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§405.900 Basis and scope.

(a) Statutory basis. This subpart is
based on the following provisions of the
Act:

(1) Section 1869(a) through (e) and (g)
of the Act.

(2) Section 1862(b)(2)(B)(viii) of the
Act.

(b) Scope. This subpart establishes
the requirements for appeals of initial
determinations for benefits under Part
A or Part B of Medicare, including the
following:

(1) The initial determination of
whether an individual is entitled to
benefits under Part A or Part B. (Regu-
lations governing reconsiderations of
these initial determinations are at 20
CFR, part 404, subpart J).

(2) The initial determination of the
amount of benefits available to an indi-
vidual under Part A or Part B.

(3) Any other initial determination
relating to a claim for benefits under
Part A or Part B, including an initial
determination made by a quality im-
provement organization under section
1154(a)(2) of the Act or by an entity
under contract with the Secretary
(other than a contract under section
1852 of the Act) to administer provi-
sions of titles XVIII or XTI of the Act.

[70 FR 11472, Mar. 8, 2005, as amended at 80
FR 10617, Feb. 27, 2015]

§405.902 Definitions.

For the purposes of this subpart, the
term—

ALJ means an Administrative Law
Judge of the Department of Health and
Human Services.

Appellant means the beneficiary, as-
signee or other person or entity that
has filed and pursued an appeal con-
cerning a particular initial determina-
tion. Designation as an appellant does
not in itself convey standing to appeal
the determination in question.

§405.902

Applicable plan means liability insur-
ance (including self-insurance), no-
fault insurance, or a workers’ com-
pensation law or plan.

Appointed representative means an in-
dividual appointed by a party to rep-
resent the party in a Medicare claim or
claim appeal.

Assignee means:

(1) A supplier that furnishes items or
services to a beneficiary and has ac-
cepted a valid assignment of a claim or

(2) A provider or supplier that fur-
nishes items or services to a bene-
ficiary, who is not already a party, and
has accepted a valid assignment of the
right to appeal a claim executed by the
beneficiary.

Assignment of a claim means the
transfer by a beneficiary of his or her
claim for payment to the supplier in
return for the latter’s promise not to
charge more for his or her services
than what the carrier finds to be the
Medicare-approved amount, as pro-
vided in §§424.55 and 424.56 of this chap-
ter.

Assignment of appeal rights means the
transfer by a beneficiary of his or her
right to appeal under this subpart to a
provider or supplier who is not already
a party, as provided in section
1869(b)(1)(C) of the Act.

Assignor means a beneficiary whose
provider of services or supplier has
taken assignment of a claim or an ap-
peal of a claim.

Authorized representative means an in-
dividual authorized under State or
other applicable law to act on behalf of
a beneficiary or other party involved in
the appeal. The authorized representa-
tive will have all of the rights and re-
sponsibilities of a beneficiary or party,
as applicable, throughout the appeals
process.

Beneficiary means an individual who
is enrolled to receive benefits under
Medicare Part A or Part B.

Carrier means an organization that
has entered into a contract with the
Secretary in accordance to section 1842
of the Act and is authorized to make
determinations for Part B of title
XVIII of the Act.

Clean claim means a claim that has
no defect or impropriety (including any
lack of required substantiating docu-
mentation) or particular circumstance
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requiring special treatment that pre-
vents timely payment from being made
on the claim under title XVIII within
the time periods specified in sections
1816(c) and 1842(c) of the Act.

Contractor means an entity that con-
tracts with the Federal government to
review and/or adjudicate claims, deter-
minations and/or decisions.

Family member means for purposes of
the QIC reconsideration panel under
§405.968 the following persons as they
relate to the physician or healthcare
provider.

(1) The spouse (other than a spouse
who is legally separated from the phy-
sician or health care professional under
a decree of divorce or separate mainte-
nance);

(2) Children (including stepchildren
and legally adopted children);

(3) Grandchildren;

(4) Parents; and

(6) Grandparents.

Fiscal Intermediary means an organi-
zation that has entered into a contract
with CMS in accordance with section
1816 of the Act and is authorized to
make determinations and payments for
Part A of title XVIII of the Act, and
Part B provider services as specified in
§421.5(c) of this chapter.

MAC stands for the Medicare Appeals
Council within the Departmental Ap-
peals Board of the U.S. Department of
Health and Human Services.

Party means an individual or entity
listed in §405.906 that has standing to
appeal an initial determination and/or
a subsequent administrative appeal de-
termination.

Provider means a hospital, critical ac-
cess hospital, skilled nursing facility,
comprehensive outpatient rehabilita-
tion facility, home health agency, or
hospice that has in effect an agreement
to participate in Medicare, or clinic,
rehabilitation agency, or public health
agency that has in effect a similar
agreement, but only to furnish out-
patient physical therapy or speech pa-
thology services, or a community men-
tal health center that has in effect a
similar agreement but only to furnish
partial hospitalization services.

Qualified Independent Contractor (QIC)
means an entity which contracts with
the Secretary in accordance with sec-
tion 1869 of the Act to perform recon-
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siderations under §405.960 through
§405.978.
Quality Improvement  Organization

(QIO) means an entity that contracts
with the Secretary in accordance with
sections 1152 and 1153 of the Act and 42
CFR subchapter F, to perform the func-
tions described in section 1154 of the
Act and 42 CFR subchapter F, includ-
ing expedited determinations as de-
scribed in §405.1200 through §405.1208.

Reliable evidence means evidence that
is relevant, credible, and material.

Remand means to vacate a lower level
appeal decision, or a portion of the de-
cision, and return the case, or a por-
tion of the case, to that level for a new
decision.

Similar fault means to obtain, retain,
convert, seek, or receive Medicare
funds to which a person Kknows or
should reasonably be expected to know
that he or she or another for whose
benefit Medicare funds are obtained,
retained, converted, sought, or received
is not legally entitled. This includes,
but is not limited to, a failure to dem-
onstrate that he or she filed a proper
claim as defined in part 411 of this
chapter.

Supplier means, unless the context
otherwise requires, a physician or
other practitioner, a facility, or other
entity (other than a provider of serv-
ices) that furnishes items or services
under Medicare.

Vacate means to set aside a previous
action.

[70 FR 11472, Mar. 8, 2005, as amended at 74
FR 65333, Dec. 9, 2009; 80 FR 10617, Feb. 27,
2015]

§405.904 Medicare initial determina-
tions, redeterminations and ap-
peals: General description.

(a) General overview—(1) Entitlement
appeals. The SSA makes an initial de-
termination on an application for
Medicare benefits and/or entitlement of
an individual to receive Medicare bene-
fits. A beneficiary who is dissatisfied
with the initial determination may re-
quest, and SSA will perform, a recon-
sideration in accordance with 20 CFR
part 404, subpart J if the requirements
for obtaining a reconsideration are
met. Following the reconsideration,
the beneficiary may request a hearing
before an Administrative Law Judge
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(ALJ) under this subpart (42 CFR part
405, subpart I). If the beneficiary ob-
tains a hearing before an ALJ and is
dissatisfied with the decision of the
ALJ, he or she may request the Medi-
care Appeals Council (MAC) to review
the case. Following the action of the
MAC, the beneficiary may be entitled
to file suit in Federal district court.

(2) Claim appeals. The Medicare con-
tractor makes an initial determination
when a claim for Medicare benefits
under Part A or Part B is submitted. A
beneficiary who is dissatisfied with the
initial determination may request that
the contractor perform a redetermina-
tion of the claim if the requirements
for obtaining a redetermination are
met. Following the contractor’s rede-
termination, the beneficiary may re-
quest, and the Qualified Independent
Contractor (QIC) will perform, a recon-
sideration of the claim if the require-
ments for obtaining a reconsideration
are met. Following the reconsider-
ation, the beneficiary may request, and
the ALJ will conduct a hearing if the
amount remaining in controversy and
other requirements for an ALJ hearing
are met. If the beneficiary is dissatis-
fied with the decision of the ALJ, he or
she may request the MAC to review the
case. If the MAC reviews the case and
issues a decision, and the beneficiary is
dissatisfied with the decision, the bene-
ficiary may file suit in Federal district
court if the amount remaining in con-
troversy and the other requirements
for judicial review are met.

(b) Non-beneficiary appellants. In gen-
eral, the procedures described in para-
graph (a) of this section are also avail-
able to parties other than beneficiaries
either directly or through a representa-
tive acting on a party’s behalf, con-
sistent with the requirements of this
subpart I. A provider generally has the
right to judicial review only as pro-
vided under section 1879(d) of the Act;
that is, when a determination involves
a finding that services are not covered
because—

(1) They were custodial care (see
§411.15(g) of this chapter); they were
not reasonable and necessary (see
§411.15(k) of this chapter); they did not
qualify as covered home health serv-
ices because the beneficiary was not
confined to the home or did not need

§405.906

skilled nursing care on an intermittent
basis (see §409.42(a) and (c)(1) of this
chapter); or they were hospice services
provided to a non-terminally ill indi-
vidual (see §418.22 of this chapter); and

(2) Either the provider or the bene-
ficiary, or both, knew or could reason-
ably be expected to know that those
services were not covered under Medi-
care.

§405.906 Parties to the initial deter-
minations, redeterminations, recon-
siderations, hearings, and reviews.

(a) Parties to the initial determination.
The parties to the initial determina-
tion are the following individuals and
entities:

(1) A beneficiary who files a claim for
payment under Medicare Part A or
Part B or has had a claim for payment
filed on his or her behalf, or in the case
of a deceased beneficiary, when there is
no estate, any person obligated to
make or entitled to receive payment in
accordance with part 424, subpart E of
this chapter. Payment by a third party
payer does not entitle that entity to
party status.

(2) A supplier who has accepted as-
signment for items or services fur-
nished to a beneficiary that are at
issue in the claim.

(3) A provider of services who files a
claim for items or services furnished to
a beneficiary.

(4) An applicable plan for an initial
determination under  §405.924(b)(16)
where Medicare is pursuing recovery
directly from the applicable plan. The
applicable plan is the sole party to an
initial determination under
§405.924(b)(16) (that is, where Medicare
is pursuing recovery directly from the
applicable plan).

(b) Parties to the redetermination, re-
consideration, hearing and MAC. The
parties to the redetermination, recon-
sideration, hearing, and MAC review
are—

(1) The parties to the initial deter-
mination in accordance with paragraph
(a) of this section, except under para-
graph (a)(1) of this section where a ben-
eficiary has assigned appeal rights
under §405.912;

(2) A State agency in accordance
with §405.908;
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(3) A provider or supplier that has ac-
cepted an assignment of appeal rights
from the Dbeneficiary according to
§405.912;

(4) A non-participating physician not
billing on an assigned basis who, in ac-
cordance with section 1842(1) of the
Act, may be liable to refund monies
collected for services furnished to the
beneficiary because those services were
denied on the basis of section 1862(a)(1)
of the Act; and

(5) A non-participating supplier not
billing on an assigned basis who, in ac-
cordance with sections 1834(a)(18) and
1834(j)(4) of the Act, may be liable to
refund monies collected for items fur-
nished to the beneficiary.

(c) Appeals by providers and suppliers
when there is no other party available. If
a provider or supplier is not already a
party to the proceeding in accordance
with paragraphs (a) and (b) of this sec-
tion, a provider of services or supplier
may appeal an initial determination
relating to services it rendered to a
beneficiary who subsequently dies if
there is no other party available to ap-
peal the determination. This paragraph
(c) does not apply to an initial deter-
mination with respect to an applicable
plan under §405.924(b)(16).

[70 FR 11472, Mar. 8, 2005, as amended at 80
FR 10617, Feb. 27, 2015]

§405.908 Medicaid State agencies.

When a beneficiary is enrolled to re-
ceive benefits under both Medicare and
Medicaid, the Medicaid State agency
may file a request for an appeal with
respect to a claim for items or services
furnished to a dually eligible bene-
ficiary only for services for which the
Medicaid State agency has made pay-
ment, or for which it may be liable. A
Medicaid State agency is considered a
party only when it files a timely rede-
termination request with respect to a
claim for items or services furnished to
a beneficiary in accordance with 42
CFR parts 940 through 958. If a State
agency files a request for redetermina-
tion, it may retain party status at the
QIC, ALJ, MAC, and judicial review
levels.

§405.910 Appointed representatives.

(a) Scope of representation. An ap-
pointed representative may act on be-

42 CFR Ch. IV (10-1-15 Edition)

half of an individual or entity in exer-
cising his or her right to an initial de-
termination or appeal. Appointed rep-
resentatives do not have party status
and may take action only on behalf of
the individual or entity that they rep-
resent.

(b) Persons not qualified. A party may
not name as an appointed representa-
tive, an individual who is disqualified,
suspended, or otherwise prohibited by
law from acting as a representative in
any proceedings before DHHS, or in en-
titlement appeals, before SSA.

(c) Completing a valid appointment.
For purposes of this subpart, an ap-
pointment of representation must:

(1) Be in writing and signed and dated
by both the party and individual agree-
ing to be the representative;

(2) Provide a statement appointing
the representative to act on behalf of
the party, and in the case of a bene-
ficiary, authorizing the adjudicator to
release identifiable health information
to the appointed representative.

(3) Include a written explanation of
the purpose and scope of the represen-
tation;

(4) Contain both the party’s and ap-
pointed representative’s name, phone
number, and address;

(5) Identify the beneficiary’s Medi-
care health insurance claim number
when the beneficiary is the party ap-
pointing a representative;

(6) Include the appointed representa-
tive’s professional status or relation-
ship to the party;

(7) Be filed with the entity processing
the party’s initial determination or ap-
peal.

(d) Curing a defective appointment of
representative. (1) If any one of the
seven elements named in paragraph (c)
of this section is missing from the ap-
pointment, the adjudicator should con-
tact the party and provide a descrip-
tion of the missing documentation or
information.

(2) Unless the defect is cured, the pro-
spective appointed representative lacks
the authority to act on behalf of the
party, and is not entitled to obtain or
receive any information related to the
appeal, including the appeal decision.

(e) Duration of appointment. (1) Unless
revoked, an appointment is considered
valid for 1 year from the date that the
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Appointment of Representative (AOR)
form or other conforming written in-
strument contains the signatures of
both the party and the appointed rep-
resentative.

(2) To initiate an appeal within the 1-
year time frame, the representative
must file a copy of the AOR form, or
other conforming written instrument,
with the appeal request. Unless re-
voked, the representation is valid for
the duration of an individual’s appeal
of an initial determination.

(3) For an initial determination of a
Medicare Secondary Payer recovery
claim, an appointment signed in con-
nection with the party’s efforts to
make a claim for third party payment
is valid from the date that appoint-
ment is signed for the duration of any
subsequent appeal, unless the appoint-
ment is specifically revoked.

(4) For an initial determination of a
Medicare Secondary Payer recovery
claim, an appointment signed by an ap-
plicable plan which has party status in
accordance with §405.906(a)(1)(iv) is
valid from the date that appointment
is signed for the duration of any subse-
quent appeal, unless the appointment
is specifically revoked.

(f) Appointed representative fees—(1)
General rule. An appointed representa-
tive for a beneficiary who wishes to
charge a fee for services rendered in
connection with an appeal before the
Secretary must obtain approval of the
fee from the Secretary. Services ren-
dered below the ALJ level are not con-
sidered proceedings before the Sec-
retary.

(2) No fees or costs against trust funds.
No award of attorney or any other rep-
resentative’s fees or any costs in con-
nection with an appeal may be made
against the Medicare trust funds.

(3) Special rules for providers and sup-
pliers. A provider or supplier that fur-
nished the items or services to a bene-
ficiary that are the subject of the ap-
peal may represent that beneficiary in
an appeal under this subpart, but the
provider or supplier may not charge
the beneficiary any fee associated with
the representation. If a provider or sup-
plier furnishes services or items to a
beneficiary, the provider or supplier
may not represent the beneficiary on
the issues described in section 1879(a)(2)

§405.910

of the Act, unless the provider or sup-
plier waives the right to payment from
the beneficiary for the services or
items involved in the appeal.

(4) Special rules for purposes of third
party payment. The Secretary does not
review fee arrangements made by a
beneficiary for purposes of making a
claim for third party payment (as de-
fined in 42 CFR 411.21) even though the
representation may ultimately include
representation for a Medicare Sec-
ondary Payer recovery claim.

() Reasonableness of representative
fees. In determining the reasonableness
of a representative’s fee, the Secretary
will not apply the test specified in sec-
tions 206(a)(2) and (a)(3) of the Act.

(g) Responsibilities of an appointed rep-
resentative. (1) An appointed representa-
tive has an affirmative duty to—

(i) Inform the party of the scope and
responsibilities of the representation;

(ii) Inform the party of the status of
the appeal and the results of actions
taken on behalf of the party, including,
but not limited to, notification of ap-
peal determinations, decisions, and fur-
ther appeal rights;

(iii) Disclose to a beneficiary any fi-
nancial risk and liability of a non-as-
signed claim that the beneficiary may
have;

(iv) Not act contrary to the interest
of the party; and

(v) Comply with all laws and CMS
regulations, CMS Rulings, and instruc-
tions.

(2) An appeal request filed by a pro-
vider or supplier described in para-
graph (f)(3) of this section must also in-
clude a statement signed by the pro-
vider or supplier stating that no finan-
cial liability is imposed on the bene-
ficiary in connection with that rep-
resentation. If applicable, the appeal
request must also include a signed
statement that the provider or supplier
waives the right to payment from the
beneficiary for services or items re-
garding issues described in section
1879(a)(2) of the Act.

(h) Authority of an appointed rep-
resentative. An appointed representa-
tive may, on behalf of the party—

(1) Obtain appeals information about
the claim to the same extent as the
party;

(2) Submit evidence;
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(3) Make statements about facts and
law; and

(4) Make any request, or give, or re-
ceive, any notice about the appeal pro-
ceedings.

