand(s). 
(D) If applicable, the nature of the 

IRO determination(s). 
(E) The number of patients impacted 

by the physician’s or other eligible pro-
fessional’s conduct and the degree of 
harm thereto or impact upon. 

(ii) Paragraph (a)(15)(i) of this sec-
tion does not apply to actions or orders 
pertaining exclusively to either of the 
following: 

(A) Required participation in reha-
bilitation or mental/behavioral health 
programs; or 

(B) Required abstinence from drugs 
or alcohol and random drug testing. 

(16) [Reserved] 
(17) False Claims Act (FCA). (i) The 

provider or supplier, or any owner, 
managing employee or organization, 
officer, or director of the provider or 
supplier, has had a civil judgment 
under the FCA (31 U.S.C. 3729 through 
3733) imposed against them within the 
previous 10 years. 

(ii) In determining whether a denial 
under this paragraph is appropriate, 
CMS considers the following factors: 

(A) The number of provider or sup-
plier actions that the judgment incor-
porates (for example, the number of 
false claims submitted). 

(B) The types of provider or supplier 
actions involved. 

(C) The monetary amount of the 
judgment. 

(D) When the judgment occurred. 
(E) Whether the provider or supplier 

has any history of final adverse actions 
(as that term is defined in § 424.502 of 
this chapter). 

(F) Any other information that CMS 
deems relevant to its determination. 

(18) Supplier standard or condition vio-
lation. (i) The independent diagnostic 
testing facility is non-compliant with 
any provision in § 410.33(g). 

(ii) The DMEPOS supplier is non- 
compliant with any provision in 
§ 424.57(c). 

(iii) The opioid treatment program is 
non-compliant with any provision in 
§ 424.67(b). 

(iv) The home infusion therapy sup-
plier is non-compliant with any provi-
sion in § 424.68(c). 

(v) The Medicare diabetes prevention 
program is non-compliant with any 
provision in § 424.205(b) or (d). 

(b) Resubmission after denial. A pro-
vider or supplier that is denied enroll-
ment in the Medicare program cannot 
submit a new enrollment application 
until the following has occurred if the 
denial: 

(1) Was not appealed, the provider or 
supplier may reapply after its appeal 
rights have lapsed. 

(2) Was appealed, the provider or sup-
plier may reapply after notification 
that the determination was upheld. 

(c) Reversal of denial. If the denial was 
due to adverse activity (sanction, ex-
clusion, debt, felony) of an owner, man-
aging employee, managing organiza-
tion, officer, director, authorized or 
delegated official, medical director, su-
pervising physician, or other health 
care personnel of the provider or sup-
plier furnishing Medicare reimbursable 
services, the denial may be reversed if 
the provider or supplier terminates and 
submits proof that it has terminated 
its business relationship with that in-
dividual or organization within 30 days 
of the denial notification. 

(d) Additional review. When a provider 
or supplier is denied enrollment in 
Medicare, CMS automatically reviews 
all other related Medicare enrollment 
files that the denied provider or sup-
plier has an association with (for exam-
ple, as an owner or managing em-
ployee) to determine if the denial war-
rants an adverse action of the associ-
ated Medicare provider or supplier. 

(e) Effective date of denial. Denial be-
comes effective within 30 days of the 
initial denial notification. 

(f) Reapplication bar. CMS may pro-
hibit a prospective provider or supplier 
from enrolling in Medicare for up to 10 
years if its enrollment application is 
denied because the provider or supplier 
submitted false or misleading informa-
tion on or with (or omitted informa-
tion from) its application in order to 
gain enrollment in the Medicare pro-
gram. 

(1) The reapplication bar applies to 
the prospective provider or supplier 
under any of its current, former, or fu-
ture names, numerical identifiers or 
business identities. 

(2) CMS determines the bar’s length 
by considering the following factors: 

(i) The materiality of the informa-
tion in question. 
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(ii) Whether there is evidence to sug-
gest that the provider or supplier pur-
posely furnished false or misleading in-
formation or deliberately withheld in-
formation. 

(iii) Whether the provider or supplier 
has any history of final adverse actions 
or Medicare or Medicaid payment sus-
pensions. 

(iv) Any other information that CMS 
deems relevant to its determination. 

(3)(i) A provider or supplier that is 
currently subject to a reapplication bar 
under paragraph (f) of this section may 
not order, refer, certify, or prescribe 
Medicare-covered services, items, or 
drugs. 

(ii) Medicare does not pay for any 
otherwise covered service, item, or 
drug that is ordered, referred, certified, 
or prescribed by a provider or supplier 
that is currently under a reapplication 
bar. 

[71 FR 20776, Apr. 21, 2006, as amended at 73 
FR 69940, Nov. 19, 2008; 75 FR 70464, Nov. 17, 
2010; 76 FR 5964, Feb. 2, 2011; 79 FR 29968, May 
23, 2014; 79 FR 72531, Dec. 5, 2014; 84 FR 47853, 
Sept. 10, 2019; 84 FR 63203, Nov. 15, 2019; 86 FR 
65682, Nov. 19, 2021; 87 FR 70231, Nov. 18, 2022; 
88 FR 77878, Nov. 13, 2023; 88 FR 79541, Nov. 16, 
2023] 

§ 424.535 Revocation of enrollment in 
the Medicare program. 

(a) Reasons for revocation. CMS may 
revoke a currently enrolled provider or 
supplier’s Medicare enrollment and any 
corresponding provider agreement or 
supplier agreement for the following 
reasons: 

(1) Noncompliance. The provider or 
supplier is determined to not be in 
compliance with the enrollment re-
quirements described in this title 42, or 
in the enrollment application applica-
ble for its provider or supplier type, 
and has not submitted a plan of correc-
tive action as outlined in part 488 of 
this chapter. The provider or supplier 
may also be determined not to be in 
compliance if it has failed to pay any 
user fees as assessed under part 488 of 
this chapter. 

(i) CMS may request additional docu-
mentation from the provider or sup-
plier to determine compliance if ad-
verse information is received or other-
wise found concerning the provider or 
supplier. 

(ii) Requested additional documenta-
tion must be submitted within 60 cal-
endar days of request. 

(2) Provider or supplier conduct. (i) The 
provider or supplier, or any owner, 
managing employee, managing organi-
zation, officer, director, authorized or 
delegated official, medical director, su-
pervising physician, or other health 
care or administrative or management 
services personnel furnishing services 
payable by a Federal health care pro-
gram, of the provider or supplier is— 

(A) Excluded from the Medicare, 
Medicaid, and any other Federal health 
care program, as defined in § 1001.2 of 
this chapter, in accordance with sec-
tion 1128, 1128A, 1156, 1842, 1862, 1867 or 
1892 of the Act. 

(B) Debarred, suspended, or otherwise 
excluded from participating in any 
other Federal procurement or non-
procurement activity in accordance 
with the FASA implementing regula-
tions and the Department of Health 
and Human Services nonprocurement 
common rule at 45 CFR part 76. 

(ii) The individuals and organizations 
identified in paragraph (a)(2)(i) of this 
section include, but are not limited to, 
W–2 employees and contracted individ-
uals and organizations of the provider 
or supplier. 

(3) Felonies. 

(i) The provider, supplier, or any 
owner, managing employee, managing 
organization, officer, or director of the 
provider or supplier was, within the 
preceding 10 years, convicted (as that 
term is defined in 42 CFR 1001.2) of a 
Federal or State felony offense that 
CMS determines is detrimental to the 
best interests of the Medicare program 
and its beneficiaries. 

