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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
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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.

[63 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;

42 CFR Ch. IV (10-1-24 Edition)

(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 Dbeneficiary died without
making an assignment to the physician
or other supplier or receiving Medicare
payment.

(3) The bill has not been paid.

§424.66

(¢) 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.

[63 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.

[63 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

42 CFR Ch. IV (10-1-24 Edition)

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-8556B 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)(1)(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:

(I) 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 wunder §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.

§424.67

(7)) 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)(1) 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 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]

required

§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

42 CFR Ch. IV (10-1-24 Edition)

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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