(1) Notice or request to an appointed
representative—(1) Initial determinations.
When a contractor takes an action or
issues an initial determination, it
sends the action or notice to the party.

(2) Appeals. When a contractor, QIC,
ALJ, or the MAC takes an action or
issues a redetermination, reconsider-
ation, or appeal decision, in connection
with an initial determination, it sends
notice of the action to the appointed
representative.

(3) The contractor, QIC, ALJ or MAC
sends any requests for information or
evidence regarding a claim that is ap-
pealed to the appointed representative.
The contractor sends any requests for
information or evidence regarding an
initial determination to the party.

(4) For initial determinations and ap-
peals involving Medicare Secondary
Payer recovery claims where the bene-
ficiary is a party, the adjudicator sends
notices and requests to both the bene-
ficiary and the beneficiary’s represent-
ative, if the beneficiary has a rep-
resentative.

(j) Effect of notice or request to an ap-
pointed representative. A notice or re-
quest sent to the appointed representa-
tive has the same force and effect as if
was sent to the party.

(k) Information available to the ap-
pointed representative. An appointed
representative may obtain any and all
appeals information applicable to the
claim at issue that is available to the
party.

(1) Delegation of appointment by ap-
pointed representative. An appointed
representative may not designate an-
other individual to act as the ap-
pointed representative of the party un-
less—

(1) The appointed representative pro-
vides written notice to the party of the
appointed representative’s intent to
delegate to another individual. The no-
tice must include:

(i) The name of the designee; and

(i1) The designee’s acceptance to be
obligated and comply with the require-
ments of representation under this sub-
part.

42 CFR Ch. IV (10-1-15 Edition)

(2) The party accepts the designation
as evidenced by a written statement
signed by the party. This signed state-
ment is not required when the ap-
pointed representative and designee
are attorneys in the same law firm or
organization.

(m) Revoking the appointment of rep-
resentative. (1) A party may revoke an
appointment of representative without
cause at any time.

(2) Revocation. Revocation is not ef-
fective until the adjudicator receives a
signed, written statement from the
party.

(3) Death of the party. (i) The death of
a party terminates the authority of the
appointed representative, except as
specified in paragraph (m)(3)(ii) of this
section.

(ii) A party’s death does not termi-
nate an appeal that is in progress if an-
other individual or entity may be enti-
tled to receive or obligated to make
payment for the items or services that
are the subject of the appeal. The ap-
pointment of representative remains in
effect for the duration of the appeal ex-
cept for MSP recovery claims.

[70 FR 11472, Mar. 8, 2005, as amended at 80
FR 10617, Feb. 27, 2015]

§405.912 Assignment of appeal rights.

(a) Who may be an assignee. Only a
provider, or supplier that—

(1) Is not a party to the initial deter-
mination as defined in §405.906; and

(2) Furnished an item or service to
the beneficiary may seek assignment
of appeal rights from the beneficiary
for that item or service.

(b) Who may not be an assignee. An in-
dividual or entity who is not a provider
or supplier may not be an assignee. A
provider or supplier that furnishes an
item or service to a beneficiary may
not seek assignment for that item or
service when considered a party to the
initial determination as defined in
§405.906.

(c) Requirements for a valid assignment
of appeal right. The assignment of ap-
peal rights must—

(1) Be executed using a CMS standard
form;

(2) Be in writing and signed by both
the beneficiary assigning his or her ap-
peal rights and by the assignee;
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(3) Indicate the item or service for
which the assignment of appeal rights
is authorized;

(4) Contain a waiver of the assignee’s
right to collect payment from the as-
signor for the specific item or service
that are the subject of the appeal ex-
cept as set forth in paragraph (d)(2) of
this section; and

(6) Be submitted at the same time
the request for redetermination or
other appeal is filed.

(d) Waiver of right to collect payment.
(1) Except as specified in paragraph
(d)(2) of this section, the assignee must
waive the right to collect payment for
the item or service for which the as-
signment of appeal rights is made. If
the assignment is revoked under para-
graph (g2)(2) or (g)(3) of this section, the
waiver of the right to collect payment
nevertheless remains valid. A waiver of
the right to collect payment remains
in effect regardless of the outcome of
the appeal decision.

(2) The assignee is not prohibited
from recovering payment associated
with coinsurance or deductibles or
when an advance beneficiary notice is
properly executed.

(e) Duration of a wvalid assignment of
appeal rights. Unless revoked, the as-
signment of appeal rights is valid for
all administrative and judicial review
associated with the item or service as
indicated on the standard CMS form,
even in the event of the death of the
assignor.

(f) Rights of the assignee. When a valid
assignment of appeal rights is exe-
cuted, the assignor transfers all appeal
rights involving the particular item or
service to the assignee. These include,
but are not limited to—

(1) Obtaining information about the
claim to the same extent as the as-
signor;

(2) Submitting evidence;

(3) Making statements about facts or
law; and

(4) Making any request, or giving, or
receiving any notice about appeal pro-
ceedings.

(g8) Revocation of assignment. When an
assignment of appeal rights is revoked,
the rights to appeal revert to the as-
signor. An assignment of appeal rights
may be revoked in any of the following
ways:

§405.921

(1) In writing by the assignor. The rev-
ocation of assignment must be deliv-
ered to the adjudicator and the as-
signee, and is effective on the date of
receipt by the adjudicator.

(2) By abandonment if the assignee
does not file an appeal of an unfavor-
able decision.

(3) By act or omission by the assignee
that is determined by an adjudicator to
be contrary to the financial interests
of the assignor.

(h) Responsibilities of the assignee.
Once the assignee files an appeal, the
assignee becomes a party to the appeal.
The assignee must meet all require-
ments for appeals that apply to any
other party.

[70 FR 11472, Mar. 8, 2005, as amended at 70
FR 37702, June 30, 2005]

INITIAL DETERMINATIONS

§405.920 Initial determinations.

After a claim is filed with the appro-
priate contractor in the manner and
form described in subpart C of part 424
of this chapter, the contractor must—

(a) Determine if the items and serv-
ices furnished are covered or otherwise
reimbursable under title XVIII of the
Act;

(b) Determine any amounts payable
and make payment accordingly; and

(c) Notify the parties to the initial
determination of the determination in
accordance with §405.921.

§405.921
tion.

Notice of initial determina-

(a) Notice of initial determination sent
to the beneficiary. (1) The notice must
be written in a manner calculated to be
understood by the beneficiary, and sent
to the last known address of the bene-
ficiary.

(2) Content of the notice. The notice of
initial determination must contain all
of the following:

(i) The reasons for the determination,
including whether a local medical re-
view policy, a local coverage deter-
mination, or national coverage deter-
mination was applied.

(ii) The procedures for obtaining ad-
ditional information concerning the
contractor’s determination, such as a
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specific provision of the policy, man-
ual, law or regulation used in making
the determination.

(iii) Information on the right to a re-
determination if the beneficiary is dis-
satisfied with the outcome of the ini-
tial determination and instructions on
how to request a redetermination.

(iv) Any other requirements specified
by CMS.

(b) Notice of initial determination sent
to providers and suppliers. (1) An elec-
tronic or paper remittance advice (RA)
notice is the notice of initial deter-
mination sent to providers and sup-
pliers that accept assignment.

(i) The electronic RA must comply
with the format and content require-
ments of the standard adopted for na-
tional use by covered entities under
the Health Insurance Portability and
Accountability Act (HIPAA) and re-
lated CMS manual instructions.

(ii) When a paper RA is mailed, it
must comply with CMS manual in-
structions that parallel the HIPAA
data content and coding requirements.

(2) The notice of initial determina-
tion must contain all of the following:

(i) The basis for any full or partial
denial determination of services or
items on the claim.

(ii) Information on the right to a re-
determination if the provider or sup-
plier is dissatisfied with the outcome
of the initial determination.

(iii) All applicable claim adjustment
reason and remark codes to explain the
determination.

(iv) The source of the RA and who
may be contacted if the provider or
supplier requires further information.

(v) All content requirements of the
standard adopted for national use by
covered entities under HIPAA.

(vi) Any other requirements specified
by CMS.

(c) Notice of initial determination sent
to an applicable plan—(1) Content of the
notice. The notice of initial determina-
tion under §405.924(b)(16) must contain
all of the following:

(i) The reasons for the determination.

(ii) The procedures for obtaining ad-
ditional information concerning the
contractor’s determination, such as a
specific provision of the policy, man-
ual, law or regulation used in making
the determination.

42 CFR Ch. IV (10-1-15 Edition)

(iii) Information on the right to a re-
determination if the liability insurance
(including self-insurance), no-fault in-
surance, or workers’ compensation law
or plan is dissatisfied with the outcome
of the initial determination and in-
structions on how to request a redeter-
mination.

(iv) Any other requirements specified
by CMS.

(2) [Reserved]

[70 FR 11472, Mar. 8, 2005, as amended at 80
FR 10617, Feb. 27, 2015]

§405.922 Time frame for processing
initial determinations.

The contractor issues initial deter-
minations on clean claims within 30
calendar days of receipt if they are sub-
mitted by or on behalf of the bene-
ficiary who received the items and/or
services; otherwise, interest must be
paid at the rate specified at 31 U.S.C.
3902(a) for the period beginning on the
day after the required payment date
and ending on the date payment is
made.

[70 FR 11472, Mar. 8, 2005, as amended at 74
FR 65333, Dec. 9, 2009]

§405.924 Actions that are initial deter-
minations.

(a) Applications and entitlement of indi-
viduals. SSA makes initial determina-
tions and processes reconsiderations
with respect to an individual on the
following:

(1) A determination with respect to
entitlement to hospital insurance or
supplementary medical insurance
under Medicare.

(2) A disallowance of an individual’s
application for entitlement to hospital
or supplementary medical insurance, if
the individual fails to submit evidence
requested by SSA to support the appli-
cation. (SSA specifies in the initial de-
termination the conditions of entitle-
ment that the applicant failed to estab-
lish by not submitting the requested
evidence).

(3) A denial of a request for with-
drawal of an application for hospital or
supplementary medical insurance, or a
denial of a request for cancellation of a
request for withdrawal.

(4) A determination as to whether an
individual, previously determined as
entitled to hospital or supplementary
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medical insurance, is no longer enti-
tled to those benefits, including a de-
termination based on nonpayment of
premiums.

(b) Claims made by or on behalf of bene-
ficiaries. The Medicare contractor
makes initial determinations regarding
claims for benefits under Medicare
Part A and Part B. A finding that a re-
quest for payment or other submission
does not meet the requirements for a
Medicare claim as defined in §424.32 of
this chapter, is not considered an ini-
tial determination. An initial deter-
mination for purposes of this subpart
includes, but is not limited to, deter-
minations with respect to any of the
following:

(1) If the items and/or services fur-
nished are covered under title XVIII.

(2) In the case of determinations on
the basis of section 1879(b) or (c) of the
Act, if the beneficiary, or supplier who
accepts assignment under §424.55 of
this chapter knew, or could reasonably
have expected to know at the time the
items or services were furnished, that
the items or services were not covered.

(3) In the case of determinations on
the basis of section 1842(1)(1) of the Act,
if the beneficiary or physician knew, or
could reasonably have expected to
know at the time the services were fur-
nished, that the services were not cov-
ered.

(4) Whether the deductible is met.

(5) The computation of the coinsur-
ance amount.

(6) The number of days used for inpa-
tient hospital, psychiatric hospital, or
post-hospital extended care.

(7) Periods of hospice care used.

(8) Requirements for certification
and plan of treatment for physician
services, durable medical equipment,
therapies, inpatient hospitalization,
skilled nursing care, home health, hos-
pice, and partial hospitalization serv-
ices.

(9) The beginning and ending of a
spell of illness, including a determina-
tion made under the presumptions es-
tablished under §409.60(c)(2) of this
chapter, and as specified in §409.60(c)(4)
of this chapter.

(10) The medical necessity of serv-
ices, or the reasonableness or appro-
priateness of placement of an indi-
vidual at an acute level of patient care

§405.924

made by the Quality Improvement Or-
ganization (QIO) on behalf of the con-
tractor in accordance with §476.86(c)(1)
of this chapter.

(11) Any other issues having a
present or potential effect on the
amount of benefits to be paid under
Part A or Part B of Medicare, including
a determination as to whether there
was an underpayment of benefits paid
under Part A or Part B, and if so, the
amount thereof.

(12) If a waiver of adjustment or re-
covery under sections 1870(b) and (c) of
the Act is appropriate—

(i) When an overpayment of hospital
insurance benefits or supplementary
medical insurance benefits (including a
payment under section 1814(e) of the
Act) was made for an individual; or

(ii) For a Medicare Secondary Payer
recovery claim against a beneficiary or
against a provider or supplier.

(13) If a particular claim is not pay-
able by Medicare based upon the appli-
cation of the Medicare Secondary
Payer provisions of section 1862(b) of
the Act.

(14) Under the Medicare Secondary
Payer provisions of sections 1862(b) of
the Act that Medicare has a recovery
claim against a provider, supplier, or
beneficiary for services or items that
were already paid by the Medicare pro-
gram, except when the Medicare Sec-
ondary Payer recovery claim against
the provider or supplier is based upon
failure to file a proper claim as defined
in part 411 of this chapter because this
action is a reopening.

(15) A claim not payable to a bene-
ficiary for the services of a physician
who has opted-out.

(16) Under the Medicare Secondary
Payer provisions of section 1862(b) of
the Act that Medicare has a recovery
claim if Medicare is pursuing recovery
directly from an applicable plan. That
is, there is an initial determination
with respect to the amount and exist-
ence of the recovery claim.

(¢c) Determinations by @IOs. An initial
determination for purposes of this sub-
part also includes a determination
made by a QIO that:

(1) A provider can terminate services
provided to an individual when a physi-
cian certified that failure to continue
the provision of those services is likely
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to place the individual’s health at sig-
nificant risk; or

(2) A provider can discharge an indi-
vidual from the provider of services.

[70 FR 11472, Mar. 8, 2005, as amended at 74
FR 65333, Dec. 9, 2009; 79 FR 68001, Nov. 13,
2014; 80 FR 10618, Feb. 27, 2015]

§405.925 Decisions of utilization re-
view committees.

(a) General rule. A decision of a utili-
zation review committee is a medical
determination by a staff committee of
the provider or a group similarly com-
posed and does not constitute a deter-
mination by the Secretary within the
meaning of section 1869 of the Act. The
decision of a utilization review com-
mittee may be considered by CMS
along with other pertinent medical evi-
dence in determining whether or not an
individual has the right to have pay-
ment made under Part A of title XVIII.

(b) Applicability under the prospective
payment system. CMS may consider uti-
lization review committee decisions re-
lated to inpatient hospital services
paid for under the prospective payment
system (see part 412 of this chapter)
only as those decisions concern:

(1) The appropriateness of admissions
resulting in payments under subparts
D, E and G of part 412 of this chapter.

(2) The covered days of care involved
in determinations of outlier payments
under §412.80(a)(1)(i) of this chapter;
and

(3) The necessity of professional serv-
ices furnished in high cost outliers
under §412.80(a)(1)(ii) of this chapter.

[48 FR 39831, Sept. 1, 1983. Redesignated at 77
FR 29028, May 16, 2012]

§405.926 Actions that are not initial
determinations.

Actions that are not initial deter-
minations and are not appealable under
this subpart include, but are not lim-
ited to the following:

(a) Any determination for which CMS
has sole responsibility, for example one
of the following:

(1) If an entity meets the conditions
for participation in the program.

(2) If an independent laboratory
meets the conditions for coverage of
services.

(3) Determination under the Medicare
Secondary Payer provisions of section

42 CFR Ch. IV (10-1-15 Edition)

1862(b) of the Act of the debtor for a
particular recovery claim.

(b) The coinsurance amounts pre-
scribed by regulation for outpatient
services under the prospective payment
system.

(c) Any issue regarding the computa-
tion of the payment amount of pro-
gram reimbursement of general appli-
cability for which CMS or a carrier has
sole responsibility under Part B such
as the establishment of a fee schedule
set forth in part 414 of this chapter, or
an inherent reasonableness adjustment
pursuant to §405.502(g), and any issue
regarding the cost report settlement
process under Part A.

(d) Whether an individual’s appeal
meets the qualifications for expedited
access to judicial review provided in
§405.990.

(e) Any determination regarding
whether a Medicare overpayment claim
must be compromised, or collection ac-
tion terminated or suspended under the
Federal Claims Collection Act of 1966,
as amended.

(f) Determinations regarding the
transfer or discharge of residents of
skilled nursing facilities in accordance
with §483.12 of this chapter.

(g) Determinations regarding the re-
admission screening and annual resi-
dent review processes required by sub-
parts C and E of part 483 of this chap-
ter.

(h) Determinations for a waiver of
Medicare Secondary Payer recovery
under section 1862(b) of the Act.

(i) Determinations for a waiver of in-
terest.

(j) Determinations for a finding re-
garding the general applicability of the
Medicare Secondary Payer provisions
(as opposed to the application of these
provisions to a particular claim or
claims for Medicare payment for bene-
fits).

(k) Except as specified in
§405.924(b)(16), determinations under
the Medicare Secondary Payer provi-
sions of section 1862(b) of the Act that
Medicare has a recovery against an en-
tity that was or is required or respon-
sible (directly, as an insurer or self-in-
surer; as a third party administrator;
as an employer that sponsors, contrib-
utes to or facilitates a group health
plan or a large group health plan; or
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otherwise) to make payment for serv-
ices or items that were already reim-
bursed by the Medicare program.

(1) A contractor’s, QIC’s, ALJ’s, or
MAC’s determination or decision to re-
open or not to reopen an initial deter-
mination, redetermination, reconsider-
ation, hearing decision, or review deci-
sion.

(m) Determinations that CMS or its
contractors may participate in or act
as parties in an ALJ hearing or MAC
review.

(n) Determinations that a provider or
supplier failed to submit a claim time-
ly or failed to submit a timely claim
despite being requested to do so by the
beneficiary or the beneficiary’s
subrogee.