(ii) Offenses include, but are not lim-
ited in scope or severity to— 

(A) Felony crimes against persons, 
such as murder, rape, assault, and 
other similar crimes for which the in-
dividual was convicted, including 
guilty pleas and adjudicated pretrial 
diversions. 

(B) Financial crimes, such as extor-
tion, embezzlement, income tax eva-
sion, insurance fraud and other similar 
crimes for which the individual was 
convicted, including guilty pleas and 
adjudicated pretrial diversions. 
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(C) Any felony that placed the Medi-
care program or its beneficiaries at im-
mediate risk, such as a malpractice 
suit that results in a conviction of 
criminal neglect or misconduct. 

(D) Any felonies that would result in 
mandatory exclusion under section 
1128(a) of the Act. 

(iii) Revocations based on felony con-
victions are for a period to be deter-
mined by the Secretary, but not less 
than 10 years from the date of convic-
tion if the individual has been con-
victed on one previous occasion for one 
or more offenses. 

(iv) The individuals and organiza-
tions identified in paragraph (a)(3) of 
this section include, but are not lim-
ited to, W–2 employees and contracted 
individuals and organizations of the 
provider or supplier. 

(4) False or misleading information. The 
provider or supplier certified as ‘‘true’’ 
misleading or false information on the 
enrollment application to be enrolled 
or maintain enrollment in the Medi-
care program. (Offenders may be sub-
ject to either fines or imprisonment, or 
both, in accordance with current law 
and regulations.) 

(5) On-site review. Upon on-site review 
or other reliable evidence, CMS deter-
mines that the provider or supplier is 
either of the following: 

(i) No longer operational to furnish 
Medicare-covered items or services. 

(ii) Otherwise fails to satisfy any 
Medicare enrollment requirement. 

(6) Grounds related to provider and sup-
plier screening requirements. (i)(A) An in-
stitutional provider does not submit an 
application fee or hardship exception 
request that meets the requirements 
set forth in § 424.514 with the Medicare 
revalidation application; or 

(B) The hardship exception is not 
granted and the institutional provider 
does not submit the applicable applica-
tion form or application fee within 30 
days of being notified that the hardship 
exception request was denied. 

(ii)(A) Either of the following occurs: 
(1) CMS is not able to deposit the full 

application amount into a government- 
owned account. 

(2) The funds are not able to be cred-
ited to the U.S. Treasury. 

(B) The provider or supplier lacks 
sufficient funds in the account at the 

banking institution whose name is im-
printed on the check or other banking 
instrument to pay the application fee; 
or 

(C) There is any other reason why 
CMS or its Medicare contractor is un-
able to deposit the application fee into 
a government-owned account. 

(7) Misuse of billing number. The pro-
vider or supplier knowingly sells to or 
allows another individual or entity to 
use its billing number. This does not 
include those providers or suppliers 
who enter into a valid reassignment of 
benefits as specified in § 424.80 or a 
change of ownership as outlined in 
§ 489.18 of this chapter. 

(8) Abuse of billing privileges. Abuse of 
billing privileges includes either of the 
following: 

(i) The provider or supplier submits a 
claim or claims for services that could 
not have been furnished to a specific 
individual on the date of service. These 
instances include but are not limited 
to the following situations: 

(A) Where the beneficiary is de-
ceased. 

(B) The directing physician or bene-
ficiary is not in the state or country 
when services were furnished. 

(C) When the equipment necessary 
for testing is not present where the 
testing is said to have occurred. 

(ii) CMS determines that the pro-
vider or supplier has a pattern or prac-
tice of submitting claims that fail to 
meet Medicare requirements. In mak-
ing this determination, CMS considers, 
as appropriate or applicable, the fol-
lowing: 

(A) The percentage of submitted 
claims that were denied during the pe-
riod under consideration. 

(B) Whether the provider or supplier 
has any history of final adverse actions 
and the nature of any such actions. 

(C) The type of billing non-compli-
ance and the specific facts surrounding 
said non-compliance (to the extent this 
can be determined). 

(D) Any other information regarding 
the provider or supplier’s specific cir-
cumstances that CMS deems relevant 
to its determination. 

(9) Failure to report. The provider or 
supplier did not comply with the re-
porting requirements specified in 
§ 424.516(d) or (e), § 410.33(g)(2) of this 



1127 

Centers for Medicare & Medicaid Services, HHS § 424.535 

chapter, or § 424.57(c)(2). In determining 
whether a revocation under this para-
graph (a)(9) is appropriate, CMS con-
siders the following factors: 

(i) Whether the data in question was 
reported. 

(ii) If the data was reported, how be-
latedly. 

(iii) The materiality of the data in 
question. 

(iv) Any other information that CMS 
deems relevant to its determination. 

(10) Failure to document or provide 
CMS access to documentation. (i) The 
provider or supplier did not comply 
with the documentation or CMS access 
requirements specified in § 424.516(f) of 
this subpart. 

(ii) A provider or supplier that meets 
the revocation criteria specified in 
paragraph (a)(10)(i) of this section, is 
subject to revocation for a period of 
not more than 1 year for each act of 
noncompliance. 

(11) Initial reserve operating funds. 
CMS or its designated Medicare con-
tractor may revoke the Medicare bill-
ing privileges of an HHA and the cor-
responding provider agreement if, with-
in 30 days of a CMS or Medicare con-
tractor request, the HHA cannot fur-
nish supporting documentation 
verifying that the HHA meets the ini-
tial reserve operating funds require-
ment found in 42 CFR 489.28(a). 

(12) Other program termination. (i) The 
provider or supplier is terminated, re-
voked or otherwise barred from partici-
pation in a State Medicaid program or 
any other federal health care program. 
In determining whether a revocation 
under this paragraph (a)(12) is appro-
priate, CMS considers the following 
factors: 

(A) The reason(s) for the termination 
or revocation. 

(B) Whether the provider or supplier 
is currently terminated, revoked or 
otherwise barred from more than one 
program (for example, more than one 
State’s Medicaid program) or has been 
subject to any other sanctions during 
its participation in other programs. 

(C) Any other information that CMS 
deems relevant to its determination. 

(ii) Medicare may not revoke unless 
and until a provider or supplier has ex-
hausted all applicable appeal rights or 
the timeframe for filing an appeal has 

expired without the provider or sup-
plier filing an appeal. 

(iii) CMS may apply paragraph 
(a)(12)(i) of this section to the provider 
or supplier under any of its current or 
former names, numerical identifiers or 
business identities. 

(13) Prescribing authority. (i) A physi-
cian or other eligible professional’s 
Drug Enforcement Administration 
(DEA) Certificate of Registration to 
dispense a controlled substance is cur-
rently suspended or revoked or is sur-
rendered in response to an order to 
show cause; 

(ii) The applicable licensing or ad-
ministrative body for any state in 
which the physician or eligible profes-
sional practices suspends or revokes 
the physician or eligible professional’s 
ability to prescribe drugs. 

(14) Improper prescribing practices. 
CMS determines that the physician or 
eligible professional has a pattern or 
practice of prescribing Part B or D 
drugs that falls into one of the fol-
lowing categories: 

(i) The pattern or practice is abusive 
or represents a threat to the health 
and safety of Medicare beneficiaries or 
both. In making this determination, 
CMS considers the following factors: 

(A) Whether there are diagnoses to 
support the indications for which the 
drugs were prescribed. 