(0) Determinations with respect to
whether an entity qualifies for an ex-
ception to the electronic claims sub-
mission requirement under part 424 of
this chapter.

(p) Determinations by the Secretary
of sustained or high levels of payment
errors in accordance with section
1893(f)(3)(A) of the Act.

(a) A contractor’s prior determina-
tion related to coverage of physicians’
services.

(r) Requests for anticipated payment
under the home health prospective pay-
ment system under §409.43(c)(ii)(2) of
this chapter.

(s) Claim submissions on forms or
formats that are incomplete, invalid,
or do not meet the requirements for a
Medicare claim and returned or re-
jected to the provider or supplier.

[70 FR 11472, Mar. 8, 2005, as amended at 70
FR 37702, June 30, 2005; 80 FR 10618, Feb. 27,
2015]

§405.927 Initial determinations sub-

ject to the reopenings process.
Minor errors or omissions in an ini-
tial determination must be corrected
only through the contractor’s re-
openings process under §405.980(a)(3).

§405.928 Effect of the initial deter-
mination.

(a) An initial determination de-
scribed in §405.924(a) is binding unless
it is revised or reconsidered in accord-
ance with 20 CFR 404.907, or revised as
a result of a reopening in accordance
with 20 CFR 404.988.

§405.942

(b) An initial determination de-
scribed in §405.924(b) is binding upon all
parties to the initial determination un-
less—

(1) A redetermination is completed in
accordance with §405.940 through
§405.958; or

(2) The initial determination is re-
vised as a result of a reopening in ac-
cordance with §405.980.

(c) An initial determination listed in
§405.924(b) where a party submits a
timely, valid request for redetermina-
tion under §405.942 through §405.944
must be processed as a redetermination
under §405.948 through §405.958 unless
the initial determination involves a
clerical error or other minor error or
omission.

REDETERMINATIONS

§405.940 Right to a redetermination.

A person or entity that may be a
party to a redetermination in accord-
ance with §405.906(b) and that is dissat-
isfied with an initial determination
may request a redetermination by a
contractor in accordance with §405.940
through §405.958, regardless of the
amount in controversy.

§405.942 Time frame for filing a re-
quest for a redetermination.

(a) Time frame for filing a request. Ex-
cept as provided in paragraph (b) of
this section, any request for redeter-
mination must be filed within 120 cal-
endar days from the date a party re-
ceives the notice of the initial deter-
mination.

(1) For purposes of this section, the
date of receipt of the initial determina-
tion will be presumed to be 5 calendar
days after the date of the notice of ini-
tial determination, unless there is evi-
dence to the contrary.

(2) The request is considered as filed
on the date it is received by the con-
tractor.

(b) Extending the time frame for filing a
request. General rule. If the 120 calendar
day period in which to file a request for
a redetermination has expired and a
party shows good cause, the contractor
may extend the time frame for filing a
request for redetermination.
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(1) How to request an extension. A
party may file a request for an exten-
sion of time for filing a request for a
redetermination with the contractor.
The party should include any evidence
supporting the request for extension.
The request for redetermination exten-
sion must—

(i) Be in writing;

(ii) State why the request for redeter-
mination was not filed within the re-
quired time frame; and

(iii) Meet the requirements of
§405.944.

(2) How the contractor determines if
good cause exists. In determining if a
party has good cause for missing a
deadline to request a redetermination,
the contractor considers—

(i) The circumstances that kept the
party from making the request on
time;

(ii) If the contractor’s action(s) mis-
led the party; and

(iii) If the party had or has any phys-
ical, mental, educational, or linguistic
limitations, including any lack of facil-
ity with the English language, that
prevented the party from filing a time-
ly request or from understanding or
knowing about the need to file a timely
request.

(8) Examples of good cause. Examples
of circumstances when good cause may
be found to exist include, but are not
limited to, the following situations:

(i) The party was prevented by seri-
ous illness from contacting the con-
tractor in person, in writing, or
through a friend, relative, or other per-
son; or

(ii) The party had a death or serious
illness in his or her immediate family;
or

(iii) Important records of the party
were destroyed or damaged by fire or
other accidental cause; or

(iv) The contractor gave the party in-
correct or incomplete information
about when and how to request a rede-
termination; or

(v) The party did not receive notice
of the determination or decision; or

(vi) The party sent the request to a
Government agency in good faith with-
in the time limit, and the request did
not reach the appropriate contractor
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until after the time period to file a re-
quest expired.

[70 FR 11472, Mar. 8, 2005, as amended at 74
FR 65333, Dec. 9, 2009]

§405.944 Place and method of filing a
request for a redetermination.

(a) Filing location. The request for re-
determination must be filed with the
contractor indicated on the notice of
initial determination.

(b) Content of redetermination request.
The request for redetermination must
be in writing and should be made on a
standard CMS form. A written request
that is not made on a standard CMS
form is accepted if it contains the same
required elements as follows:

(1) The beneficiary’s name;

(2) The Medicare health insurance
claim number;

(3) Specific service(s) and/or item(s)
for which the redetermination is being
requested and the specific date(s) of
the service;

(4) The name and signature of the
party or the representative of the
party.

(c) Requests for redetermination by
more than one party. If more than one
party timely files a request for redeter-
mination on the same claim before a
redetermination is made on the first
timely filed request, the contractor
must consolidate the separate requests
into one proceeding and issue one rede-
termination.

§405.946 Evidence to be submitted
with the redetermination request.

(a) Evidence submitted with the request.
When filing the request for redeter-
mination, a party must explain why it
disagrees with the contractor’s deter-
mination and should include any evi-
dence that the party believes should be
considered by the contractor in making
its redetermination.

(b) Evidence submitted after the request.
When a party submits additional evi-
dence after filing the request for rede-
termination, the contractor’s 60 cal-
endar day decision-making time frame
is automatically extended for up to 14
calendar days for each submission.

[70 FR 11472, Mar. 8, 2005, as amended at 70
FR 37702, June 30, 2005; 74 FR 65333, Dec. 9,
2009]
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§405.947 Notice to the beneficiary of
applicable plan’s request for a rede-
termination.

(a) A CMS contractor must send no-
tice of the applicable plan’s appeal to
the beneficiary.

(b) Issuance and content of the notice
must comply with CMS instructions.

[80 FR 10618, Feb. 27, 2015]

§405.948
tion.

A redetermination consists of an
independent review of an initial deter-
mination. In conducting a redeter-
mination, the contractor reviews the
evidence and findings upon which the
initial determination was based, and
any additional evidence the parties
submit or the contractor obtains on its
own. An individual who was not in-
volved in making the initial deter-
mination must make a redetermina-
tion. The contractor may raise and de-
velop new issues that are relevant to
the claims in the particular case.

Conduct of a redetermina-

§405.950 Time frame for making a re-
determination.

(a) General rule. The contractor
mails, or otherwise transmits, written
notice of the redetermination or dis-
missal to the parties to the redeter-
mination at their last known addresses
within 60 calendar days of the date the
contractor receives a timely filed re-
quest for redetermination.

(b) Exceptions. (1) If a contractor
grants an appellant’s request for an ex-
tension of the 120 calendar day filing
deadline made in accordance with
§405.942(b), the 60 calendar day deci-
sion-making time frame begins on the
date the contractor receives the late-
filed request for redetermination, or
when the request for an extension is
granted, whichever is later.

(2) If a contractor receives from mul-
tiple parties timely requests for rede-
termination of a claim determination,
consistent with §405.944(c), the con-
tractor must issue a redetermination
or dismissal within 60 calendar days of
the latest filed request.

(3) If a party submits additional evi-
dence after the request for redeter-
mination is filed, the contractor’s 60
calendar day decision-making time
frame is extended for up to 14 calendar

§405.952

days for each submission, consistent
with §405.946(b).

[70 FR 11472, Mar. 8, 2005, as amended at 70
FR 37702, June 30, 2005; 74 FR 65333, Dec. 9,
2009]

§405.952 Withdrawal or dismissal of a
request for a redetermination.

(a) Withdrawing a request. A party
that files a request for redetermination
may withdraw its request by filing a
written and signed request for with-
drawal. The request for withdrawal
must contain a clear statement that
the appellant is withdrawing the re-
quest for a redetermination and does
not intend to proceed further with the
appeal. The request must be received in
the contractor’s mailroom before a re-
determination is issued. The appeal
will proceed with respect to any other
parties that have filed a timely request
for redetermination.

(b) Dismissing a request. A contractor
dismisses a redetermination request,
either entirely or as to any stated
issue, under any of the following cir-
cumstances:

(1) When the person or entity re-
questing a redetermination is not a
proper party under §405.906(b) or does
not otherwise have a right to a redeter-
mination under section 1869(a) of the
Act;

(2) When the contractor determines
the party failed to make out a valid re-
quest for redetermination that sub-
stantially complies with §405.944;

(3) When the party fails to file the re-
determination request within the prop-
er filing time frame in accordance with
§405.942;

(4) When a beneficiary or the bene-
ficiary’s representative files a request
for redetermination, but the bene-
ficiary dies while the request is pend-
ing, and all of the following criteria
apply:

(i) The beneficiary’s surviving spouse
or estate has no remaining financial in-
terest in the case. In deciding this
issue, the contractor considers if the
surviving spouse or estate remains lia-
ble for the services for which payment
was denied or a Medicare contractor
held the beneficiary liable for subse-
quent similar services under the limi-
tation of liability provisions based on
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the denial of payment for services at
issue;

(ii) No other individual or entity
with a financial interest in the case
wishes to pursue the appeal; and

(iii) No other party filed a valid and
timely redetermination request under
§§405.942 and 405.944;

(5) When a party filing the redeter-
mination request submits a timely
written request for withdrawal with
the contractor; or

(6) When the contractor has not
issued an initial determination on the
claim or the matter for which a rede-
termination is sought.

(c) Notice of dismissal. A contractor
mails or otherwise transmits a written
notice of the dismissal of the redeter-
mination request to the parties at
their last known addresses. The notice
states that there is a right to request
that the contractor vacate the dis-
missal action.

(d) Vacating a dismissal. If good and
sufficient cause is established, a con-
tractor may vacate its dismissal of a
request for redetermination within 6
months from the date of the notice of
dismissal.

(e) Effect of dismissal. The dismissal of
a request for redetermination is bind-
ing unless it is modified or reversed by
a QIC under §405.974(b) or vacated
under paragraph (d) of this section.

[70 FR 11472, Mar. 8, 2005, as amended at 74
FR 65333, Dec. 9, 2009]

§405.954 Redetermination.

Upon the basis of the evidence of
record, the contractor adjudicates the
claim(s), and renders a redetermina-
tion affirming or reversing, in whole or
in part, the initial determination in
question.

§405.956 Notice of a redetermination.

(a) Notification to parties—(1) General
rule. Written notice of a redetermina-
tion affirming, in whole or in part, the
initial determination must be mailed
or otherwise transmitted to all parties
at their last known addresses in ac-
cordance with the time frames estab-
lished in §405.950. Written notice of a
redetermination fully reversing the
initial determination must be mailed
or otherwise transmitted to the appel-
lant in accordance with the time
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frames established in §405.950. If the re-
determination results in issuance of
supplemental payment to a provider or
supplier, the Medicare contractor must
also issue an electronic or paper RA
notice to the provider or supplier.

(2) Overpayment cases involving mul-
tiple beneficiaries who have no liability.
In an overpayment case involving mul-
tiple beneficiaries who have no liabil-
ity, the contractor may issue a written
notice only to the appellant.

(b) Content of the notice for affirma-
tions, in whole or in part. For decisions
that are affirmations, in whole or in
part, of the initial determination, the
redetermination must be written in a
manner calculated to be understood by
a beneficiary, and contain—

(1) A clear statement indicating the
extent to which the redetermination is
favorable or unfavorable;

(2) A summary of the facts, includ-
ing, as appropriate, a summary of the
clinical or scientific evidence used in
making the redetermination;

(3) An explanation of how pertinent
laws, regulations, coverage rules, and
CMS policies apply to the facts of the
case;

(4) A summary of the rationale for
the redetermination in clear, under-
standable language;

(5) Notification to the parties of their
right to a reconsideration and a de-
scription of the procedures that a party
must follow in order to request a re-
consideration, including the time
frame within which a reconsideration
must be requested;

(6) A statement of any specific miss-
ing documentation that must be sub-
mitted with a request for a reconsider-
ation, if applicable;

(7) A statement that all evidence the
appellant wishes to introduce during
the claim appeals process should be
submitted with the request for a recon-
sideration;

(8) Notification that evidence not
submitted to the QIC as indicated in
paragraph (b)(6) of this section, is not
considered at an ALJ hearing or fur-
ther appeal, unless the appellant dem-
onstrates good cause as to why that
evidence was not provided previously;
and
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(9) The procedures for obtaining addi-
tional information concerning the re-
determination, such as specific provi-
sions of the policy, manual, or regula-
tion used in making the redetermina-
tion.

(10) Any other requirements specified
by CMS.

(c) Content of the notice for a full rever-
sal. For decisions that are full reversals
of the initial determination, the rede-
termination must be in writing and
contain—

(1) A clear statement indicating that
the redetermination is wholly favor-
able;

(2) Any other requirements specified
by CMS.

(d) Exception for beneficiary appeal re-
quests. (1) The notice must inform bene-
ficiary appellants that the require-
ments of paragraph (b)(8) of this sec-
tion are not applicable for purposes of
beneficiary appeals.

(2) This exception does not apply for
appeal requests from beneficiaries who
are represented by providers or sup-
pliers.

§405.958 Effect of a redetermination.

In accordance with section
1869(2)(3)(D) of the Act, once a redeter-
mination is issued, it becomes part of
the initial determination. The redeter-
mination is binding upon all parties
unless—

(a) A reconsideration is completed in
accordance with §405.960 through
§405.978; or

(b) The redetermination is revised as
a result of a reopening in accordance
with §405.980.

[70 FR 11472, Mar. 8, 2005, as amended at 74
FR 65333, Dec. 9, 2009]

RECONSIDERATION

§405.960 Right to a reconsideration.

A person or entity that is a party to
a redetermination made by a con-
tractor as described under §405.940
through §405.958, and is dissatisfied
with that determination, may request
a reconsideration by a QIC in accord-
ance with §405.962 through §405.966, re-
gardless of the amount in controversy.

§405.964

§405.962 Timeframe for filing a re-
quest for a reconsideration.

(a) Timeframe for filing a request. Ex-
cept as provided in paragraph (b) of
this section and in §405.974(b)(1), re-
garding a request for QIC reconsider-
ation of a contractor’s dismissal of a
redetermination request, any request
for a reconsideration must be filed
within 180 calendar days from the date
the party receives the notice of the re-
determination.

(1) For purposes of this section, the
date of receipt of the redetermination
will be presumed to be 5 calendar days
after the date of the notice of redeter-
mination, unless there is evidence to
the contrary.

(2) For purposes of meeting the 180
calendar day filing deadline, the re-
quest is considered as filed on the date
it is received by the QIC.

(b) Ertending the time for filing a re-
quest—(1) General rule. A QIC may ex-
tend the 180 calendar day timeframe
for filing a request for reconsideration
for good cause.

(2) How to request an extension. A
party to the redetermination must file
its request for an extension of the time
for filing the reconsideration request
with its request for reconsideration. A
party should include evidence to sup-
port the request for extension. The re-
quest for reconsideration and request
for extension must—

(i) Be in writing;

(ii) State why the request for recon-
sideration was not filed within the re-
quired timeframe; and

(iii) Meet the requirements of
§405.964.

(3) How the QIC determines whether
good cause exists. In determining wheth-
er a party has good cause for missing a
deadline to request reconsideration,
the QIC applies the good cause provi-
sions contained in §405.942(b)(2) and
0)(3).

[70 FR 11472, Mar. 8, 2005, as amended at 74
FR 65334, Dec. 9, 2009]

§405.964 Place and method of filing a
request for a reconsideration.

(a) Filing location. The request for re-
consideration must be filed with the
QIC indicated on the notice of redeter-
mination.
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(b) Content of reconsideration request.
The request for reconsideration must
be in writing and should be made on a
standard CMS form. A written request
that is not made on a standard CMS
form is accepted if it contains the same
required elements, as follows:

(1) The beneficiary’s name;

(2) Medicare health insurance claim
number;

(3) Specific service(s) and item(s) for
which the reconsideration is requested
and the specific date(s) of service;

(4) The name and signature of the
party or the representative of the
party; and

(56) The name of the contractor that
made the redetermination.

(c) Requests for reconsideration by more
than one party. If more than one party
timely files a request for reconsider-
ation on the same claim before a recon-
sideration is made on the first timely
filed request, the QIC must consolidate
the separate requests into one pro-
ceeding and issue one reconsideration.

§405.966 Evidence to be submitted
with the reconsideration request.

(a) Evidence submitted with the request.
When filing a request for reconsider-
ation, a party should present evidence
and allegations of fact or law related to
the issue in dispute and explain why it
disagrees with the initial determina-
tion, including the redetermination.

(1) This evidence must include any
missing documentation identified in
the notice of redetermination, con-
sistent with §405.956(b)(6).

(2) Absent good cause, failure to sub-
mit all evidence, including documenta-
tion requested in the notice of redeter-
mination prior to the issuance of the
notice of reconsideration precludes
subsequent consideration of that evi-
dence.

(b) Evidence submitted after the request.
Each time a party submits additional
evidence after filing the request for re-
consideration, the QIC’s 60 calendar
day decisionmaking timeframe is auto-
matically extended by up to 14 cal-
endar days for each submission. This
extension does not apply to timely sub-
missions of documentation specifically
requested by a QIC, unless the docu-
mentation was originally requested in
the notice of redetermination.