(B) Whether there are instances when 
the necessary evaluation of the patient 
for whom the drug was prescribed could 
not have occurred (for example, the pa-
tient was deceased or out of state at 
the time of the alleged office visit). 

(C) Whether the physician or eligible 
professional has prescribed controlled 
substances in excessive dosages that 
are linked to patient overdoses. 

(D) The number and type(s) of dis-
ciplinary actions taken against the 
physician or eligible professional by 
the licensing body or medical board for 
the State or States in which he or she 
practices, and the reason(s) for the ac-
tion(s). 

(E) Whether the physician or eligible 
professional has any history of ‘‘final 
adverse actions’’ (as that term is de-
fined in § 424.502). 

(F) The number and type(s) of mal-
practice suits that have been filed 
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against the physician or eligible pro-
fessional related to prescribing that 
have resulted in a final judgment 
against the physician or eligible pro-
fessional or in which the physician or 
eligible professional has paid a settle-
ment to the plaintiff(s) (to the extent 
this can be determined). 

(G) Whether any State Medicaid pro-
gram or any other public or private 
health insurance program has re-
stricted, suspended, revoked, or termi-
nated the physician or eligible profes-
sional’s ability to prescribe medica-
tions, and the reason(s) for any such 
restriction, suspension, revocation, or 
termination. 

(H) Any other relevant information 
provided to CMS. 

(ii) The pattern or practice of pre-
scribing fails to meet Medicare require-
ments. In making this determination, 
CMS considers the following factors: 

(A) Whether the physician or eligible 
professional has a pattern or practice 
of prescribing without valid pre-
scribing authority. 

(B) Whether the physician or eligible 
professional has a pattern or practice 
of prescribing for controlled substances 
outside the scope of the prescriber’s 
DEA registration. 

(C) Whether the physician or eligible 
professional has a pattern or practice 
of prescribing drugs for indications 
that were not medically accepted—that 
is, for indications neither approved by 
the FDA nor medically accepted under 
section 1860D–2(e)(4) of the Act—and 
whether there is evidence that the phy-
sician or eligible professional acted in 
reckless disregard for the health and 
safety of the patient. 

(15) False Claims Act (FCA). (i) The 
provider or supplier, or any owner, 
managing employee or organization, 
officer, or director of the provider or 
supplier, has had a civil judgment 
under the FCA (31 U.S.C. 3729 through 
3733) imposed against them within the 
previous 10 years. 

(ii) In determining whether a revoca-
tion under this paragraph is appro-
priate, CMS considers the following 
factors: 

(A) The number of provider or sup-
plier actions that the judgment incor-
porates (for example, the number of 
false claims submitted). 

(B) The types of provider or supplier 
actions involved. 

(C) The monetary amount of the 
judgment. 

(D) When the judgment occurred. 
(E) Whether the provider or supplier 

has any history of final adverse actions 
(as that term is defined in § 424.502). 

(F) Any other information that CMS 
deems relevant to its determination. 

(16) [Reserved] 
(17) Debt referred to the United States 

Department of Treasury. (i) The provider 
or supplier failed to repay a debt that 
CMS appropriately referred to the 
United States Department of Treasury. 
In determining whether a revocation 
under this paragraph (a)(17) is appro-
priate, CMS considers the following 
factors: 

(A) The reason(s) for the failure to 
fully repay the debt (to the extent this 
can be determined). 

(B) Whether the provider or supplier 
has attempted to repay the debt (to the 
extent this can be determined). 

(C) Whether the provider or supplier 
has responded to CMS’ requests for 
payment (to the extent this can be de-
termined). 

(D) Whether the provider or supplier 
has any history of final adverse actions 
or Medicare or Medicaid payment sus-
pensions. 

(E) The amount of the debt. 
(F) Any other evidence that CMS 

deems relevant to its determination. 
(ii) Paragraph (17)(i) of this para-

graph does not apply to the following 
situations: 

(A) The provider’s or supplier’s Medi-
care debt has been discharged by a 
bankruptcy court; or 

(B) The administrative appeals proc-
ess concerning the debt has not been 
exhausted or the timeframe for filing 
such an appeal (at the appropriate level 
of appeal) has not expired. 

(18) Revoked under different name, nu-
merical identifier or business identity. 
The provider or supplier is currently 
revoked under a different name, nu-
merical identifier, or business identity, 
and the applicable reenrollment bar pe-
riod has not expired. In determining 
whether a provider or supplier is a cur-
rently revoked provider or supplier 
under a different name, numerical 
identifier, or business identity, CMS 
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investigates the degree of commonality 
by considering the following factors: 

(i) Owning and managing employees 
and organizations (regardless of wheth-
er they have been disclosed on the 
Form CMS–855 application). 

(ii) Geographic location. 
(iii) Provider or supplier type. 
(iv) Business structure. 
(v) Any evidence indicating that the 

two parties are similar or that the pro-
vider or supplier was created to cir-
cumvent the revocation or reenroll-
ment bar. 

(19) Affiliation that poses an undue 
risk. CMS determines that the provider 
or supplier has or has had an affiliation 
under § 424.519 that poses an undue risk 
of fraud, waste, or abuse to the Medi-
care program. 

(20) Billing from non-compliant loca-
tion. CMS may revoke a provider’s or 
supplier’s Medicare enrollment or en-
rollments, even if all of the practice lo-
cations associated with a particular en-
rollment comply with Medicare enroll-
ment requirements, if the provider or 
supplier billed for services performed 
at or items furnished from a location 
that it knew or should have known did 
not comply with Medicare enrollment 
requirements. In determining whether 
and how many of the provider’s or sup-
plier’s enrollments, involving the non- 
compliant location or other locations, 
should be revoked, CMS considers the 
following factors: 

(i) The reason(s) for and the specific 
facts behind the location’s non-compli-
ance. 

(ii) The number of additional loca-
tions involved. 

(iii) Whether the provider or supplier 
has any history of final adverse actions 
or Medicare or Medicaid payment sus-
pensions. 

(iv) The degree of risk that the loca-
tion’s continuance poses to the Medi-
care Trust Funds. 

(v) The length of time that the non- 
compliant location was non-compliant. 

(vi) The amount that was billed for 
services performed at or items fur-
nished from the non-compliant loca-
tion. 

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

(21) Abusive ordering, certifying, refer-
ring, or prescribing of Part A or B serv-

ices, items or drugs. The physician or eli-

gible professional has a pattern or 

practice of ordering, certifying, refer-

ring, or prescribing Medicare Part A or 

B services, items, or drugs that is abu-

sive, represents a threat to the health 

and safety of Medicare beneficiaries, or 

otherwise fails to meet Medicare re-

quirements. In making its determina-

tion as to whether such a pattern or 

practice exists, CMS considers the fol-

lowing factors: 

(i) Whether the physician’s or eligi-

ble professional’s diagnoses support the 

orders, certifications, referrals or pre-

scriptions in question. 

(ii) Whether there are instances 

where the necessary evaluation of the 

patient for whom the service, item or 

drug was ordered, certified, referred, or 

prescribed could not have occurred (for 

example, the patient was deceased or 

out of state at the time of the alleged 
office visit). 

(iii) The number and type(s) of dis-
ciplinary actions taken against the 
physician or eligible professional by 
the licensing body or medical board for 
the state or states in which he or she 
practices, and the reason(s) for the ac-
tion(s). 

(iv) Whether the physician or eligible 
professional has any history of final 
adverse actions (as that term is defined 
in § 424.502). 

(v) The length of time over which the 
pattern or practice has continued. 

(vi) How long the physician or eligi-
ble professional has been enrolled in 
Medicare. 

(vii) The number and type(s) of mal-
practice suits that have been filed 
against the physician or eligible pro-
fessional related to ordering, certi-
fying, referring or prescribing that 
have resulted in a final judgment 
against the physician or eligible pro-
fessional or in which the physician or 
eligible professional has paid a settle-
ment to the plaintiff(s) (to the extent 
this can be determined). 

(viii) Whether any State Medicaid 
program or any other public or private 
health insurance program has re-
stricted, suspended, revoked, or termi-
nated the physician’s or eligible profes-
sional’s ability to practice medicine, 
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and the reason(s) for any such restric-
tion, suspension, revocation, or termi-
nation. 

(ix) Any other information that CMS 
deems relevant to its determination. 

(22) Patient harm. (i) The physician or 
other eligible professional (as that 
term is defined in 1848(k)(3)(B) of the 
Act) has been subject to prior action 
from a State oversight board, Federal 
or State health care program, Inde-
pendent Review Organization (IRO) de-
termination(s), or any other equivalent 
governmental body or program that 
oversees, regulates, or administers the 
provision of health care with under-
lying facts reflecting improper physi-
cian or other eligible professional con-
duct that led to patient harm. In deter-
mining whether a revocation is appro-
priate, CMS considers the following 
factors: 

(A) The nature of the patient harm. 

(B) The nature of the physician’s or 
other eligible professional’s conduct. 

(C) The number and type(s) of sanc-
tions or disciplinary actions that have 
been imposed against the physician or 
other eligible professional by the State 
oversight board, IRO, Federal or State 
health care program, or any other 
equivalent governmental body or pro-
gram that oversees, regulates, or ad-
ministers the provision of health care. 
Such actions include, but are not lim-
ited to in scope or degree: 

(1) License restriction(s) pertaining 
to certain procedures or practices. 

(2) Required compliance appearances 
before State medical board members. 

(3) License restriction(s) regarding 
the ability to treat certain types of pa-
tients (for example, cannot be alone 
with members of a different gender 
after a sexual offense charge). 

(4) Administrative or monetary pen-
alties. 

(5) Formal reprimand(s). 

(D) If applicable, the nature of the 
IRO determination(s). 

(E) The number of patients impacted 
by the physician’s or other eligible pro-
fessional’s conduct and the degree of 
harm thereto or impact upon. 

(ii) Paragraph (a)(22)(i) of this sec-
tion does not apply to actions or orders 
pertaining exclusively to either of the 
following: 

(A) Required participation in reha-
bilitation or mental/behavioral health 
programs; or 

(B) Required abstinence from drugs 
or alcohol and random drug testing. 

(23) Supplier standard or condition vio-
lation. (i) The independent diagnostic 
testing facility is non-compliant with 
any provision in 42 CFR 410.33(g). 

(ii) The DMEPOS supplier is non- 
compliant with any provision in 
§ 424.57(c). 

(iii) The opioid treatment program is 
non-compliant with any provision in 
§ 424.67(b) or (e). 

(iv) The home infusion therapy sup-
plier is non-compliant with any provi-
sion in § 424.68(c) or (e). 

(v) The Medicare diabetes prevention 
program is non-compliant with any 
provision in § 424.205(b) or (d). 

(b) Effect of revocation on provider 
agreements. When a provider’s or sup-
plier’s billing privilege is revoked, any 
provider agreement in effect at the 
time of revocation is terminated effec-
tive with the date of revocation. 

(c) Reapplying after revocation. (1) 
After a provider or supplier has had 
their enrollment revoked, they are 
barred from participating in the Medi-
care program from the effective date of 
the revocation until the end of the re-
enrollment bar. The reenrollment bar— 

(i) Begins 30 days after CMS or its 
contractor mails notice of the revoca-
tion and lasts a minimum of 1 year, but 
not greater than 10 years (except for 
the situations described in paragraphs 
(c)(2) and (3) of this section), depending 
on the severity of the basis for revoca-
tion. 

(ii) Does not apply in the event a rev-
ocation of Medicare enrollment is im-
posed under paragraph (a)(1) of this 
section based upon a provider’s or sup-
plier’s failure to respond timely to a 
revalidation request or other request 
for information. 

(2)(i) CMS may add up to 3 more 
years to the provider’s or supplier’s re-
enrollment bar (even if such period ex-
ceeds the 10-year period identified in 
paragraph (c)(1) of this section) if it de-
termines that the provider or supplier 
is attempting to circumvent its exist-
ing reenrollment bar by enrolling in 
Medicare under a different name, nu-
merical identifier or business identity. 
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(ii) A provider’s or supplier’s appeal 
rights regarding paragraph (c)(2)(i) of 
this section— 

(A) Are governed by part 498 of this 
chapter; and 

(B) Do not extend to the imposition 
of the original reenrollment bar under 
paragraph (c)(1) of this section; and 

(C) Are limited to any additional 
years imposed under paragraph (c)(2)(i) 
of this section. 

(3) CMS may impose a reenrollment 
bar of up to 20 years on a provider or 
supplier if the provider or supplier is 
being revoked from Medicare for the 
second time. In determining the length 
of the reenrollment bar under this 
paragraph (c)(3), CMS considers the fol-
lowing factors: 

(i) The reasons for the revocations. 
(ii) The length of time between the 

revocations. 
(iii) Whether the provider or supplier 

has any history of final adverse actions 
(other than Medicare revocations) or 
Medicare or Medicaid payment suspen-
sions. 

(iv) Any other information that CMS 
deems relevant to its determination. 

(4) A reenrollment bar applies to a 
provider or supplier under any of its 
current, former or future names, nu-
merical identifiers or business identi-
ties. 

(d) Re-enrollment after revocation. If a 
provider or supplier seeks to re-estab-
lish enrollment in the Medicare pro-
gram after notification that its billing 
privileges is revoked (either after the 
appeals process is exhausted or in place 
of the appeals process), the following 
conditions apply: 

(1) The provider or supplier must re- 
enroll in the Medicare program 
through the completion and submission 
of a new applicable enrollment applica-
tion and applicable documentation, as 
a new provider or supplier, for valida-
tion by CMS. 

(2) Providers must be resurveyed and 
recertified by the State survey agency 
as a new provider and must establish a 
new provider agreement with CMS’s 
Regional Office. 

(e) Reversal of revocation. If the rev-
ocation was due to adverse activity 
(sanction, exclusion, or felony) against 
the provider’s or supplier’s owner, 
managing employee, managing organi-

zation, officer, director, authorized or 

delegated official, medical director, su-

pervising physician, or other health 

care or administrative or management 

services personnel furnishing services 

payable by a Federal health care pro-

gram, the revocation may be reversed 

if the provider or supplier terminates 

and submits proof that it has termi-

nated its business relationship with 

that party within 15 days of the revoca-

tion notification. 

(f) Additional review. When a provider 

or supplier is revoked from the Medi-

care program, CMS automatically re-

views all other related Medicare enroll-

ment files that the revoked provider or 

supplier has an association with (for 

example, as an owner or managing em-

ployee) to determine if the revocation 

warrants an adverse action of the asso-

ciated Medicare provider or supplier. 