42 CFR Ch. IV (10-1-15 Edition)

(c) Exception for beneficiaries and State
Medicaid Agencies that file reconsider-
ation requests. (1) Beneficiaries and
State Medicaid Agencies that file re-
quests for reconsideration are not re-
quired to comply with the require-
ments of paragraph (a) of this section.
However, the automatic 14 calendar
day extension described in paragraph
(b) of this section applies to each evi-
dence submission made after the re-
quest for reconsideration is filed.

(2) Beneficiaries who are represented
by providers or suppliers must comply
with the requirements of paragraph (a)
of this section.

[70 FR 11472, Mar. 8, 2005, as amended at 74
FR 65334, Dec. 9, 2009]

§405.968

(a) General rules. (1) A reconsider-
ation consists of an independent, on-
the-record review of an initial deter-
mination, including the redetermina-
tion and all issues related to payment
of the claim. In conducting a reconsid-
eration, the QIC reviews the evidence
and findings upon which the initial de-
termination, including the redeter-
mination, was based, and any addi-
tional evidence the parties submit or
that the QIC obtains on its own. If the
initial determination involves a find-
ing on whether an item or service is
reasonable and necessary for the diag-
nosis or treatment of illness or injury
(under section 1862(a)(1)(A) of the Act),
a QIC’s reconsideration must involve
consideration by a panel of physicians
or other appropriate health care profes-
sionals, and be based on clinical experi-
ence, the patient’s medical records, and
medical, technical, and scientific evi-
dence of record to the extent applica-
ble.

(b) Authority of the QIC. (1) National
coverage determinations (NCDs), CMS
Rulings, and applicable laws and regu-
lations are binding on the QIC.

(2) QICs are not bound by LCDs,
LMRPs, or CMS program guidance,
such as program memoranda and man-
ual instructions, but give substantial
deference to these policies if they are
applicable to a particular case. A QIC
may decline to follow a policy, if the
QIC determines, either at a party’s re-
quest or at its own discretion, that the

Conduct of a reconsideration.
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policy does not apply to the facts of
the particular case.

(3) If a QIC declines to follow a policy
in a particular case, the QIC’s reconsid-
eration explains the reasons why the
policy was not followed.

(4) A QIC’s decision to decline to fol-
low a policy under this section applies
only to the specific claim being recon-
sidered and does not have precedential
effect.

(5) A QIC may raise and develop new
issues that are relevant to the claims
in a particular case provided that the
contractor rendered a redetermination
with respect to the claims.

(¢c) Qualifications of the QIC’s panel
members. (1) Members of a QIC’s panel
who conduct reconsiderations must
have sufficient medical, legal, and
other expertise, including knowledge of
the Medicare program.

(2) When a redetermination is made
with respect to whether an item or
service is reasonable and necessary
(section 1862(a)(1)(A) of the Act), the
QIC designates a panel of physicians or
other appropriate health care profes-
sionals to consider the facts and cir-
cumstances of the redetermination.

(3) Where a claim pertains to the fur-
nishing of treatment by a physician, or
the provision of items or services by a
physician, a reviewing professional
must be a physician.

(d) Disqualification of a QIC panel
member. No physician or health care
professional employed by or otherwise
working for a QIC may review deter-
minations regarding—

(1) Health care services furnished to a
patient if that physician or health care
professional was directly responsible
for furnishing those services; or

(2) Health care services provided in or
by an institution, organization, or
agency, if that physician or health care
professional or any member of the phy-
sician’s family or health care profes-
sional’s family has, directly or indi-
rectly, a significant financial interest
in that institution, organization, or
agency (see the term family member as
defined in §405.902).

§405.970 Timeframe for making a re-
consideration.

(a) General rule. Within 60 calendar
days of the date the QIC receives a

§405.970

timely filed request for reconsideration
or any additional time provided by
paragraph (b) of this section, the QIC
mails, or otherwise transmits to the
parties at their last known addresses,
written notice of—

(1) The reconsideration;

(2) Its inability to complete its re-
view within 60 calendar days in accord-
ance with paragraphs (c¢c) through (e) of
this section; or

(3) Dismissal.

(b) Ezxceptions. (1) If a QIC grants an
appellant’s request for an extension of
the 180 calendar day filing deadline
made in accordance with §405.962(b),
the QIC’s 60 calendar day decision-
making timeframe begins on the date
the QIC receives the late filed request
for reconsideration, or when the re-
quest for an extension that meets the
requirements of §405.962(b) is granted,
whichever is later.

(2) If a QIC receives timely requests
for reconsideration from multiple par-
ties, consistent with §405.964(c), the
QIC must issue a reconsideration, no-
tice that it cannot complete its review,
or dismissal within 60 calendar days for
each submission of the latest filed re-
quest.

(3) Each time a party submits addi-
tional evidence after the request for re-
consideration is filed, the QIC’s 60 cal-
endar day decisionmaking timeframe is
extended by up to 14 calendar days for
each submission, consistent with
§405.966(b).

(c) Responsibilities of the QIC. Within
60 calendar days of receiving a request
for a reconsideration, or any additional
time provided for under paragraph (b)
of this section, a QIC must take one of
the following actions:

(1) Notify all parties of its reconsid-
eration, consistent with §405.976.

(2) Notify the parties that it cannot
complete the reconsideration by the
deadline specified in paragraph (b) of
this section and offer the appellant the
opportunity to escalate the appeal to
an ALJ. The QIC continues to process
the reconsideration unless it receives a
written request from the appellant to
escalate the case to an ALJ after the
adjudication period has expired.

(d) Responsibilities of the appellant. If
an appellant wishes to exercise the op-
tion of escalating the case to an ALJ,
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the appellant must notify the QIC in
writing.

(e) Actions following appellant’s notice.
(1) If the appellant fails to notify the
QIC, or notifies the QIC that the appel-
lant does not choose to escalate the
case, the QIC completes its reconsider-
ation and notifies the appellant of its
action consistent with §405.972 or
§405.976.

(2) If the appellant notifies the QIC
that the appellant wishes to escalate
the case, the QIC must take one of the
following actions within 5 calendar
days of receipt of the notice or 5 cal-
endar days from the end of the applica-
ble adjudication period under para-
graph (a) or (b) of this section:

(i) Complete its reconsideration and
notify all parties of its decision con-
sistent with §405.972 or §405.976.

(ii) Acknowledge the escalation no-
tice in writing and forward the case file
to the ALJ hearing office.

[70 FR 11472, Mar. 8, 2005, as amended at 70
FR 37702, June 30, 2005; 74 FR 65334, Dec. 9,
2009]

§405.972 Withdrawal or dismissal of a
request for a reconsideration.

(a) Withdrawing a request. An appel-
lant that files a request for reconsider-
ation may withdraw its request by fil-
ing a written and signed request for
withdrawal. The request for with-
drawal must—

(1) Contain a clear statement that
the appellant is withdrawing the re-
quest for reconsideration and does not
intend to proceed further with the ap-
peal.

(2) Be received in the QIC’s mailroom
before the reconsideration is issued.

(b) Dismissing a request. A QIC dis-
misses a reconsideration request, ei-
ther entirely or as to any stated issue,
under any of the following cir-
cumstances:

(1) When the person or entity re-
questing reconsideration is not a prop-
er party under §405.906(b) or does not
otherwise have a right to a reconsider-
ation under section 1869(b) of the Act;

(2) When the QIC determines that the
party failed to make out a valid re-
quest for reconsideration that substan-
tially complies with §405.964(a) and (b);

(3) When the party fails to file the re-
consideration request in accordance
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with the timeframes established in
§405.962, or fails to file the request for
reconsideration of a contractor’s dis-
missal of a redetermination request in
accordance with the timeframes estab-
lished in §405.974(b)(1);

(4) When a beneficiary or the bene-
ficiary’s representative files a request
for reconsideration, but the beneficiary
dies while the request is pending, and
all of the following criteria apply:

(i) The beneficiary’s surviving spouse
or estate has no remaining financial in-
terest in the case. In deciding this
issue, the QIC considers if the sur-
viving spouse or estate remains liable
for the services for which payment was
denied or a Medicare contractor held
the beneficiary liable for subsequent
similar services under the limitation of
liability provisions based on the denial
of payment for services at issue;

(ii) No other individual or entity
with a financial interest in the case
wishes to pursue the appeal; and

(iii) No other party to the redeter-
mination filed a valid and timely re-
quest for reconsideration under
§§405.962 and 405.964.

(5) When a party filing for the recon-
sideration submits a written request of
withdrawal to the QIC and satisfies the
criteria set forth in paragraph (a) of
this section before the reconsideration
has been issued; or

(6) When the contractor has not
issued a redetermination on the initial
determination for which a reconsider-
ation is sought.

(c) Notice of dismissal. A QIC mails or
otherwise transmits written notice of
the dismissal of the reconsideration re-
quest to the parties at their last known
addresses. The notice states that there
is a right to request that the con-
tractor vacate the dismissal action.
The appeal will proceed with respect to
any other parties that have filed a
timely request for reconsideration.

(d) Vacating a dismissal. If good and
sufficient cause is established, a QIC
may vacate its dismissal of a request
for reconsideration within 6 months of
the date of the notice of dismissal.

(e) Effect of dismissal. The dismissal of
a request for reconsideration is binding
unless it is modified or reversed by an
ALJ under §405.1004 or vacated under
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paragraph (d) of this section. The dis-
missal of a request for reconsideration
of a contractor’s dismissal of a redeter-
mination request is binding and not
subject to further review unless va-
cated under paragraph (d) of this sec-
tion.

[70 FR 11472, Mar. 8, 2005, as amended at 74
FR 656334, Dec. 9, 2009]

§405.974 Reconsideration.

(a) Reconsideration of a contractor de-
termination. Except as provided in
§405.972, upon the basis of the evidence
of record, the QIC must issue a recon-
sideration affirming or reversing, in
whole or in part, the initial determina-
tion, including the redetermination, in
question.

(b) Reconsideration of contractor’s dis-
missal of a redetermination request. (1) A
party to a contractor’s dismissal of a
request for redetermination has a right
to have the dismissal reviewed by a
QIC, if the party files a written request
for review of the dismissal with the
QIC within 60 calendar days after re-
ceipt of the contractor’s notice of dis-
missal.

(i) For purposes of this section, the
date of receipt of the contractor’s no-
tice of dismissal is presumed to be 5
calendar days after the date of the no-
tice of dismissal, unless there is evi-
dence to the contrary.

(ii) For purposes of meeting the 60
calendar day filing deadline, the re-
quest is considered as filed on the date
it is received by the QIC indicated on
the notice of dismissal.

(2) If the QIC determines that the
contractor’s dismissal was in error, it
vacates the dismissal and remands the
case to the contractor for a redeter-
mination.

(3) A QIC’s reconsideration of a con-
tractor’s dismissal of a redetermina-
tion request is binding and not subject
to further review.

[70 FR 11472, Mar. 8, 2005, as amended at 70
FR 37703, June 30, 2005; 74 FR 65334, Dec. 9,
2009]

§405.976

(a) Notification to parties—(1) General
rules. (i) Written notice of the reconsid-
eration must be mailed or otherwise
transmitted to all parties at their last

Notice of a reconsideration.

§405.976

known addresses, in accordance with
the timeframes established in
§405.970(a) or (b).

(ii) The notice must be written in a
manner reasonably calculated to be un-
derstood by a beneficiary.

(iii) The QIC must promptly notify
the entity responsible for payment of
claims under Part A or Part B of its re-
consideration. If the reconsideration
results in issuance of supplemental
payment to a provider or supplier, the
Medicare contractor must also issue an
electronic or paper RA notice to the
provider or supplier.

(2) Overpayment cases involving mul-
tiple beneficiaries who have no liability.
In an overpayment case involving mul-
tiple beneficiaries who have no liabil-
ity, the QIC may issue a written notice
only to the appellant.

(b) Content of the notice. The reconsid-
eration must be in writing and con-
tain—

(1) A clear statement indicating
whether the reconsideration is favor-
able or unfavorable;

(2) A summary of the facts, including
as appropriate, a summary of the clin-
ical or scientific evidence used in mak-
ing the reconsideration;

(3) An explanation of how pertinent
laws, regulations, coverage rules, and
CMS policies, apply to the facts of the
case, including, where applicable, the
rationale for declining to follow an
LCD, LMRP, or CMS program guid-
ance;

(4) In the case of a determination on
whether an item or service is reason-
able or necessary under section
1862(a)(1)(A) of the Act, an explanation
of the medical and scientific rationale
for the decision;

(56) A summary of the rationale for
the reconsideration.

(i) If the notice of redetermination
indicated that specific documentation
should be submitted with the reconsid-
eration request, and the documenta-
tion was not submitted with the re-
quest for reconsideration, the summary
must indicate how the missing docu-
mentation affected the reconsider-
ation; and

(ii) The summary must also specify
that, consistent with §§405.956(b)(8) and
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405.966(b), all evidence, including evi-
dence requested in the notice of rede-
termination, that is not submitted
prior to the issuance of the reconsider-
ation will not be considered at an ALJ
level, or made part of the administra-
tive record, unless the appellant dem-
onstrates good cause as to why the evi-
dence was not provided prior to the
issuance of the QIC’s reconsideration.
This requirement does not apply to
beneficiaries, unless the beneficiary is
represented by a provider or supplier or
to State Medicaid Agencies;

(6) Information concerning to the
parties’ right to an ALJ hearing, in-
cluding the applicable amount in con-
troversy requirement and aggregation
provisions;

(7) A statement of whether the
amount in controversy needed for an
ALJ hearing is met when the reconsid-
eration is partially or fully unfavor-
able;

(8) A description of the procedures
that a party must follow in order to ob-
tain an ALJ hearing of an expedited re-
consideration, including the time
frame under which a request for an
ALJ hearing must be filed;

(9) If appropriate, advice as to the re-
quirements for use of the expedited ac-
cess to judicial review process set forth
in §405.990;

(10) The procedures for obtaining ad-
ditional information concerning the re-
consideration, such as specific provi-
sions of the policy, manual, or regula-
tion used in making the reconsider-
ation; and

(11) Any other requirements specified
by CMS.

§405.978 Effect of a reconsideration.

A reconsideration is binding on all
parties, unless—

(a) An ALJ decision is issued in ac-
cordance to a request for an ALJ hear-
ing made in accordance with §405.1014;

(b) A review entity issues a decision
in accordance to a request for expe-
dited access to judicial review under
§405.990; or

(c) The reconsideration is revised as a
result of a reopening in accordance
with §405.980.

[70 FR 11472, Mar. 8, 2005, as amended at 74
FR 656334, Dec. 9, 2009]

42 CFR Ch. IV (10-1-15 Edition)

REOPENINGS

§405.980 Reopening of initial deter-
minations, redeterminations, recon-
siderations, hearings, and reviews.

(a) General rules. (1) A reopening is a
remedial action taken to change a
binding determination or decision that
resulted in either an overpayment or
underpayment, even though the bind-
ing determination or decision may
have been correct at the time it was
made based on the evidence of record.
That action may be taken by—

(i) A contractor to revise the initial
determination or redetermination;

(i1) A QIC to revise the reconsider-
ation;

(iii) An ALJ to revise the hearing de-
cision; or

(iv) The MAC to revise the hearing or
review decision.

(2) If a contractor issues a denial of a
claim because it did not receive re-
quested documentation during medical
review and the party subsequently re-
quests a redetermination, the con-
tractor must process the request as a
reopening.

(3) Notwithstanding paragraph (a)(4)
of this section, a contractor must proc-
ess clerical errors (which includes
minor errors and omissions) as re-
openings, instead of as redetermina-
tions as specified in §405.940. If the con-
tractor receives a request for reopening
and disagrees that the issue is a cler-
ical error, the contractor must dismiss
the reopening request and advise the
party of any appeal rights, provided
the timeframe to request an appeal on
the original denial has not expired. For
purposes of this section, clerical error
includes human or mechanical errors
on the part of the party or the con-
tractor such as—

(i) Mathematical or computational
mistakes;

(ii) Inaccurate data entry; or

(iii) Denials of claims as duplicates.

(4) When a party has filed a valid re-
quest for an appeal of an initial deter-
mination, redetermination, reconsider-
ation, hearing, or MAC review, no adju-
dicator has jurisdiction to reopen an
issue on a claim that is under appeal
until all appeal rights for that issue
are exhausted. Once the appeal rights
for the issue have been exhausted, the
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contractor, QIC, ALJ, or MAC may re-
open as set forth in this section.

(5) The contractor’s, QIC’s, ALJ’s, or
MAC’s decision on whether to reopen is
binding and not subject to appeal.

(6) A determination under the Medi-
care secondary payer provisions of sec-
tion 1862(b) of the Act that Medicare
has an MSP recovery claim for services
or items that were already reimbursed
by the Medicare program is not a re-
opening, except where the recovery
claim is based upon a provider’s or sup-
plier’s failure to demonstrate that it
filed a proper claim as defined in part
411 of this chapter.

(b) Time frames and requirements for re-
opening initial determinations and rede-
terminations initiated by a contractor. A
contractor may reopen an initial deter-
mination or redetermination on its
own motion—

(1) Within 1 year from the date of the
initial determination or redetermina-
tion for any reason.

(2) Within 4 years from the date of
the initial determination or redeter-
mination for good cause as defined in
§405.986.

(3) At any time if there exists reli-
able evidence as defined in §405.902 that
the initial determination was procured
by fraud or similar fault as defined in
§405.902.

(4) At anytime if the initial deter-
mination is unfavorable, in whole or in
part, to the party thereto, but only for
the purpose of correcting a clerical
error on which that determination was
based.

(5) At any time to effectuate a deci-
sion issued under the coverage appeals
process.

(c) Time frame and requirements for re-
opening initial determinations and rede-
terminations requested by a party. (1) A
party may request that a contractor
reopen its initial determination or re-
determination within 1 year from the
date of the initial determination or re-
determination for any reason.

(2) A party may request that a con-
tractor reopen its initial determination
or redetermination within 4 years from
the date of the initial determination or
redetermination for good cause in ac-
cordance with §405.986.

(3) A party may request that a con-
tractor reopen its initial determination

§405.980

at any time if the initial determination
is unfavorable, in whole or in part, to
the party thereto, but only for the pur-
pose of correcting a clerical error on
which that determination was based.
Third party payer error does not con-
stitute clerical error. See §405.986(c).

(d) Time frame and requirements for re-
opening reconsiderations, hearing deci-
sions and reviews initiated by a QIC, ALJ,
or the MAC. (1) A QIC may reopen its
reconsideration on its own motion
within 180 calendar days from the date
of the reconsideration for good cause in
accordance with §405.986. If the QIC’s
reconsideration was procured by fraud
or similar fault, then the QIC may re-
open at any time.

(2) An ALJ or the MAC may reopen a
hearing decision on its own motion
within 180 calendar days from the date
of the decision for good cause in ac-
cordance with §405.986. If the hearing
decision was procured by fraud or simi-
lar fault, then the ALJ or the MAC
may reopen at any time.

(3) The MAC may reopen its review
decision on its own motion within 180
calendar days from the date of the re-
view decision for good cause in accord-
ance with §405.986. If the MAC’s deci-
sion was procured by fraud or similar
fault, then the MAC may reopen at any
time.

(e) Time frames and requirements for re-
opening reconsiderations, hearing deci-
sions, and reviews requested by a party.
(1) A party to a reconsideration may
request that a QIC reopen its reconsid-
eration within 180 calendar days from
the date of the reconsideration for good
cause in accordance with §405.986.

(2) A party to a hearing may request
that an ALJ or the MAC reopen a hear-
ing decision within 180 calendar days
from the date of the hearing decision
for good cause in accordance with
§405.986.

(3) A party to a review may request
that the MAC reopen its decision with-
in 180 calendar days from the date of
the review decision for good cause in
accordance with §405.986.

[70 FR 11472, Mar. 8, 2005, as amended at 70
FR 37703, June 30, 2005; 74 FR 65334, Dec. 9,
2009]
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§405.982 Notice of a revised deter-
mination or decision.

(a) When adjudicators initiate re-
openings. When any determination or
decision is reopened and revised as pro-
vided in §405.980, the contractor, QIC,
ALJ, or the MAC must mail its revised
determination or decision to the par-
ties to that determination or decision
at their last known address. In the case
of a full or partial reversal resulting in
issuance of a payment to a provider or
supplier, a revised electronic or paper
remittance advice notice must be
issued by the Medicare contractor. An
adverse revised determination or deci-
sion must state the rationale and basis
for the reopening and revision and any
right to appeal.

(b) Reopenings initiated at the request
of a party. The contractor, QIC, ALJ, or
the MAC must mail its revised deter-
mination or decision to the parties to
that determination or decision at their
last known address. In the case of a full
or partial reversal resulting in issuance
of a payment to a provider or supplier,
a revised electronic or paper remit-
tance advice notice must be issued by
the Medicare contractor. An adverse
revised determination or decision must
state the rationale and basis for the re-
opening and revision and any right to
appeal.

§405.984 Effect of a revised determina-
tion or decision.

(a) Initial determinations. The revision
of an initial determination is binding
upon all parties unless a party files a
written request for a redetermination
that is accepted and processed in ac-
cordance with §405.940 through §405.958.

(b) Redeterminations. The revision of a
redetermination is binding upon all
parties unless a party files a written
request for a QIC reconsideration that
is accepted and processed in accord-
ance with §405.960 through §405.978.

(c) Reconsiderations. The revision of a
reconsideration is binding upon all par-
ties unless a party files a written re-
quest for an ALJ hearing that is ac-
cepted and processed in accordance
with §405.1000 through §405.1064.

(d) ALJ Hearing decisions. The revi-
sion of a hearing decision is binding
upon all parties unless a party files a
written request for a MAC review that

42 CFR Ch. IV (10-1-15 Edition)

is accepted and processed in accord-
ance with §405.1100 through §405.1130.

(e) MAC review. The revision of a
MAC review is binding upon all parties
unless a party files a civil action in
which a Federal district court accepts
jurisdiction and issues a decision.

(f) Appeal of only the portion of the de-
termination or decision revised by the re-
opening. Only the portion of the initial
determination, redetermination, recon-
sideration, or hearing decision revised
by the reopening may be subsequently
appealed.

(g) Effect of a revised determination or
decision. A revised determination or de-
cision is binding unless it is appealed
or otherwise reopened.

§405.986 Good cause for reopening.

(a) Establishing good cause. Good
cause may be established when—

(1) There is new and material evi-
dence that—

(i) Was not available or known at the
time of the determination or decision;
and

(ii) May result in a different conclu-
sion; or

(2) The evidence that was considered
in making the determination or deci-
sion clearly shows on its face that an
obvious error was made at the time of
the determination or decision.

(b) Change in substantive law or inter-
pretative policy. A change of legal inter-
pretation or policy by CMS in a regula-
tion, CMS ruling, or CMS general in-
struction, or a change in legal interpre-
tation or policy by SSA in a regula-
tion, SSA ruling, or SSA general in-
struction in entitlement appeals,
whether made in response to judicial
precedent or otherwise, is not a basis
for reopening a determination or hear-
ing decision under this section. This
provision does not preclude contractors
from conducting reopenings to effec-
tuate coverage decisions issued under
the authority granted by section 1869(f)
of the Act.

(c) Third party payer error. A request
to reopen a claim based upon a third
party payer’s error in making a pri-
mary payment determination when
Medicare processed the claim in ac-
cordance with the information in its
system of records or on the claim form

178



Centers for Medicare & Medicaid Services, HHS

does not constitute good cause for re-
opening.

[70 FR 11472, Mar. 8, 2005, as amended at 70
FR 37703, June 30, 2005]

EXPEDITED ACCESS TO JUDICIAL REVIEW

§405.990 Expedited access to judicial
review.

(a) Process for expedited access to judi-
cial review. (1) For purposes of this sec-
tion, a ‘‘review entity’” means an enti-
ty of up to three reviewers who are
ALJs or members of the Departmental
Appeals Board (DAB), as determined by
the Secretary.

(2) In order to obtain expedited ac-
cess to judicial review (EAJR), a re-
view entity must certify that the Medi-
care Appeals Council (MAC) does not
have the authority to decide the ques-
tion of law or regulation relevant to
the matters in dispute and that there
is no material issue of fact in dispute.

(3) A party may make a request for
EAJR only once with respect to a ques-
tion of law or regulation for a specific
matter in dispute in an appeal.

(b) Conditions for making the expedited
appeals request. (1) A party may request
EAJR in place of an ALJ hearing or
MAC review if the following conditions
are met:

(i) A QIC has made a reconsideration
determination and the party has filed a
request for—

(A) An ALJ hearing in accordance
with §405.1002 and a decision, dismissal
order, or remand order of the ALJ has
not been issued;

(B) MAC review in accordance with
§405.1102 and a final decision, dismissal
order, or remand order of the MAC has
not been issued; or

(ii) The appeal has been escalated
from the QIC to the ALJ level after the
period described in §405.970(a) and
§405.970(b) has expired, and the QIC
does not issue a decision or dismissal
order within the timeframe described
in §405.970(e).

(2) The requestor is a party, as de-
fined in paragraph (e) of this section.

(3) The amount remaining in con-
troversy meets the requirements of
§405.1006(b) or (c).

(4) If there is more than one party to
the reconsideration, hearing, or MAC

§405.990

review, each party concurs, in writing,
with the request for the EAJR.

(5) There are no material issues of
fact in dispute.

(c) Content of the request for EAJR.
The request for EAJR must—

(1) Allege that there are no material
issues of fact in dispute and identify
the facts that the requestor considers
material and that are not disputed; and

(2) Assert that the only factor pre-
cluding a decision favorable to the re-
questor is—

(i) A statutory provision that is un-
constitutional, or a provision of a regu-
lation or national coverage determina-
tion and specify the statutory provi-
sion that the requestor considers un-
constitutional or the provision of a
regulation or a national coverage de-
termination that the requestor con-
siders invalid, or

(ii) A CMS Ruling that the requester
considers invalid;

(3) Include a copy of any QIC recon-
sideration and of any ALJ hearing de-
cision that the requester has received;

(4) If any QIC reconsideration or ALJ
hearing decision was based on facts
that the requestor is disputing, state
why the requestor considers those facts
to be immaterial; and

(5) If any QIC reconsideration or ALJ
hearing decision was based on a provi-
sion of a law, regulation, national cov-
erage determination or CMS Ruling in
addition to the one the requestor con-
siders unconstitutional or invalid, a
statement as to why further adminis-
trative review of how that provision
applies to the facts is not necessary.

(d) Place and time for an EAJR ve-
quest—(1) Method and place for filing re-
quest. The requestor may include an
EAJR request in his or her request for
an ALJ hearing or MAC review, or, if
an appeal is already pending with an
ALJ or the MAC, file a written EAJR
request with the ALJ hearing office or
MAC where the appeal is being consid-
ered. The ALJ hearing office or MAC
forwards the request to the review en-
tity within 5 calendar days of receipt.

(2) Time of filing request. The party
may file a request for the EAJR—

(i) If the party has requested a hear-
ing, at any time before receipt of the
notice of the ALJ’s decision; or
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(ii) If the party has requested MAC
review, at any time before receipt of
notice of the MAC’s decision.

(e) Parties to the EAJR. The parties to
the EAJR are the persons or entities
who were parties to the QIC’s reconsid-
eration determination and, if applica-
ble, to the ALJ hearing.

(f) Determination on EAJR request. (1)
The review entity described in para-
graph (a) of this section will determine
whether the request for EAJR meets
all of the requirements of paragraphs
(b), (c), and (d) of this section.

(2) Within 60 calendar days after the
date the review entity receives a re-
quest and accompanying documents
and materials meeting the conditions
in paragraphs (b), (¢), and (d) of this
section, the review entity will issue ei-
ther a certification in accordance to
paragraph (g) of this section or a denial
of the request.

(3) A determination by the review en-
tity either certifying that the require-
ments for EAJR are met pursuant to
paragraph (g) of this section or denying
the request is not subject to review by
the Secretary.

(4) If the review entity fails to make
a determination within the time frame
specified in paragraph (f)(2) of this sec-
tion, then the requestor may bring a
civil action in Federal district court
within 60 calendar days of the end of
the time frame.

(g) Certification by the review entity. If
a party meets the requirements for the
EAJR, the review entity certifies in
writing that—

(1) The material facts involved in the
claim are not in dispute;

(2) Except as indicated in paragraph
(2)(3) of this section, the Secretary’s
interpretation of the law is not in dis-
pute;

(3) The sole issue(s) in dispute is the
constitutionality of a statutory provi-
sion, or the validity of a provision of a
regulation, CMS Ruling, or national
coverage determination;

(4) But for the provision challenged,
the requestor would receive a favorable
decision on the ultimate issue (such as
whether a claim should be paid); and

(5) The certification by the review
entity is the Secretary’s final action
for purposes of seeking expedited judi-
cial review.
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(h) Effect of certification by the review
entity. If an EAJR request results in a
certification described in paragraph (g)
of this section—

(1) The party that requested the
EAJR is considered to have waived any
right to completion of the remaining
steps of the administrative appeals
process regarding the matter certified.

(2) The requestor has 60 calendar
days, beginning on the date of the re-
view entity’s certification within
which to bring a civil action in Federal
district court.

(3) The requestor must satisfy the re-
quirements for venue under section
1869(b)(2)(C)(iii) of the Act, as well as
the requirements for filing a civil ac-
tion in a Federal district court under
§405.1136(a) and §405.1136(c) through
§405.1136(f).

(i) Rejection of EAJR. (1) If a request
for EAJR request does not meet all the
conditions set out in paragraphs (b), (c)
and (d) of this section, or if the review
entity does not certify a request for
EAJR, the review entity advises in
writing all parties that the request has
been denied, and returns the request to
the ALJ hearing office or the MAC,
which will treat it as a request for
hearing or for MAC review, as appro-
priate.

(2) Whenever a review entity for-
wards a rejected EAJR request to an
ALJ hearing office or the MAC, the ap-
peal is considered timely filed and the
90 calendar day decision making time
frame begins on the day the request is
received by the hearing office or the
MAC.

(j) Interest on any amounts in con-
troversy. (1) If a provider or supplier is
granted judicial review in accordance
with this section, the amount in con-
troversy, if any, is subject to annual
interest beginning on the first day of
the first month beginning after the 60
calendar day period as determined in
accordance with paragraphs (f)(4) or
(h)(2) of this section, as applicable.

(2) The interest is awarded by the re-
viewing court and payable to a pre-
vailing party.

(3) The rate of interest is equal to the
rate of interest applicable to obliga-
tions issued for purchase by the Fed-
eral Supplementary Medical Insurance
Trust Fund for the month in which the
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civil action authorized under this sub-
part is commenced.

(4) No interest awarded in accordance
with this paragraph shall be income or
cost for purposes of determining reim-
bursement due to providers or suppliers
under Medicare.

[70 FR 11472, Mar. 8, 2005, as amended at 70
FR 37703, June 30, 2005; 74 FR 65334, Dec. 9,
2009]

ALJ HEARINGS

§405.1000 Hearing before an ALJ: Gen-
eral rule.

(a) If a party is dissatisfied with a
QIC’s reconsideration or if the adju-
dication period specified in §405.970 for
the QIC to complete its reconsideration
has elapsed, the party may request a
hearing.

(b) A hearing may be conducted in-
person, by video-teleconference (VTOC),
or by telephone. At the hearing, the
parties may submit evidence (subject
to the restrictions in §405.1018 and
§405.1028), examine the evidence used in
making the determination under re-
view, and present and/or question wit-
nesses.

(¢c) In some circumstances, a rep-
resentative of CMS or its contractor
may participate in or join the hearing
as a party. (See, §405.1010 and §405.1012.)

(d) The ALJ conducts a de nmovo re-
view and issues a decision based on the
hearing record.

(e) If all parties to the hearing waive
their right to appear at the hearing in
person or by telephone or video-tele-
conference, the ALJ may make a deci-
sion based on the evidence that is in
the file and any new evidence that is
submitted for consideration.

(f) The ALJ may require the parties
to participate in a hearing if it is nec-
essary to decide the case. If the ALJ
determines that it is necessary to ob-
tain testimony from a non-party, he or
she may hold a hearing to obtain that
testimony, even if all of the parties
have waived the right to appear. In
that event, however, the ALJ will give
the parties the opportunity to appear
when the testimony is given, but may
hold the hearing even if none of the
parties decide to appear.

(g2) An ALJ may also issue a decision
on the record on his or her own initia-

§405.1004

tive if the evidence in the hearing
record supports a fully favorable find-
ing.

[70 FR 11472, Mar. 8, 2005, as amended at 74
FR 65334, Dec. 9, 2009]

§405.1002 Right to an ALJ hearing.

(a) A party to a QIC reconsideration
may request a hearing before an ALJ
if—

(1) The party files a written request
for an ALJ hearing within 60 calendar
days after receipt of the notice of the
QIC’s reconsideration.

(2) The party meets the amount in
controversy requirements of §405.1006.

(3) For purposes of this section, the
date of receipt of the reconsideration is
presumed to be 5 calendar days after
the date of the reconsideration, unless
there is evidence to the contrary.

(4) For purposes of meeting the 60
calendar day filing deadline, the re-
quest is considered as filed on the date
it is received by the entity specified in
the QIC’s reconsideration.

(b) A party who files a timely appeal
before a QIC and whose appeal con-
tinues to be pending before a QIC at
the end of the period described in
§405.970 has a right to a hearing before
an ALJ if—

(1) The party files a written request
with the QIC to escalate the appeal to
the ALJ level after the period de-
scribed in §405.970(a) and (b) has ex-
pired and the party files the request in
accordance with §405.970(d);

(2) The QIC does not issue a decision
or dismissal order within 5 calendar
days of receiving the request for esca-
lation in accordance with §405.970(e)(2);
and

(3) The party has an amount remain-
ing in controversy specified in
§405.1006.

[70 FR 11472, Mar. 8, 2005, as amended at 70
FR 37703, June 30, 2005; 74 FR 65335, Dec. 9,
2009]

§405.1004 Right to ALJ review of QIC
notice of dismissal.

(a) A party to a QIC’s dismissal of a
request for reconsideration has a right
to have the dismissal reviewed by an
ALJ if—

(1) The party files a written request
for an ALJ review within 60 calendar
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days after receipt of the notice of the
QIC’s dismissal.

(2) The party meets the amount in
controversy requirements of §405.1006.

(3) For purposes of this section, the
date of receipt of the QIC’s dismissal is
presumed to be 5 calendar days after
the date of the dismissal notice, unless
there is evidence to the contrary.

(4) For purposes of meeting the 60
calendar day filing deadline, the re-
quest is considered as filed on the date
it is received by the entity specified in
the QIC’s dismissal.

(b) If the ALJ determines that the
QIC’s dismissal was in error, he or she
vacates the dismissal and remands the
case to the QIC for a reconsideration.

(c) An ALJ’s decision regarding a
QIC’s dismissal of a reconsideration re-
quest is binding and not subject to fur-
ther review. The dismissal of a request
for ALJ review of a QIC’s dismissal of
a reconsideration request is binding
and not subject to further review, un-
less vacated by the MAC under
§405.1108(b).

[70 FR 11472, Mar. 8, 2005, as amended at 70
FR 37703, June 30, 2005; 74 FR 65335, Dec. 9,
2009]

§405.1006 Amount in controversy re-
quired to request an ALJ hearing
and judicial review.

(a) Definitions. For the purposes of
aggregating claims to meet the amount
in controversy requirement for an ALJ
hearing or judicial review:

(1) “Common issues of law and fact”
means the claims sought to be aggre-
gated are denied, or payment is re-
duced, for similar reasons and arise
from a similar fact pattern material to
the reason the claims are denied or
payment is reduced.