(g) Effective date of revocation. (1) Ex-

cept as described in paragraphs (g)(2) 

and (g)(3) of this section, a revocation 

becomes effective 30 days after CMS or 

the CMS contractor mails notice of its 

determination to the provider or sup-

plier. 

(2) Except as described in paragraph 

(g)(3) of this section, the revocation ef-

fective dates in the situations identi-

fied in this paragraph (g)(2) are as fol-

lows: 

(i) For revocations based on a Fed-

eral exclusion or debarment, the date 

of the exclusion or debarment. 

(ii) For revocations based on a felony 

conviction, the date of the felony con-

viction. 

(iii) For revocations based on a State 

license suspension or revocation, the 

date of the license suspension or rev-

ocation. 

(iv) For revocations based on a CMS 

determination that the provider’s or 

supplier’s practice location is non- 

operational, the date on which the pro-

vider’s or supplier’s practice location 

was no longer operational (per CMS’ or 

the CMS contractor’s determination). 

(v) For revocations based on a State 

license surrender in lieu of further dis-

ciplinary action, the date of the license 

surrender. 
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(vi) For revocations based on termi-

nation from a Federal health care pro-

gram other than Medicare (for exam-

ple, Medicaid), the date of the termi-

nation. 

(vii) For revocations based on termi-

nation of a provider agreement under 

part 489 of this chapter, and as applica-

ble to the type of provider involved, 

the later of the following: 

(A) The date of the provider agree-
ment termination; or 

(B) The date that CMS establishes 
under § 489.55. 

(viii) For revocations based on 
§ 424.535(a)(23), the effective dates are as 
follows: 

(A) If the standard or condition viola-
tion involves the suspension, revoca-
tion, or termination (or surrender in 
lieu of further disciplinary action) of 
the provider’s or supplier’s Federal or 
State license, certification, accredita-
tion, or MDPP recognition, the effec-
tive date is the date of the license, cer-
tification, accreditation, or MDPP rec-
ognition suspension, revocation, termi-
nation, or surrender. 

(B) If the standard or condition viola-
tion involves a non-operational prac-
tice location, the effective date is the 
date the non-operational status began. 

(C) If the standard violation involves 
a felony conviction of an individual or 
entity described in § 424.67(b)(6)(i), the 
effective date is the date of the felony 
conviction. 

(D) For all standard violations not 
addressed in paragraphs (A) through 
(C), the effective date in paragraph 
(g)(1) applies if the effective date in 
paragraph (g)(3) does not. 

(3) If the action that resulted in the 
revocation occurred prior to the effec-
tive date of the provider’s or supplier’s 
enrollment, the effective date of the 
revocation is the same as the effective 
date of enrollment. 

(h) Submission of claims for services fur-
nished before revocation. (1)(i) Except for 
HHAs as described in paragraph 
(h)(1)(ii) of this section, a revoked pro-
vider or supplier must, within 60 cal-
endar days after the effective date of 
revocation, submit all claims for items 
and services furnished before the date 
of the revocation letter. 

(ii) A revoked HHA must submit all 
claims for items and services within 60 
days after the later of the following: 

(A) The effective date of the revoca-
tion. 

(B) The date that the HHA’s last pay-
able episode ends. 

(2) Nothing in this paragraph (h) im-
pacts the requirements of § 424.44 re-
garding the timely filing of claims. 

(i) Extension of revocation. (1) If a pro-
vider’s or supplier’s Medicare enroll-
ment is revoked under paragraph (a) of 
this section, CMS may revoke any and 
all of the provider’s or supplier’s Medi-
care enrollments, including those 
under different names, numerical iden-
tifiers or business identities and those 
under different types. 

(2) In determining whether to revoke 
a provider’s or supplier’s other enroll-
ments under this paragraph (i), CMS 
considers the following factors: 

(i) The reason for the revocation and 
the facts of the case. 

(ii) Whether any final adverse actions 
have been imposed against the provider 
or supplier regarding its other enroll-
ments. 

(iii) The number and type(s) of other 
enrollments. 

(iv) Any other information that CMS 
deems relevant to its determination. 

(j) Voluntary termination. (1) CMS 
may revoke a provider’s or supplier’s 
Medicare enrollment if CMS deter-
mines that the provider or supplier vol-
untarily terminated its Medicare en-
rollment in order to avoid a revocation 
under paragraph (a) of this section that 
CMS would have imposed had the pro-
vider or supplier remained enrolled in 
Medicare. In making its determination, 
CMS considers the following factors: 

(i) Whether there is evidence to sug-
gest that the provider knew or should 
have known that it was or would be out 
of compliance with Medicare require-
ments. 

(ii) Whether there is evidence to sug-
gest that the provider knew or should 
have known that its Medicare enroll-
ment would be revoked. 

(iii) Whether there is evidence to sug-
gest that the provider voluntarily ter-
minated its Medicare enrollment in 
order to circumvent such revocation. 
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(iv) Any other evidence or informa-
tion that CMS deems relevant to its de-
termination. 

(2) A revocation under paragraph 
(j)(1) of this section is effective the day 
before the Medicare contractor re-
ceives the provider’s or supplier’s Form 
CMS–855 voluntary termination appli-
cation. 

[71 FR 20776, Apr. 21, 2006, as amended at 72 
FR 53648, Sept. 19, 2007; 73 FR 36461, June 27, 
2008; 73 FR 69940, Nov. 19, 2008; 75 FR 24449, 
May 5, 2010; 75 FR 70465, Nov. 17, 2010; 76 FR 
5964, Feb. 2, 2011; 77 FR 25318, Apr. 27, 2012; 77 
FR 29030, May 16, 2012; 79 FR 29968, May 23, 
2014; 79 FR 72532, Dec. 5, 2014; 84 FR 47854, 
Sept. 10, 2019; 84 FR 63204, Nov. 15, 2019; 86 FR 
65682, Nov. 19, 2021; 87 FR 70232, Nov. 18, 2022; 
88 FR 79541, Nov. 16, 2023] 

§ 424.540 Deactivation of Medicare bill-
ing privileges. 

(a) Reasons for deactivation. CMS may 
deactivate the Medicare billing privi-
leges of a provider or supplier for any 
of the following reasons: 

(1) The provider or supplier does not 
submit any Medicare claims for 6 con-
secutive calendar months. The 6 month 
period will begin the 1st day of the 1st 
month without a claims submission 
through the last day of the 6th month 
without a submitted claim. 

(2) The provider or supplier does not 
report a change to the information sup-
plied on the enrollment application 
within the applicable time period re-
quired under this title. 

(3) The provider or supplier does not 
furnish complete and accurate infor-
mation and all supporting documenta-
tion within 90 calendar days of receipt 
of notification from CMS to submit an 
enrollment application and supporting 
documentation, or resubmit and certify 
to the accuracy of its enrollment infor-
mation. 

(4) The provider or supplier is not in 
compliance with all enrollment re-
quirements in this title. 

(5) The provider’s or supplier’s prac-
tice location is non-operational or oth-
erwise invalid. 

(6) The provider or supplier is de-
ceased. 

(7) The provider or supplier is volun-
tarily withdrawing from Medicare. 

(8) The provider is the seller in an 
HHA change of ownership under 
§ 424.550(b)(1). 

(b) Reactivation of billing privileges. 
(1) In order for a deactivated provider 

or supplier to reactivate its Medicare 
billing privileges, the provider or sup-
plier must recertify that its enrollment 
information currently on file with 
Medicare is correct, furnish any miss-
ing information as appropriate, and be 
in compliance with all applicable en-
rollment requirements in this title. 