(2) ‘“‘Delivery of similar or related
services” means like or coordinated
services or items provided to one or
more beneficiaries.

(b) ALJ review. To be entitled to a
hearing before an ALJ, the party must
meet the amount in controversy re-
quirements of this section.

(1) For ALJ hearing requests, the re-
quired amount remaining in con-
troversy must be $100 increased by the
percentage increase in the medical care
component of the consumer price index
for all urban consumers (U.S. city aver-
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age) as measured from July 2003 to the
July preceding the current year in-
volved.

(2) If the figure in paragraph (b)(1) of
this section is not a multiple of $10,
then it is rounded to the nearest mul-
tiple of $10. The Secretary will publish
changes to the amount in controversy
requirement in the FEDERAL REGISTER
when necessary.

(c) Judicial review. To be entitled to
judicial review, a party must meet the
amount in controversy requirements of
this subpart at the time it requests ju-
dicial review.

(1) For review requests, the required
amount remaining in controversy must
be $1,000 or more, adjusted as specified
in paragraphs (b)(1) and (b)(2) of this
section.

(2) [Reserved]

(d) Calculating the amount remaining
in controversy. (1) The amount remain-
ing in controversy is computed as the
actual amount charged the individual
for the items and services in question,
reduced by—

(i) Any Medicare payments already
made or awarded for the items or serv-
ices; and

(ii) Any deductible and coinsurance
amounts applicable in the particular
case.

(2) Notwithstanding paragraph (d)(1)
of this section, when payment is made
for items or services under section 1879
of the Act or §411.400 of this chapter, or
the liability of the beneficiary for
those services is limited under §411.402
of this chapter, the amount in con-
troversy is computed as the amount
that the beneficiary would have been
charged for the items or services in
question if those expenses were not
paid under §411.400 of this chapter or if
that liability was not limited under
§411.402 of this chapter, reduced by any
deductible and coinsurance amounts
applicable in the particular case.

(e) Aggregating claims to meet the
amount in controversy—(1) Appealing
QIC reconsiderations to the ALJ level. Ei-
ther an individual appellant or mul-
tiple appellants may aggregate two or
more claims to meet the amount in
controversy for an ALJ hearing if—

(i) The claims were previously recon-
sidered by a QIC;
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(ii) The request for ALJ hearing lists
all of the claims to be aggregated and
is filed within 60 calendar days after re-
ceipt of all of the reconsiderations
being appealed; and

(iii) The ALJ determines that the
claims that a single appellant seeks to
aggregate involve the delivery of simi-
lar or related services, or the claims
that multiple appellants seek to aggre-
gate involve common issues of law and
fact. Part A and Part B claims may be
combined to meet the amount in con-
troversy requirements.

(2) Aggregating claims that are esca-
lated from the QIC level to the ALJ level.
Either an individual appellant or mul-
tiple appellants may aggregate two or
more claims to meet the amount in
controversy for an ALJ hearing if—

(i) The claims were pending before
the QIC in conjunction with the same
request for reconsideration;

(ii) The appellant(s) requests aggre-
gation of the claims to the ALJ level in
the same request for escalation; and

(iii) The ALJ determines that the
claims that a single appellant seeks to
aggregate involve the delivery of simi-
lar or related services, or the claims
that multiple appellants seek to aggre-
gate involve common issues of law and
fact. Part A and Part B claims may be
combined to meet the amount in con-
troversy requirements.

(f) Content of request for aggregation.
When an appellant(s) seeks to aggre-
gate claims in a request for an ALJ
hearing, the appellant(s) must—

(1) Specify all of the claims the ap-
pellant(s) seeks to aggregate; and

(2) State why the appellant(s) be-
lieves that the claims involve common
issues of law and fact or delivery of
similar or related services.

[70 FR 11472, Mar. 8, 2005, as amended at 74
FR 65335, Dec. 9, 2009]

§405.1008 Parties to an ALJ hearing.

(a) Who may request a hearing. Any
party to the QIC’s reconsideration may
request a hearing before an ALJ. How-
ever, only the appellant (that is, the
party that filed and maintained the re-
quest for reconsideration by a QIC)
may request that the appeal be esca-
lated to the ALJ level if the QIC does
not complete its action within the time
frame described in §405.970.

§405.1012

(b) Who are parties to the ALJ hearing.
The party who filed the request for
hearing and all other parties to the re-
consideration are parties to the ALJ
hearing. In addition, a representative
of CMS or its contractor may be a
party under the circumstances de-
scribed in §405.1012.

§405.1010 When CMS or its contrac-
tors may participate in an ALJ
hearing.

(a) An ALJ may request, but may not
require, CMS and/or one or more of its
contractors to participate in any pro-
ceedings before the ALJ, including the
oral hearing, if any. CMS and/or one or
more of its contractors may also elect
to participate in the hearing process.

(b) If CMS or one or more of its con-
tractors elects to participate, it ad-
vises the ALJ, the appellant, and all
other parties identified in the notice of
hearing of its intent to participate no
later than 10 calendar days after re-
ceiving the notice of hearing.

(c) Participation may include filing
position papers or providing testimony
to clarify factual or policy issues in a
case, but it does not include calling
witnesses or cross-examining the wit-
nesses of a party to the hearing.

(d) When CMS or its contractor par-
ticipates in an ALJ hearing, the agen-
cy or its contractor may not be called
as a witness during the hearing.

(e) CMS or its contractor must sub-
mit any position papers within the
time frame designated by the ALJ.

(f) The ALJ cannot draw any adverse
inferences if CMS or a contractor de-
cides not to participate in any pro-
ceedings before an ALJ, including the
hearing.

[70 FR 11472, Mar. 8, 2005, as amended at 74
FR 65335, Dec. 9, 2009]

§405.1012 When CMS or its contrac-
tors may be a party to a hearing.

(a) CMS and/or one or more of its
contractors may be a party to an ALJ
hearing unless the request for hearing
is filed by an unrepresented bene-
ficiary.

(b) CMS and/or the contractor(s) ad-
vises the ALJ, appellant, and all other
parties identified in the notice of hear-
ing that it intends to participate as a
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party no later than 10 calendar days
after receiving the notice of hearing.

(c) When CMS or one or more of its
contractors participate in a hearing as
a party, it may file position papers,
provide testimony to clarify factual or
policy issues, call witnesses or cross-
examine the witnesses of other parties.
CMS or its contractor(s) will submit
any position papers within the time
frame specified by the ALJ. CMS or its
contractor(s), when acting as parties,
may also submit additional evidence to
the ALJ within the time frame des-
ignated by the ALJ.

(d) The ALJ may not require CMS or
a contractor to enter a case as a party
or draw any adverse inferences if CMS
or a contractor decides not to enter as
a party.

[70 FR 11472, Mar. 8, 2005, as amended at 74
FR 656335, Dec. 9, 2009]

§405.1014 Request for an ALJ hearing.

(a) Content of the request. The request
for an ALJ hearing must be made in
writing. The request must include all
of the following—

(1) The name, address, and Medicare
health insurance claim number of the
beneficiary whose claim is being ap-
pealed.

(2) The name and address of the ap-
pellant, when the appellant is not the
beneficiary.

(3) The name and address of the des-
ignated representatives if any.

(4) The document control number as-
signed to the appeal by the QIC, if any.

(5) The dates of service.

(6) The reasons the appellant dis-
agrees with the QIC’s reconsideration
or other determination being appealed.

(7T) A statement of any additional evi-
dence to be submitted and the date it
will be submitted.

(b) When and where to file. The re-
quest for an ALJ hearing after a QIC
reconsideration must be filed—

(1) Within 60 calendar days from the
date the party receives notice of the
QIC’s reconsideration;

(2) With the entity specified in the
QIC’s reconsideration. The appellant
must also send a copy of the request
for hearing to the other parties. Fail-
ure to do so will toll the ALJ’s 90 cal-
endar day adjudication deadline until
all parties to the QIC reconsideration
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receive notice of the requested ALJ
hearing. If the request for hearing is
timely filed with an entity other than
the entity specified in the QIC’s recon-
sideration, the deadline specified in
§405.1016 for deciding the appeal begins
on the date the entity specified in the
QIC’s reconsideration receives the re-
quest for hearing. If the request for
hearing is filed with an entity, other
than the entity specified in the QIC’s
reconsideration, the ALJ hearing office
must notify the appellant of the date of
receipt of the request and the com-
mencement of the 90 calendar day adju-
dication time frame.

(c) Extension of time to request a hear-
ing. (1) If the request for hearing is not
filed within 60 calendar days of receipt
of the QIC’s reconsideration, an appel-
lant may request an extension for good
cause (See §§405.942(b)(2) and
405.942(b)(3)).

(2) Any request for an extension of
time must be in writing, give the rea-
sons why the request for a hearing was
not filed within the stated time period,
and must be filed with the entity speci-
fied in the notice of reconsideration.

(3) If the ALJ finds there is good
cause for missing the deadline, the
time period for filing the hearing re-
quest will be extended. To determine
whether good cause for late filing ex-
ists, the ALJ uses the standards set
forth in §§405.942(b)(2) and 405.942(b)(3).

(4) If a request for hearing is not
timely filed, the adjudication period in
§405.1016 begins the date the ALJ
grants the request to extend the filing
deadline.

[70 FR 11472, Mar. 8, 2005, as amended at 70
FR 37703, June 30, 2005; 74 FR 65335, Dec. 9,
2009]

§405.1016 Time frames for deciding an
appeal before an ALJ.

(a) When a request for an ALJ hear-
ing is filed after a QIC has issued a re-
consideration, the ALJ must issue a
decision, dismissal order, or remand to
the QIC, as appropriate, no later than
the end of the 90 calendar day period
beginning on the date the request for
hearing is received by the entity speci-
fied in the QIC’s notice of reconsider-
ation, unless the 90 calendar day period
has been extended as provided in this
subpart.
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(b) The adjudication period specified
in paragraph (a) of this section begins
on the date that a timely filed request
for hearing is received by the entity
specified in the QIC’s reconsideration,
or, if it is not timely filed, the date
that the ALJ grants any extension to
the filing deadline.

(c) When an appeal is escalated to the
ALJ level because the QIC has not
issued a reconsideration determination
within the period specified in §405.970,
the ALJ must issue a decision, dis-
missal order, or remand to the QIC, as
appropriate, no later than the end of
the 180 calendar day period beginning
on the date that the request for esca-
lation is received by the ALJ hearing
office, unless the 180 calendar day pe-
riod is extended as provided in this sub-
part.

(d) When CMS or its contractor is a
party to an ALJ hearing and a party
requests discovery under §405.1037
against another party to the hearing,
the adjudication periods discussed in
paragraphs (a) and (c) of this section
are tolled.

[70 FR 11472, Mar. 8, 2005, as amended at 70
FR 37703, June 30, 2005; 74 FR 65335, Dec. 9,
2009]

§405.1018 Submitting evidence before
the ALJ hearing.

(a) Except as provided in this section,
parties must submit all written evi-
dence they wish to have considered at
the hearing with the request for hear-
ing (or within 10 calendar days of re-
ceiving the notice of hearing).

(b) If a party submits written evi-
dence later than 10 calendar days after
receiving the notice of hearing, the pe-
riod between the time the evidence was
required to have been submitted and
the time it is received is not counted
toward the adjudication deadline speci-
fied in §405.1016.

(c) Any evidence submitted by a pro-
vider, supplier, or beneficiary rep-
resented by a provider or supplier that
is not submitted prior to the issuance
of the QIC’s reconsideration determina-
tion must be accompanied by a state-
ment explaining why the evidence was
not previously submitted to the QIC, or
a prior decision-maker (see §405.1028).

(d) The requirements of this section
do not apply to oral testimony given at

§405.1020

a hearing, or to evidence submitted by
an unrepresented beneficiary.

[70 FR 11472, Mar. 8, 2005, as amended at 70
FR 37704, June 30, 2005; 74 FR 65335, Dec. 9,
2009]

§405.1020 Time and place for a hear-
ing before an ALdJ.

(a) General. The ALJ sets the time
and place for the hearing, and may
change the time and place, if nec-
essary.

(b) Determining how appearances are
made. The ALJ will direct that the ap-
pearance of an individual be conducted
by videoteleconferencing (VTC) if the
ALJ finds that VTC technology is
available to conduct the appearance.
The ALJ may also offer to conduct a
hearing by telephone if the request for
hearing or administrative record sug-
gests that a telephone hearing may be
more convenient for one or more of the
parties. The ALJ, with the concurrence
of the Managing Field Office ALJ, may
determine that an in-person hearing
should be conducted if—

(1) VTC technology is not available;
or
(2) Special or extraordinary cir-
cumstances exist.

(c) Notice of hearing. (1) The ALJ
sends a notice of hearing to all parties
that filed an appeal or participated in
the reconsideration, any party who was
found liable for the services at issue
subsequent to the initial determina-
tion, and the QIC that issued the recon-
sideration, advising them of the pro-
posed time and place of the hearing.

(2) The notice of hearing will require
all parties to the ALJ hearing (and any
potential participant from CMS or its
contractor who wishes to attend the
hearing) to reply to the notice by:

(i) Acknowledging whether they plan
to attend the hearing at the time and
place proposed in the notice of hearing;
or

(ii) Objecting to the proposed time
and/or place of the hearing.

(d) A party’s right to waive a hearing.
A party may also waive the right to a
hearing and request that the ALJ issue
a decision based on the written evi-
dence in the record. As provided in
§405.1000, the ALJ may require the par-
ties to attend a hearing if it is nec-
essary to decide the case. If the ALJ
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determines that it is necessary to ob-
tain testimony from a non-party, he or
she may still hold a hearing to obtain
that testimony, even if all of the par-
ties have waived the right to appear. In
those cases, the ALJ will give the par-
ties the opportunity to appear when
the testimony is given but may hold
the hearing even if none of the parties
decide to appear.

(e) A party’s objection to time and place
of hearing. (1) If a party objects to the
time and place of the hearing, the
party must notify the ALJ at the ear-
liest possible opportunity before the
time set for the hearing.

(2) The party must state the reason
for the objection and state the time
and place he or she wants the hearing
to be held.

(3) The request must be in writing.

(4) The ALJ may change the time or
place of the hearing if the party has
good cause. (Section 405.1052(a)(2) pro-
vides the procedures the ALJ follows
when a party does not respond to a no-
tice of hearing and fails to appear at
the time and place of the hearing.)

(f) Good cause for changing the time or
place. The ALJ can find good cause for
changing the time or place of the
scheduled hearing and reschedule the
hearing if the information available to
the ALJ supports the party’s conten-
tion that—

(1) The party or his or her represent-
ative is unable to attend or to travel to
the scheduled hearing because of a seri-
ous physical or mental condition, inca-
pacitating injury, or death in the fam-
ily; or

(2) Severe weather conditions make
it impossible to travel to the hearing;
or

(3) Good cause exists as set forth in
paragraph (g) of this section.

(g8) Good cause in other circumstances.
(1) In determining whether good cause
exists in circumstances other than
those set forth in paragraph (f) of this
section, the ALJ considers the party’s
reason for requesting the change, the
facts supporting the request, and the
impact of the proposed change on the
efficient administration of the hearing
process.

(2) Factors evaluated to determine
the impact of the change include, but
are not limited to, the effect on proc-
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essing other scheduled hearings, poten-
tial delays in rescheduling the hearing,
and whether any prior changes were
granted the party.

(3) Examples of other circumstances
a party might give for requesting a
change in the time or place of the hear-
ing include, but are not limited to, the
following:

(1) The party has attempted to obtain
a representative but needs additional
time.

(ii) The party’s representative was
appointed within 10 calendar days of
the scheduled hearing and needs addi-
tional time to prepare for the hearing.

(iii) The party’s representative has a
prior commitment to be in court or at
another administrative hearing on the
date scheduled for the hearing.

(iv) A witness who will testify to
facts material to a party’s case is un-
available to attend the scheduled hear-
ing and the evidence cannot be other-
wise obtained.

(v) Transportation is not readily
available for a party to travel to the
hearing.

(vi) The party is unrepresented, and
is unable to respond to the notice of
hearing because of any physical, men-
tal, educational, or linguistic limita-
tions (including any lack of facility
with the English language) that he or
she has.

(h) Effect of rescheduling hearing. If a
hearing is postponed at the request of
the appellant for any of the above rea-
sons, the time between the originally
scheduled hearing date and the new
hearing date is not counted toward the
adjudication deadline specified in
§405.1016.

(1) A party’s request for an in-person
hearing. (1) If a party objects to a VTC
hearing or to the ALJ’s offer to con-
duct a hearing by telephone, the party
must notify the ALJ at the earliest
possible opportunity before the time
set for the hearing and request an in-
person hearing.

(2) The party must state the reason
for the objection and state the time or
place he or she wants the hearing to be
held.

(38) The request must be in writing.

(4) When a party’s request for an in-
person hearing as specified under para-
graph (i)(1) of this section is granted,
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the ALJ must issue a decision within
the adjudication timeframe specified in
§405.1016 (including any applicable ex-
tensions provided in this subpart) un-
less the party requesting the hearing
agrees to waive such adjudication
timeframe in writing.

(5) The ALJ may grant the request,
with the concurrence of the Managing
Field Office ALJ, upon a finding of
good cause and will reschedule the
hearing for a time and place when the
party may appear in person before the
ALJ.

[70 FR 11472, Mar. 8, 2005, as amended at 70
FR 37704, June 30, 2005; 74 FR 65335, Dec. 9,
2009]

§405.1022 Notice of a hearing before
an ALdJ.

(a) Issuing the notice. After the ALJ
sets the time and place of the hearing,
notice of the hearing will be mailed to
the parties and other potential partici-
pants, as provided in §405.1020(c) at
their last known address, or given by
personal service. The ALJ is not re-
quired to send a notice of hearing to a
party who indicates in writing that it
does not wish to receive this notice.
The notice is mailed or served at least
20 calendar days before the hearing.

(b) Notice information. (1) The notice
of hearing contains a statement of the
specific issues to be decided and will
inform the parties that they may des-
ignate a person to represent them dur-
ing the proceedings.

(2) The notice must include an expla-
nation of the procedures for requesting
a change in the time or place of the
hearing, a reminder that, if the appel-
lant fails to appear at the scheduled
hearing without good cause, the ALJ
may dismiss the hearing request, and
other information about the scheduling
and conduct of the hearing.

(3) The appellant will also be told if
his or her appearance or that of any
other party or witness is scheduled by
VTC, telephone, or in person. If the
ALJ has scheduled the appellant or
other party to appear at the hearing by
VTC, the notice of hearing will advise
that the scheduled place for the hear-
ing is a VTC site and explain what it
means to appear at the hearing by
VTC.

§405.1026

(4) The notice advises the appellant
or other parties that if they object to
appearing by VTC or telephone, and
wish instead to have their hearing at a
time and place where they may appear
in person before the ALJ, they must
follow the procedures set forth at
§405.1020(i) for notifying the ALJ of
their objections and for requesting an
in-person hearing.

(c) Acknowledging the notice of hear-
ing. (1) If the appellant, any other
party to the reconsideration, or their
representative does not acknowledge
receipt of the notice of hearing, the
ALJ hearing office attempts to contact
the party for an explanation.

(2) If the party states that he or she
did not receive the notice of hearing,
an amended notice is sent to him or
her by certified mail or e-mail, if avail-
able. (See §405.1052 for the procedures
the ALJ follows in deciding if the time
or place of a scheduled hearing will be
changed if a party does not respond to
the notice of hearing).

[70 FR 11472, Mar. 8, 2005, as amended at 74
FR 65335, Dec. 9, 2009]

§405.1024 Objections to the issues.

(a) If a party objects to the issues de-
scribed in the notice of hearing, he or
she must notify the ALJ in writing at
the earliest possible opportunity before
the time set for the hearing, and no
later than 5 calendar days before the
hearing.

(b) The party must state the reasons
for his or her objections and send a
copy of the objections to all other par-
ties to the appeal.

(c) The ALJ makes a decision on the
objections either in writing or at the
hearing.

[70 FR 11472, Mar. 8, 2005, as amended at 74
FR 656335, Dec. 9, 2009]

§405.1026 Disqualification of the ALdJ.

(a) An ALJ cannot conduct a hearing
if he or she is prejudiced or partial to
any party or has any interest in the
matter pending for decision.

(b) If a party objects to the ALJ who
will conduct the hearing, the party
must notify the ALJ within 10 calendar
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days of the date of the notice of hear-
ing. The ALJ considers the party’s ob-
jections and decides whether to proceed
with the hearing or withdraw.

(¢c) If the ALJ withdraws, another
ALJ will be appointed to conduct the
hearing. If the ALJ does not withdraw,
the party may, after the ALJ has
issued an action in the case, present
his or her objections to the MAC in ac-
cordance with §405.1100 et seq. The
MAC will then consider whether the
hearing decision should be revised or a
new hearing held before another ALJ.
If the case is escalated to the MAC
after a hearing is held but before the
ALJ issues a decision, the MAC con-
siders the reasons the party objected to
the ALJ during its review of the case
and, if the MAC deems it necessary,
may remand the case to another ALJ
for a hearing and decision.

§405.1028 Prehearing case review of
evidence submitted to the ALdJ.

(a) Examination of any new evidence.
After a hearing is requested but before
it is held, the ALJ will examine any
new evidence submitted with the re-
quest for hearing (or within 10 calendar
days of receiving the notice of hearing)
as specified in §405.1018, by a provider,
supplier, or beneficiary represented by
a provider or supplier to determine
whether the provider, supplier, or bene-
ficiary represented by a provider or
supplier had good cause for submitting
the evidence for the first time at the
ALJ level.

(b) Determining if good cause exists. An
ALJ finds good cause, for example,
when the new evidence is material to
an issue addressed in the QIC’s recon-
sideration and that issue was not iden-
tified as a material issue prior to the
QIC’s reconsideration.

(c) If good cause does not exist. If the
ALJ determines that there was not
good cause for submitting the evidence
for the first time at the ALJ level, the
ALJ must exclude the evidence from
the proceeding and may not consider it
in reaching a decision.

(d) Notification to all parties. As soon
as possible, but no later than the start
of the hearing, the ALJ must notify all
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parties that the evidence is excluded
from the hearing.

[70 FR 11472, Mar. 8, 2005, as amended at 74
FR 656335, Dec. 9, 2009]

§405.1030 ALJ hearing procedures.

(a) General rule. A hearing is open to
the parties and to other persons the
ALJ considers necessary and proper.

(b) At the hearing. At the hearing, the
ALJ fully examines the issues, ques-
tions the parties and other witnesses,
and may accept documents that are
material to the issues consistent with
§§405.1018 and 405.1028.

(c) Missing evidence. The ALJ may
also stop the hearing temporarily and
continue it at a later date if he or she
believes that there is material evidence
missing at the hearing. If the missing
evidence is in the possession of the ap-
pellant, and the appellant is a provider,
supplier, or a beneficiary represented
by a provider or supplier, the ALJ
must determine if the appellant had
good cause for not producing the evi-
dence earlier.

(d) Good cause exists. If good cause ex-
ists, the ALJ considers the evidence in
deciding the case and the adjudication
period specified in §405.1016 is tolled
from the date of the hearing to the
date the evidence is submitted.

(e) Good cause does not exist. If the
ALJ determines that there was not
good cause for not submitting the evi-
dence sooner, the evidence is excluded.

(f) Reopen the hearing. The ALJ may
also reopen the hearing at any time be-
fore he or she mails a notice of the de-
cision in order to receive new and ma-
terial evidence pursuant to §405.986.
The ALJ may decide when the evidence
is presented and when the issues are
discussed.

§405.1032 Issues before an ALJ.

(a) General rule. The issues before the
ALJ include all the issues brought out
in the initial determination, redeter-
mination, or reconsideration that were
not decided entirely in a party’s favor.
(For purposes of this provision, the
term ‘‘party’’ does not include a rep-
resentative of CMS or one of its con-
tractors that may be participating in
the hearing.) However, if evidence pre-
sented before the hearing causes the
ALJ to question a favorable portion of
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the determination, he or she notifies
the parties before the hearing and may
consider it an issue at the hearing.

(b) New issues—(1) General. The ALJ
may consider a new issue at the hear-
ing if he or she notifies all of the par-
ties about the new issue any time be-
fore the start of the hearing. The new
issue may include issues resulting from
the participation of CMS at the ALJ
level of adjudication and from any evi-
dence and position papers submitted by
CMS for the first time to the ALJ. The
ALJ or any party may raise a new
issue; however, the ALJ may only con-
sider a new issue if its resolution—

(i) Could have a material impact on
the claim or claims that are the sub-
ject of the request for hearing; and

(ii) Is permissible under the rules
governing reopening of determinations
and decisions (see §405.980).

(2) [Reserved]

(c) Adding claims to a pending appeal.
An ALJ cannot add any claim, includ-
ing one that is related to an issue that
is appropriately before an ALJ, to a
pending appeal unless it has been adju-
dicated at the lower appeals levels and
all parties are notified of the new
issue(s) before the start of the hearing.

§405.1034 When an ALJ may remand a
case to the QIC.

(a) General rules. (1) If an ALJ be-
lieves that the written record is miss-
ing information that is essential to re-
solving the issues on appeal and that
information can be provided only by
CMS or its contractors, then the ALJ
may either:

(i) Remand the case to the QIC that
issued the reconsideration or

(ii) Retain jurisdiction of the case
and request that the contractor for-
ward the missing information to the
appropriate hearing office.

(2) If the information is not informa-
tion that can be provided only by CMS
or its contractors, the ALJ must retain
jurisdiction of the case and obtain the
information on his or her own, or di-
rectly from one of the parties.

(3) “Can be provided only by CMS or
its contractors’ means the information
is not publicly available, and is not in
the possession of, and cannot be re-
quested and obtained by one of the par-
ties. Information that is publicly avail-

§405.1036

able is information that is available to
the general public via the Internet or
in a printed publication. It includes,
but is not limited to, information
available on a CMS or contractor Web
site or information in an official CMS
or DHHS publication (including, but
not limited to, provisions of NCDs or
LCDs, procedure code or modifier de-
scriptions, fee schedule data, and con-
tractor operating manual instruc-
tions).

(b) ALJ remands a case to a QIC. Con-
sistent with §405.1004 (b), the ALJ will
remand a case to the appropriate QIC if
the ALJ determines that a QIC’s dis-
missal of a request for reconsideration
was in error.

(c) Relationship to local and national
coverage determination appeals process.
(1) The ALJ remands an appeal to the
QIC that made the reconsideration if
the appellant is entitled to relief pur-
suant to 42 CFR 426.460(b)(1), 426.488(b),
or 426.560(b)(1).

(2) Unless the appellant is entitled to
relief pursuant to 42 CFR 426.460(b)(1),
426.488(b), or 426.560(b)(1), the ALJ ap-
plies the LCD or NCD in place on the
date the item or service was provided.

[70 FR 11472, Mar. 8, 2005, as amended at 74
FR 65335, Dec. 9, 2009]

§405.1036 Description of an ALJ hear-
ing process.

(a) The right to appear and present evi-
dence. (1) Any party to a hearing has
the right to appear before the ALJ to
present evidence and to state his or her
position. A party may appear by video-
teleconferencing (VTC), telephone, or
in person as determined under
§405.1020.

(2) A party may also make his or her
appearance by means of a representa-
tive, who may make the appearance by
VTC, telephone, or in person, as deter-
mined under §405.1020.

(3) Witness testimony may be given
and CMS participation may also be ac-
complished by VTC, telephone, or in
person, as determined under §405.1020.

(b) Waiver of the right to appear. (1) A
party may send the ALJ a written
statement indicating that he or she
does not wish to appear at the hearing.

(2) The appellant may subsequently
withdraw his or her waiver at any time
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before the notice of the hearing deci-
sion is issued; however, by withdrawing
the waiver the appellant agrees to an
extension of the adjudication period as
specified in §405.1016 that may be nec-
essary to schedule and hold the hear-
ing.

(3) Other parties may withdraw their
waiver up to the date of the scheduled
hearing, if any. Even if all of the par-
ties waive their right to appear at a
hearing, the ALJ may require them to
attend an oral hearing if he or she be-
lieves that a personal appearance and
testimony by the appellant or any
other party is necessary to decide the
case.

(c) Presenting written statements and
oral arguments. A party or a person des-
ignated to act as a party’s representa-
tive may appear before the ALJ to
state the party’s case, to present a
written summary of the case, or to
enter written statements about the
facts and law material to the case in
the record. A copy of any written
statements must be provided to the
other parties to a hearing, if any, at
the same time they are submitted to
the ALJ.

(d) Waiver of adjudication period. At
any time during the hearing process,
the appellant may waive the adjudica-
tion deadline specified in §405.1016 for
issuing a hearing decision. The waiver
may be for a specific period of time
agreed upon by the ALJ and the appel-
lant.

(e) What evidence is admissible at a
hearing. The ALJ may receive evidence
at the hearing even though the evi-
dence is not admissible in court under
the rules of evidence used by the court.

(f) Subpoenas. (1) Except as provided
in this section, when it is reasonably
necessary for the full presentation of a
case, an ALJ may, on his or her own
initiative or at the request of a party,
issue subpoenas for the appearance and
testimony of witnesses and for a party
to make books, records, correspond-
ence, papers, or other documents that
are material to an issue at the hearing
available for inspection and copying.
An ALJ may not issue a subpoena to
CMS or its contractors, on his or her
own initiative or at the request of a
party, to compel an appearance, testi-
mony, or the production of evidence.
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(2) A party’s written request for a
subpoena must—

(i) Give the names of the witnesses or
documents to be produced;

(ii) Describe the address or location
of the witnesses or documents with suf-
ficient detail to find them;

(iii) State the important facts that
the witness or document is expected to
prove; and

(iv) Indicate why these facts cannot
be proven without issuing a subpoena.

(3) Parties to a hearing who wish to
subpoena documents or witnesses must
file a written request for the issuance
of a subpoena with the requirements
set forth in paragraph (f)(2) of this sec-
tion with the ALJ no later than the
end of the discovery period established
by the ALJ under §405.1037(c).

(4) Where a party has requested a
subpoena, a subpoena will be issued
only where a party—

(i) Has sought discovery;

(ii) Has filed a motion to compel;

(iii) Has had that motion granted by
the ALJ; and

(iv) Nevertheless, has not received
the requested discovery.

(6) Reviewability of subpoena rul-
ings—

(i) General rule. An ALJ ruling on a
subpoena request is not subject to im-
mediate review by the MAC. The ruling
may be reviewed solely during the
course of the MAC’s review specified in
§405.1102, §405.1104, or §405.1110, as ap-
plicable. Exception. To the extent a sub-
poena compels disclosure of a matter
for which an objection based on privi-
lege, or other protection from disclo-
sure such as case preparation, con-
fidentiality, or undue burden, was
made before an ALJ, the MAC may re-
view immediately the subpoena or that
portion of the subpoena as applicable.

(ii) Where CMS objects to a discovery
ruling, the MAC must take review and
the discovery ruling at issue is auto-
matically stayed pending the MAC’s
order.

(iii) Upon notice to the ALJ that a
party or non-party, as applicable, in-
tends to seek MAC review of the sub-
poena, the ALJ must stay all pro-
ceedings affected by the subpoena.

(iv) The ALJ determines the length
of the stay under the circumstances of
a given case, but in no event is the stay
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less than 15 calendar daysbeginning
after the day on which the ALJ re-
ceived notice of the party or non-par-
ty’s intent to seek MAC review.

(v) If the MAC grants a request for
review of the subpoena, the subpoena
or portion of the subpoena, as applica-
ble, is stayed until the MAC issues a
written decision that affirms, reverses,
or modifies the ALJ’s action on the
subpoena.

(vi) If the MAC does not grant review
or take own motion review within the
time allotted for the stay, the stay is
lifted and the ALJ’s action stands.

(6) Enforcement. (i) If the ALJ deter-
mines, whether on his or her own mo-
tion or at the request of a party, that
a party or non-party subject to a sub-
poena issued under this section has re-
fused to comply with the subpoena, the
ALJ may request the Secretary to seek
enforcement of the subpoena in accord-
ance with section 205(e) of the Act, 42
U.S.C. 405(e).

(ii) Any enforcement request by an
ALJ must consist of a written notice
to the Secretary describing in detail
the ALJ’s findings of noncompliance
and his or her specific request for en-
forcement, and providing a copy of the
subpoena and evidence of its receipt by
certified mail by the party or nonparty
subject to the subpoena.

(iii) The ALJ must promptly mail a
copy of the notice and related docu-
ments to the party subject to the sub-
poena, and to any other party and af-
fected non-party to the appeal.

(g) Witnesses at a hearing. Witnesses
may appear at a hearing. They testify
under oath or affirmation, unless the
ALJ finds an important reason to ex-
cuse them from taking an oath or affir-
mation. The ALJ may ask the wit-
nesses any questions relevant to the
issues and allows the parties or their
designated representatives to do so.

[70 FR 11472, Mar. 8, 2005, as amended at 74
FR 65336, Dec. 9, 2009]

§405.1037 Discovery.

(a) General rules. (1) Discovery is per-
missible only when CMS or its con-
tractor elects to participate in an ALJ
hearing as a party.

(2) The ALJ may permit discovery of
a matter that is relevant to the spe-
cific subject matter of the ALJ hear-

§405.1037

ing, provided the matter is not privi-
leged or otherwise protected from dis-
closure and the ALJ determines that
the discovery request is not unreason-
able, unduly burdensome or expensive,
or otherwise inappropriate.

(3) Any discovery initiated by a party
must comply with all requirements and
limitations of this section, along with
any further requirements or limita-
tions ordered by the ALJ.

(b) Limitations on discovery. Any dis-
covery before the ALJ is limited.

(1) A party may request of another
party the reasonable production of doc-
uments for inspection and copying.

(2) A party may not take the deposi-
tion, upon oral or written examination,
of another party unless the proposed
deponent agrees to the deposition or
the ALJ finds that the proposed deposi-
tion is necessary and appropriate in
order to secure the deponent’s testi-
mony for an ALJ hearing.

(3) A party may not request admis-
sions or send interrogatories or take
any other form of discovery not per-
mitted under this section.

(c) Time limits. (1) A party’s discovery
request is timely if the date of receipt
of a request by another party is no
later than the date specified by the
ALJ.

(2) A party may not conduct dis-
covery any later than the date speci-
fied by the ALJ.

(3) Before ruling on a request to ex-
tend the time for requesting discovery
or for conducting discovery, the ALJ
must give the other parties to the ap-
peal a reasonable period to respond to
the extension request.

(4) The ALJ may extend the time in
which to request discovery or conduct
discovery only if the requesting party
establishes that it was not dilatory or
otherwise at fault in not meeting the
original discovery deadline.

(5) If the ALJ grants the extension
request, it must impose a new dis-
covery deadline and, if necessary, re-
schedule the hearing date so that all
discoveries end no later than 45 cal-
endar days before the hearing.

(d) Motions to compel or for protective
order. (1) Each party is required to
make a good faith effort to resolve or
narrow any discovery dispute.
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(2) A party may submit to the ALJ a
motion to compel discovery that is per-
mitted under this section or any ALJ
order, and a party may submit a mo-
tion for a protective order regarding
any discovery request to the ALJ.

(3) Any motion to compel or for pro-
tective order must include a self-sworn
declaration describing the movant’s ef-
forts to resolve or narrow the discovery
dispute. The declaration must also be
included with any response to a motion
to compel or for protective order.

(4) The ALJ must decide any motion
in accordance with this section and
any prior discovery ruling in the ap-
peal.