(2) Notwithstanding paragraph (b)(1) 
of this section, CMS may, for any rea-
son, require a deactivated provider or 
supplier to, as a prerequisite for reacti-
vating its billing privileges, submit a 
complete Form CMS–855 application. 

(3) Except as provided in paragraph 
(b)(3)(i) of this section, reactivation of 
Medicare billing privileges does not re-
quire a new certification of the pro-
vider or supplier by the State survey 
agency or the establishment of a new 
provider agreement. 

(i) An HHA whose Medicare billing 
privileges are deactivated under the 
provisions found at paragraph (a) of 
this section must obtain an initial 
State survey or accreditation by an ap-
proved accreditation organization be-
fore its Medicare billing privileges can 
be reactivated. 

(ii) [Reserved] 
(c) Effect of deactivation. The deacti-

vation of Medicare billing privileges 
does not have any effect on a provider’s 
or supplier’s participation agreement 
or any conditions of participation. 

(d) Effective dates. (1)(i) Except as pro-
vided in paragraph (d)(1)(ii) of this sec-
tion, the effective date of a deactiva-
tion is the date on which the deactiva-
tion is imposed under this section. 

(ii) A retroactive deactivation effec-
tive date (based on the date that the 
provider’s or supplier’s action or non- 
compliance occurred or commenced (as 
applicable)) may be imposed in the fol-
lowing instances: 

(A) For the deactivation reasons in 
paragraphs (a)(2) through (4) of this 
section, the effective date is the date 
on which the provider or supplier be-
came non-compliant. 

(B) For the deactivation reason in 
paragraph (a)(5) of this section, the ef-
fective date is the date on which the 
provider’s or supplier’s practice loca-
tion became non-operational or other-
wise invalid. 
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(C) For the deactivation reason in 
paragraph (a)(6) of this section, the ef-
fective date is the date of death of the 
provider or supplier. 

(D) For the deactivation reason in 
paragraph (a)(7) of this section, the ef-
fective date is the date on which the 
provider or supplier voluntarily with-
drew from Medicare. 

(E) For the deactivation reason in 
paragraph (a)(8) of this section, the ef-
fective date is the date of the sale. 

(2) The effective date of a reactiva-
tion of billing privileges under this sec-
tion is the date on which the Medicare 
contractor received the provider’s or 
supplier’s reactivation submission that 
was processed to approval by the Medi-
care contractor. 

(e) Payment prohibition. A provider or 
supplier may not receive payment for 
services or items furnished while de-
activated under this section. 

[71 FR 20776, Apr. 21, 2006, as amended at 74 
FR 58134, Nov. 10, 2009; 77 FR 29030, May 16, 
2012; 84 FR 47856, Sept. 10, 2019; 86 FR 62420, 
Nov. 9, 2021; 88 FR 77878, Nov. 13, 2023] 

§ 424.541 Stay of enrollment. 

(a)(1) CMS may stay an enrolled pro-
vider’s or supplier’s enrollment if the 
provider or supplier: 

(i) Is non-compliant with at least one 
enrollment requirement in Title 42; 
and. 

(ii) Can remedy the non-compliance 
via the submission of, as applicable to 
the situation, a Form CMS–855, Form 
CMS–20134, or Form CMS–588 change of 
information or revalidation applica-
tion. 

(2) During the period of any stay im-
posed under this section, the following 
apply: 

(i) The provider or supplier remains 
enrolled in Medicare; 

(ii)(A) Except as stated in paragraph 
(a)(2)(ii)(B) of this section, claims sub-
mitted by the provider or supplier with 
dates of service within the stay period 
will be rejected. 

(B) Notwithstanding paragraph 
(a)(2)(ii)(A), claims submitted by the 
provider or supplier with dates of serv-
ice within the stay period are eligible 
for payment (and may be resubmitted 
by the provider or supplier within ap-
plicable timeframes specified in Title 
42) if: 

(1) CMS or its contractor determines 
that the provider or supplier has re-
sumed compliance with all Medicare 
enrollment requirements in Title 42; 
and 

(2) The stay ends (as described in sub-
section (a)(5) of this section) on or be-
fore the 60th day of the stay period. 

(3) A stay of enrollment lasts no 
longer than 60 days from the postmark 
date of the notification letter, which is 
the effective date of the stay. 

(4) CMS notifies the affected provider 
or supplier in writing of the imposition 
of the stay. 

(5) A stay of enrollment ends on the 
date on which CMS or its contractor 
determines that the provider or sup-
plier has resumed compliance with all 
Medicare enrollment requirements in 
Title 42 or the day after the 60-day stay 
period expires, whichever occurs first. 

(b)(1) If a provider or supplier re-
ceives written notice from CMS or its 
contractor that the provider or sup-
plier is subject to a stay under this sec-
tion, the provider or supplier has 15 
calendar days from the date of the 
written notice to submit a rebuttal to 
the stay as described in paragraph (b) 
of this section. 

(2) CMS may, at its discretion, ex-
tend the 15-day time-period referenced 
in paragraph (b)(1) of this section. 

(3) Any rebuttal submitted pursuant 
to paragraph (b) of this section must: 

(i) Be in writing. 
(ii) Specify the facts or issues about 

which the provider or supplier dis-
agrees with the stay’s imposition and/ 
or the effective date, and the reasons 
for disagreement. 

(iii) Submit all documentation the 
provider or supplier wants CMS to con-
sider in its review of the stay. 

(iv) Be submitted in the form of a let-
ter that is signed and dated by the in-
dividual supplier (if enrolled as an indi-
vidual physician or nonphysician prac-
titioner), the authorized official or del-
egated official (as those terms are de-
fined in § 424.502), or a legal representa-
tive (as defined in 42 CFR 498.10). If the 
legal representative is an attorney, the 
attorney must include a statement 
that he or she has the authority to rep-
resent the provider or supplier; this 
statement is sufficient to constitute 
notice of such authority. If the legal 
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representative is not an attorney, the 
provider or supplier must file with 
CMS written notice of the appointment 
of a representative; this notice of ap-
pointment must be signed and dated 
by, as applicable, the individual sup-
plier, the authorized official or dele-
gated official, or a legal representative. 

(4) The provider’s or supplier’s failure 
to submit a rebuttal that is both time-
ly under paragraph (b)(1) of this section 
and fully compliant with all of the re-
quirements of paragraph (b)(3) of this 
section constitutes a waiver of all re-
buttal rights under this section. 

(5) Upon receipt of a timely and com-
pliant stay rebuttal, CMS reviews the 
rebuttal to determine whether the im-
position of the stay and/or the effective 
date thereof are correct. 

(6) A determination made under para-
graph (b) of this section is not an ini-
tial determination under 42 CFR 
498.3(b) and therefore not appealable. 

(7) Nothing in paragraph (b) of this 
section requires CMS to delay the im-
position of a stay pending the comple-
tion of the review described in para-
graph (b)(5) of this section. 

(8)(i) Nothing in paragraph (b) of this 
section requires CMS to delay the im-
position of a deactivation or revoca-
tion, pending the completion of the re-
view described in paragraph (b)(5) of 
this section. 

(ii)(A) If CMS deactivates the pro-
vider or supplier during the stay, any 
rebuttal to the stay that the provider 
or supplier submits that meets the re-
quirements of paragraph (b) of this sec-
tion is combined and considered with 
the provider’s or supplier’s rebuttal to 
the deactivation under § 424.546 if CMS 
has not yet made a determination on 
the stay rebuttal pursuant to this sec-
tion. 

(B) In all cases other than that de-
scribed in paragraph (b)(8)(ii)(A) of this 
section, a stay rebuttal that was sub-
mitted in compliance with the require-
ments of paragraph (b) of this section 
is considered separately and independ-
ently of any review of any other rebut-
tal or, for revocations, appeal under 42 
CFR part 498. 

[88 FR 79542, Nov. 16, 2023, as amended at 89 

FR 9784, Feb. 12, 2024] 

§ 424.542 Prohibition on ordering, cer-
tifying, referring, or prescribing 
based on felony conviction. 

(a) General prohibition. A physician or 
other eligible professional (regardless 
of whether he or she is or was enrolled 
in Medicare) who has had a felony con-
viction within the previous 10 years 
that CMS determines is detrimental to 
the best interests of the Medicare pro-
gram and its beneficiaries may not 
order, refer, certify, or prescribe Medi-
care-covered services, items, or drugs. 

(b) Payment. Medicare does not pay 
for any otherwise covered service, 
item, or drug that is ordered, referred, 
certified, or prescribed by a physician 
or other eligible professional (as that 
term is defined in section 1848(k)(3)(B) 
of the Act) who has had a felony con-
viction within the previous 10 years 
that CMS determines is detrimental to 
the best interests of the Medicare pro-
gram and its beneficiaries. 

[88 FR 77878, Nov. 13, 2023] 

§ 424.545 Provider and supplier appeal 
rights. 

(a) General. A prospective provider or 
supplier that is denied enrollment in 
the Medicare program, or a provider or 
supplier whose Medicare enrollment 
has been revoked may appeal CMS’ de-
cision in accordance with part 498, sub-
part A of this chapter. 

(1) Appeals resulting in the termination 
of a provider agreement. (i) When revoca-
tion of billing privileges also results in 
the termination of a corresponding pro-
vider agreement, the provider may ap-
peal CMS’ decision in accordance with 
part 498 of this chapter with the final 
decision of the appeal applying to both 
the billing privileges and the provider 
agreement. 

(ii) When a provider appeals the rev-
ocation of billing privileges and the 
termination of its provider agreement, 
there will be one appeals process which 
will address both matters. The appeal 
procedures for revocation of Medicare 
billing privileges will apply. 

(2) Payment of unpaid claims. Payment 
is not made during the appeals process. 
If the provider or supplier is successful 
in overturning a denial or revocation, 
unpaid claims for services furnished 
during the overturned period may be 
resubmitted. 
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(b) A provider or supplier whose bill-
ing privileges are deactivated may file 
a rebuttal in accordance with § 424.546 
of this chapter. 

(c) The provider or supplier must be 
able to demonstrate that it meets the 
enrollment requirements and it must 
be able to make available any docu-
ments and records that support the 
provisions of this regulation and the 
Medicare enrollment application if re-
quested by CMS or its agents. 

[71 FR 20776, Apr. 21, 2006, as amended at 73 
FR 36461, June 27, 2008; 86 FR 65683, Nov. 19, 
2021] 

§ 424.546 Deactivation rebuttals. 

(a) Rebuttal submittal period. (1) If a 
provider or supplier receives written 
notice from CMS or its contractor that 
the provider’s or supplier’s billing 
privileges are to be or have been de-
activated under § 424.540, the provider 
or supplier has 15 calendar days from 
the date of the written notice to sub-
mit a rebuttal to CMS as permitted 
under § 424.545(b). 

(2) CMS may, at its discretion, ex-
tend the 15-day time-period referenced 
in paragraph (a)(1) of this section. 

(b) Rebuttal requirements. A rebuttal 
submitted pursuant to this section and 
§ 424.545(b) must: 

(1) Be in writing. 
(2) Specify the facts or issues about 

which the provider or supplier dis-
agrees with the deactivation’s imposi-
tion and/or the effective date, and the 
reasons for disagreement. 

(3) Submit all documentation the 
provider or supplier wants CMS to con-
sider in its review of the deactivation. 

(4) Be submitted in the form of a let-
ter that is signed and dated by the in-
dividual supplier (if enrolled as an indi-
vidual physician or nonphysician prac-
titioner), the authorized official or del-
egated official (as those terms are de-
fined in 42 CFR 424.502), or a legal rep-
resentative (as defined in 42 CFR 
498.10). If the legal representative is an 
attorney, the attorney must include a 
statement that he or she has the au-
thority to represent the provider or 
supplier; this statement is sufficient to 
constitute notice of such authority. If 
the legal representative is not an at-
torney, the provider or supplier must 
file with CMS written notice of the ap-

pointment of a representative; this no-
tice of appointment must be signed and 
dated by, as applicable, the individual 
supplier, the authorized official or del-
egated official, or a legal representa-
tive. 

(c) Waiver of rebuttal rights. The pro-
vider’s or supplier’s failure to submit a 
rebuttal that is both timely under 
paragraph (a) of this section and fully 
compliant with all of the requirements 
of paragraph (b) of this section con-
stitutes a waiver of all rebuttal rights 
under this section and § 424.545(b). 

(d) CMS review. Upon receipt of a 
timely and compliant deactivation re-
buttal, CMS reviews the rebuttal to de-
termine whether the imposition of the 
deactivation and/or the designated ef-
fective date are correct. 

(e) Imposition. Nothing in this section 
or in § 424.545(b) requires CMS to delay 
the imposition of a deactivation pend-
ing the completion of the review de-
scribed in paragraph (d) of this section. 

(f) Initial determination. A determina-
tion made under this section is not an 
initial determination under § 498.3(b) of 
this chapter and therefore not appeal-
able. 

[86 FR 65683, Nov. 19, 2021] 

§ 424.550 Prohibitions on the sale or 
transfer of billing privileges. 

(a) General rule. A provider or sup-
plier is prohibited from selling its 
Medicare billing number or privileges 
to any individual or entity, or allowing 
another individual or entity to use its 
Medicare billing number. 

(b) Change of ownership. In the case of 
a provider undergoing a change of own-
ership in accordance with part 489, sub-
part A of this chapter, the current 
owner and the prospective new owner 
must complete and submit enrollment 
applications before completion of the 
change of ownership. If the current 
owner fails to complete and submit an 
enrollment application to report the 
change, the current owner may be 
sanctioned or penalized, even after the 
date of ownership change, in accord-
ance with §§ 424.520, 424.540, and 489.53 of 
this chapter. If the prospective new 
owner fails to submit a new enrollment 
application containing information 
concerning the new owner within 30 
days of the change of ownership, CMS 
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may deactivate the Medicare billing 
number. If an incomplete enrollment 
application is submitted, CMS may 
also deactivate the Medicare billing 
number based upon material omissions 
on the submitted enrollment applica-
tion, or based on preliminary informa-
tion received or determined by CMS 
that makes CMS question whether the 
new owner is ultimately granted a final 
transference of the provider agreement. 

(1) Unless an exception in paragraph 
(b)(2) of this section applies, if there is 
a change in majority ownership of a 
home health agency (HHA) or hospice 
by sale (including asset sales, stock 
transfers, mergers, and consolidations) 
within 36 months after the effective 
date of the HHA’s or hospice’s initial 
enrollment in Medicare or within 36 
months after the HHA’s or hospice’s 
most recent change in majority owner-
ship, the provider agreement and Medi-
care billing privileges do not convey to 
the new owner. The prospective pro-
vider/owner of the HHA or hospice 
must instead do both of the following: 

(i) Enroll in the Medicare program as 
a new (initial) HHA or hospice under 
the provisions of § 424.510 of this sub-
part. 

(ii) Obtain a State survey or an ac-
creditation from an approved accredi-
tation organization. 

(2)(i) The HHA or hospice submitted 2 
consecutive years of full cost reports 
since initial enrollment or the last 
change in majority ownership, which-
ever is later. For purposes of the excep-
tion in this paragraph (b)(2)(i), low uti-
lization or no utilization cost reports 
do not qualify as full cost reports. 

(ii) An HHA’s or hospice’s parent 
company is undergoing an internal cor-
porate restructuring, such as a merger 
or consolidation. 

(iii) The owners of an existing HHA 
or hospice are changing the HHA’s or 
hospice’s existing business structure 
(for example, from a corporation to a 
partnership (general or limited); from 
an LLC to a corporation; from a part-
nership (general or limited) to an LLC) 
and the owners remain the same. 

(iv) An individual owner of an HHA 
or hospice dies. 

(c) Suppliers not covered by part 489 of 
this chapter. For those suppliers not 
covered by part 489 of this chapter, any 

change in the ownership or control of 

that supplier must be reported on the 

enrollment application within 30 days 

of the change as noted in § 424.540(a)(2). 

Generally, a change of ownership that 

also changes the tax identification 

number requires the completion and 

submission of a new enrollment appli-

cation from the new owner. 

[71 FR 20776, Apr. 21, 2006, as amended at 74 

FR 58134, Nov. 10, 2009; 75 FR 70465, Nov. 17, 

2010; 75 FR 76293, Dec. 8, 2010; 86 FR 62421, 

Nov. 9, 2021; 88 FR 77878, Nov. 13, 2023] 

§ 424.555 Payment liability. 

(a) No payment may be made for oth-

erwise Medicare covered items or serv-

ices furnished to a Medicare bene-

ficiary by suppliers of durable medical 

equipment, prosthetics, orthotics, and 

other supplies unless the supplier ob-

tains (and renews, as set forth in sec-

tion 1834(j) of the Act) Medicare billing 

privileges. 

(b) No payment may be made for oth-

erwise Medicare covered items or serv-

ices furnished to a Medicare bene-

ficiary by a provider or supplier if the 

billing privileges of the provider or 

supplier are deactivated, denied, or re-

voked, or if the provider or supplier is 

currently under a stay of enrollment 

(except as stated in 

§ 424.541(a)(2)(ii)(B)). The Medicare ben-

eficiary has no financial responsibility 

for expenses, and the provider or sup-

plier must refund on a timely basis to 

the Medicare beneficiary any amounts 

collected from the Medicare bene-

ficiary for these otherwise Medicare 

covered items or services. 

(c) If any provider or supplier fur-

nishes an otherwise Medicare covered 

item or service for which payment may 

not be made by reason of paragraph (b) 

of this section, any expense incurred 

for such otherwise Medicare covered 

item or service shall be the responsi-

bility of the provider or supplier. The 

provider or supplier may also be crimi-

nally liable for pursuing payments that 

may not be made by reason of para-

graph (b) of this section, in accordance 

with section 1128B(a)(3) of the Act. 

[71 FR 20776, Apr. 21, 2006, as amended at 88 

FR 79543, Nov. 16, 2023] 
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§ 424.565 Overpayment. 

A physician or nonphysician practi-
tioner organization, physician or non-
physician practitioner that does not 
comply with the reporting require-
ments specified in § 424.516(d)(1)(ii) and 
(iii) of this subpart is assessed an over-
payment back to the date of the final 
adverse action or change in practice lo-
cation. Overpayments are processed in 
accordance with part 405 subpart C of 
this chapter. 

[73 FR 69941, Nov. 19, 2008] 

§ 424.570 Moratoria on newly enrolling 
Medicare providers and suppliers. 

(a) Temporary moratoria—(1) General 
rules. (i) CMS may impose a morato-
rium on the enrollment of new Medi-
care providers and suppliers of a par-
ticular type or the establishment of 
new practice locations of a particular 
type in a particular geographic area. 

(ii) CMS will announce the tem-
porary enrollment moratorium in a 
FEDERAL REGISTER document that in-
cludes the rationale for imposition of 
the temporary enrollment moratorium. 

(iii) The temporary moratorium does 
not apply to any of the following: 

(A) Changes in practice location (ex-
cept if the location is changing from a 
location outside the moratorium area 
to a location inside the moratorium 
area). 

(B) Changes in provider or supplier 
information, such as phone numbers. 

(C) Changes in ownership (except 
changes in ownership of home health 
agencies that would require an initial 
enrollment). 

(iv) A temporary moratorium does 
not apply to any enrollment applica-
tion that has been received by the 
Medicare contractor prior to the date 
the moratorium is imposed. 

(2) Imposition of a temporary moratoria. 
CMS may impose the temporary mora-
torium if— 

(i) CMS determines that there is a 
significant potential for fraud, waste or 
abuse with respect to a particular pro-
vider or supplier type or particular ge-
ographic area or both. CMS’s deter-
mination is based on its review of ex-
isting data, and without limitation, 
identifies a trend that appears to be as-

sociated with a high risk of fraud, 
waste or abuse, such as a— 

(A) Highly disproportionate number 
of providers or suppliers in a category 
relative to the number of beneficiaries; 
or 

(B) Rapid increase in enrollment ap-
plications within a category; 

(ii) A State Medicaid program has 
imposed a moratorium on a group of 
Medicaid providers or suppliers that 
are also eligible to enroll in the Medi-
care program; 

(iii) A State has imposed a morato-
rium on enrollment in a particular geo-
graphic area or on a particular pro-
vider or supplier type or both; or 

(iv) CMS, in consultation the HHS 
OIG or the Department of Justice or 
both and with the approval of the CMS 
Administrator identifies either or both 
of the following as having a significant 
potential for fraud, waste or abuse in 
the Medicare program: 

(A) A particular provider or supplier 
type. 

(B) Any particular geographic area. 
(b) Duration of moratoria. A morato-

rium under this section may be im-
posed for a period of 6 months and, if 
deemed necessary by CMS, may be ex-
tended in 6-month increments. CMS 
will publish a document in the FED-
ERAL REGISTER when it extends a mora-
torium. 

(c) Denial of enrollment: Moratoria. A 
Medicare contractor denies the enroll-
ment application of a provider or sup-
plier if the provider or supplier is sub-
ject to a moratorium as specified in 
paragraph (a) of this section. 

(d) Lifting moratoria. CMS will publish 
a document in the FEDERAL REGISTER 
when a moratorium is lifted. CMS may 
lift a temporary moratorium at any 
time after imposition of the morato-
rium if one of the following occur: 

(1) The President declares an area a 
disaster under the Robert T. Stafford 
Disaster Relief and Emergency Assist-
ance Act, 42 U.S.C. 5121–5206 (Stafford 
Act). 

(2) Circumstances warranting the im-
position of a moratorium have abated 
or CMS has implemented program safe-
guards to address the program vulner-
ability. 

(3) The Secretary has declared a pub-
lic health emergency under section 319 
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