(5) The ALJ must issue and mail to
each party a discovery ruling that
grants or denies the motion to compel
or for protective order in whole or in
part; if applicable, the discovery ruling
must specifically identify any part of
the disputed discovery request upheld
and any part rejected, and impose any
limits on discovery the ALJ finds nec-
essary and appropriate.

(e) Reviewability of discovery and dis-
closure rulings—(1) General rule. An ALJ
discovery ruling, or an ALJ disclosure
ruling such as one issued at a hearing
is not subject to immediate review by
the MAC. The ruling may be reviewed
solely during the course of the MAC’s
review specified in §405.1100, §405.1102,
§405.1104, or §405.1110, as applicable.

(2) Ezxception. To the extent a ruling
authorizes discovery or disclosure of a
matter for which an objection based on
privilege, or other protection from dis-
closure such as case preparation, con-
fidentiality, or undue burden, was
made before the ALJ, the MAC may re-
view that portion of the discovery or
disclosure ruling immediately.

(1) Where CMS objects to a discovery
ruling, the MAC must take review and
the discovery ruling at issue is auto-
matically stayed pending the MAC’s
order.

(ii) Upon notice to the ALJ that a
party intends to seek MAC review of
the ruling, the ALJ must stay all pro-
ceedings affected by the ruling.

(iii) The ALJ determines the length
of the stay under the circumstances of
a given case, but in no event must the
length of the stay be less than 15 cal-
endar days beginning after the day on
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which the ALJ received notice of the
party or non-party’s intent to seek
MAC review.

(iv) Where CMS requests the MAC to
take review of a discovery ruling or
where the MAC grants a request, made
by a party other than CMS, to review a
discovery ruling, the ruling is stayed
until the time the MAC issues a writ-
ten decision that affirms, reverses,
modifies, or remands the ALJ’s ruling.

(v) With respect to a request from a
party, other than CMS, for review of a
discovery ruling, if the MAC does not
grant review or take own motion re-
view within the time allotted for the
stay, the stay is lifted and the ruling
stands.

(f) Adjudication time frames. If a party
requests discovery from another party
to the ALJ hearing, the ALJ adjudica-
tion time frame specified in §405.1016 is
tolled until the discovery dispute is re-
solved.

[70 FR 11472, Mar. 8, 2005, as amended at 70
FR 37704, June 30, 2005; 74 FR 65336, Dec. 9,
2009]

§405.1038 Deciding a case without a
hearing before an ALJ.

(a) Decision wholly favorable. If the
evidence in the hearing record supports
a finding in favor of appellant(s) on
every issue, the ALJ may issue a hear-
ing decision without giving the parties
prior notice and without holding a
hearing. The notice of the decision in-
forms the parties that they have the
right to a hearing and a right to exam-
ine the evidence on which the decision
is based.

(b) Parties do not wish to appear. (1)
The ALJ may decide a case on the
record and not conduct a hearing if—

(i) All the parties indicate in writing
that they do not wish to appear before
the ALJ at a hearing, including a hear-
ing conducted by telephone or
videoteleconferencing, if available; or

(ii) The appellant lives outside the
United States and does not inform the
ALJ that he or she wants to appear,
and there are no other parties who wish
to appear.

(2) When a hearing is not held, the
decision of the ALJ must refer to the
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evidence in the record on which the de-
cision was based.

[70 FR 11472, Mar. 8, 2005, as amended at 74
FR 65336, Dec. 9, 2009]

§405.1040 Prehearing and posthearing
conferences.

(a) The ALJ may decide on his or her
own, or at the request of any party to
the hearing, to hold a prehearing or
posthearing conference to facilitate
the hearing or the hearing decision.

(b) The ALJ informs the parties of
the time, place, and purpose of the con-
ference at least 7 calendar days before
the conference date, unless a party in-
dicates in writing that it does not wish
to receive a written notice of the con-
ference.

(c) At the conference, the ALJ may
consider matters in addition to those
stated in the notice of hearing, if the
parties consent in writing. A record of
the conference is made.

(d) The ALJ issues an order stating
all agreements and actions resulting
from the conference. If the parties do
not object, the agreements and actions
become part of the hearing record and
are binding on all parties.

§405.1042 The administrative record.

(a) Creating the record. (1) The ALJ
makes a complete record of the evi-
dence, including the hearing pro-
ceedings, if any.

(2) The record will include marked as
exhibits, the documents used in mak-
ing the decision under review, includ-
ing, but not limited to, claims, medical
records, written statements, certifi-
cates, reports, affidavits, and any other
evidence the ALJ admits. In the
record, the ALJ must also discuss any
evidence excluded under §405.1028 and
include a justification for excluding
the evidence.

(3) A party may review the record at
the hearing, or, if a hearing is not held,
at any time before the ALJ’s notice of
decision is issued.

(4) If a request for review is filed or
the case is escalated to the MAC, the
complete record, including any record-
ing of the hearing, is forwarded to the
MAC.

(5) A typed transcription of the hear-
ing is prepared if a party seeks judicial
review of the case in a Federal district

§405.1044

court within the stated time period and
all other jurisdictional criteria are
met, unless, upon the Secretary’s mo-
tion prior to the filing of an answer,
the court remands the case.

(b) Requesting and receiving copies of
the record. (1) A party may request and
receive a copy of all or part of the
record, including the exhibits list, doc-
umentary evidence, and a copy of the
tape of the oral proceedings. The party
may be asked to pay the costs of pro-
viding these items.

(2) If a party requests all or part of
the record from the ALJ and an oppor-
tunity to comment on the record, the
time beginning with the ALJ’s receipt
of the request through the expiration
of the time granted for the party’s re-
sponse does not count toward the 90
calendar day adjudication deadline.

[70 FR 11472, Mar. 8, 2005, as amended at 70
FR 37704, June 30, 2005; 74 FR 65336, Dec. 9,
2009]

§405.1044 Consolidated hearing before
an ALdJ.

(a) A consolidated hearing may be
held if one or more of the issues to be
considered at the hearing are the same
issues that are involved in another re-
quest for hearing or hearings pending
before the same ALJ.

(b) It is within the discretion of the
ALJ to grant or deny an appellant’s re-
quest for consolidation. In considering
an appellant’s request, the ALJ may
consider factors such as whether the
claims at issue may be more efficiently
decided if the requests for hearing are
combined. In considering the appel-
lant’s request for consolidation, the
ALJ must take into account the adju-
dication deadlines for each case and
may require an appellant to waive the
adjudication deadline associated with
one or more cases if consolidation oth-
erwise prevents the ALJ from deciding
all of the appeals at issue within their
respective deadlines.

(c) The ALJ may also propose on his
or her own motion to consolidate two
or more cases in one hearing for admin-
istrative efficiency, but may not re-
quire an appellant to waive the adju-
dication deadline for any of the con-
solidated cases.

(d) Before consolidating a hearing,
the ALJ must notify CMS of his or her
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intention to do so, and CMS may then
elect to participate in the consolidated
hearing, as a party, by sending written
notice to the ALJ within 10 calendar
days after receipt of the ALJ’s notice
of the consolidation.

(e) If the ALJ decides to hold a con-
solidated hearing, he or she may make
either a consolidated decision and
record or a separate decision and
record on each claim. The ALJ ensures
that any evidence that is common to
all claims and material to the common
issue to be decided is included in the
consolidated record or each individual
record, as applicable.

[70 FR 11472, Mar. 8, 2005, as amended at 74
FR 65336, Dec. 9, 2009]

§405.1046 Notice of an ALJ decision.

(a) General rule. Unless the ALJ dis-
misses the hearing, the ALJ will issue
a written decision that gives the find-
ings of fact, conclusions of law, and the
reasons for the decision. The decision
must be based on evidence offered at
the hearing or otherwise admitted into
the record. The ALJ mails a copy of
the decision to all the parties at their
last known address, to the QIC that
issued the reconsideration determina-
tion, and to the contractor that issued
the initial determination. For overpay-
ment cases involving multiple bene-
ficiaries, where there is no beneficiary
liability, the ALJ may choose to send
written notice only to the appellant. In
the event a payment will be made to a
provider or supplier in conjunction
with this ALJ decision, the contractor
must also issue a revised electronic or
paper remittance advice to that pro-
vider or supplier.

(b) Content of the notice. The decision
must be written in a manner calculated
to be understood by a beneficiary and
must include—

(1) The specific reasons for the deter-
mination, including, to the extent ap-
propriate, a summary of any clinical or
scientific evidence used in making the
determination;

(2) The procedures for obtaining addi-
tional information concerning the deci-
sion; and

(3) Notification of the right to appeal
the decision to the MAC, including in-
structions on how to initiate an appeal
under this section.
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(c) Limitation on decision. When the
amount of payment for an item or serv-
ice is an issue before the ALJ, the ALJ
may make a finding as to the amount
of payment due. If the ALJ makes a
finding concerning payment when the
amount of payment was not an issue
before the ALJ, the contractor may
independently determine the payment
amount. In either of the aforemen-
tioned situations, an ALJ’s decision is
not binding on the contractor for pur-
poses of determining the amount of
payment due. The amount of payment
determined by the contractor in effec-
tuating the ALJ’s decision is a new ini-
tial determination under §405.924.

(d) Timing of decision. The ALJ issues
a decision by the end of the 90 calendar
day period beginning on the date when
the request for hearing is received by
the entity specified in the QIC’s recon-
sideration, unless the 90 calendar day
period is extended as provided in
§405.1016.

(e) Recommended decision. An ALJ
issues a recommended decision if he or
she is directed to do so in the MAC’s
remand order. An ALJ may not issue a
recommended decision on his or her
own motion. The ALJ mails a copy of
the recommended decision to all the
parties at their last known address.

[70 FR 11472, Mar. 8, 2005, as amended at 70
FR 37704, June 30, 2005; 74 FR 65336, Dec. 9,
2009]

§405.1048 The effect of an ALJ’s deci-
sion.

The decision of the ALJ is binding on
all parties to the hearing unless—

(a) A party to the hearing requests a
review of the decision by the MAC
within the stated time period or the
MAC reviews the decision issued by an
ALJ under the procedures set forth in
§405.1110, and the MAC issues a final
decision or remand order or the appeal
is escalated to Federal district court
under the provisions at §405.1132 and
the Federal district court issues a deci-
sion.

(b) The decision is reopened and re-
vised by an ALJ or the MAC under the
procedures explained in §405.980;

(c) The expedited access to judicial
review process at §405.990 is used;
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(d) The ALJ’s decision is a rec-
ommended decision directed to the
MAC and the MAC issues a decision; or

(e) In a case remanded by a Federal
district court, the MAC assumes juris-
diction wunder the ©procedures in
§405.1138 and the MAC issues a deci-
sion.

[70 FR 11472, Mar. 8, 2005, as amended at 74
FR 65336, Dec. 9, 2009]

§405.1050 Removal of a hearing re-
quest from an ALJ to the MAC.

If a request for hearing is pending be-
fore an ALJ, the MAC may assume re-
sponsibility for holding a hearing by
requesting that the ALJ send the hear-
ing request to it. If the MAC holds a
hearing, it conducts the hearing ac-
cording to the rules for hearings before
an ALJ. Notice is mailed to all parties
at their last known address informing
them that the MAC has assumed re-
sponsibility for the case.

§405.1052 Dismissal of a request for a
hearing before an ALJ.

Dismissal of a request for a hearing
is in accordance with the following:

(a) An ALJ dismisses a request for a
hearing under any of the following con-
ditions:

(1) At any time before notice of the
hearing decision is mailed, if only one
party requested the hearing and that
party asks to withdraw the request.
This request may be submitted in writ-
ing to the ALJ or made orally at the
hearing. The request for withdrawal
must include a clear statement that
the appellant is withdrawing the re-
quest for hearing and does not intend
to further proceed with the appeal. If
an attorney, or other legal professional
on behalf of a beneficiary or other ap-
pellant files the request for with-
drawal, the ALJ may presume that the
representative has advised the appel-
lant of the consequences of the with-
drawal and dismissal.

(2) Neither the party that requested
the hearing nor the party’s representa-
tive appears at the time and place set
for the hearing, if—

(i) The party was notified before the
time set for the hearing that the re-
quest for hearing might be dismissed
without further notice for failure to
appear;

§405.1052

(ii) The party did not appear at the
time and place of hearing and does not
contact the ALJ hearing office within
10 calendar days and provide good
cause for not appearing; or

(iii) The ALJ sends a notice to the
party asking why the party did not ap-
pear; and the party does not respond to
the ALJ’s notice within 10 calendar
days or does not provide good cause for
the failure to appear.

(iv) In determining whether good
cause exists under this paragraph
(a)(2), the ALJ considers any physical,
mental, educational, or linguistic limi-
tations (including any lack of facility
with the English language), that the
party may have.

(3) The person or entity requesting a
hearing has no right to it under
§405.1002.

(4) The party did not request a hear-
ing within the stated time period and
the ALJ has not found good cause for
extending the deadline, as provided in
§405.1014(c).

(5) The beneficiary whose claim is
being appealed died while the request
for hearing is pending and all of the
following criteria apply:

(i) The request for hearing was filed
by the beneficiary or the beneficiary’s
representative, and the beneficiary’s
surviving spouse or estate has no re-
maining financial interest in the case.
In deciding this issue, the ALJ con-
siders if the surviving spouse or estate
remains liable for the services that
were denied or a Medicare contractor
held the beneficiary liable for subse-
quent similar services under the limi-
tation of liability provisions based on
the denial of the services at issue.

(ii) No other individuals or entities
that have a financial interest in the
case wish to pursue an appeal under
§405.1002.

(iii) No other individual or entity
filed a valid and timely request for an
ALJ hearing in accordance to §405.1014.

(6) The ALJ dismisses a hearing re-
quest entirely or refuses to consider
any one or more of the issues because
a QIC, an ALJ or the MAC has made a
previous determination or decision
under this subpart about the appel-
lant’s rights on the same facts and on
the same issue(s) or claim(s), and this
previous determination or decision has
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become binding by either administra-
tive or judicial action.

(7) The appellant abandons the re-
quest for hearing. An ALJ may con-
clude that an appellant has abandoned
a request for hearing when the ALJ
hearing office attempts to schedule a
hearing and is unable to contact the
appellant after making reasonable ef-
forts to do so.

(b) Notice of dismissal. The ALJ mails
a written notice of the dismissal of the
hearing request to all parties at their
last known address. The notice states
that there is a right to request that the
MAC vacate the dismissal action.

[70 FR 11472, Mar. 8, 2005, as amended at 70
FR 37704, June 30, 2005; 74 FR 65336, Dec. 9,
2009]

§405.1054 Effect of dismissal of a re-
quest for a hearing before an ALJ.

The dismissal of a request for a hear-
ing is binding, unless it is vacated by
the MAC under §405.1108(b).

APPLICABILITY OF MEDICARE COVERAGE
POLICIES

§405.1060 Applicability of national
coverage determinations (NCDs).

(a) General rule. (1) An NCD is a deter-
mination by the Secretary of whether a
particular item or service is covered
nationally under Medicare.

(2) An NCD does not include a deter-
mination of what code, if any, is as-
signed to a particular item or service
covered under Medicare or a deter-
mination of the amount of payment
made for a particular item or service.

(3) NCDs are made under section
1862(a)(1) of the Act as well as under
other applicable provisions of the Act.

(4) An NCD is binding on fiscal inter-
mediaries, carriers, QIOs, QICs, ALJs,
and the MAC.

(b) Review by an ALJ. (1) An ALJ may
not disregard, set aside, or otherwise
review an NCD.

(2) An ALJ may review the facts of a
particular case to determine whether
an NCD applies to a specific claim for
benefits and, if so, whether the NCD
was applied correctly to the claim.

(c) Review by the MAC. (1) The MAC
may not disregard, set aside, or other-
wise review an NCD for purposes of a
section 1869 claim appeal, except that
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the DAB may review NCDs as provided
under part 426 of this title.

(2) The MAC may review the facts of
a particular case to determine whether
an NCD applies to a specific claim for
benefits and, if so, whether the NCD
was applied correctly to the claim.

[70 FR 11472, Mar. 8, 2005, as amended at 70
FR 37704, June 30, 2005]

§405.1062 Applicability of local cov-
erage determinations and other
policies not binding on the ALJ and
MAC.

(a) ALJs and the MAC are not bound
by LCDs, LMRPs, or CMS program
guidance, such as program memoranda
and manual instructions, but will give
substantial deference to these policies
if they are applicable to a particular
case.

(b) If an ALJ or MAC declines to fol-
low a policy in a particular case, the
ALJ or MAC decision must explain the
reasons why the policy was not fol-
lowed. An ALJ or MAC decision to dis-
regard such policy applies only to the
specific claim being considered and
does not have precedential effect.

(c) An ALJ or MAC may not set aside
or review the validity of an LMRP or
LCD for purposes of a claim appeal. An
ALJ or the DAB may review or set
aside an LCD (or any part of an LMRP
that constitutes an LLCD) in accordance
with part 426 of this title.

§405.1063 Applicability of laws, regu-
lations and CMS Rulings.

(a) All laws and regulations per-
taining to the Medicare and Medicaid
programs, including, but not limited to
Titles XI, XVIII, and XIX of the Social
Security Act and applicable imple-
menting regulations, are binding on
ALJs and the MAC.

(b) CMS Rulings are published under
the authority of the Administrator,
CMS. Consistent with §401.108 of this
chapter, rulings are binding on all CMS
components, on all HHS components
that adjudicate matters under the ju-
risdiction of CMS, and on the Social
Security Administration to the extent
that components of the Social Security
Administration adjudicate matters
under the jurisdiction of CMS.

[74 FR 65336, Dec. 9, 2009]
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§405.1064 ALJ decisions involving sta-
tistical samples.

When an appeal from the QIC in-
volves an overpayment issue and the
QIC used a statistical sample in reach-
ing its reconsideration, the ALJ must
base his or her decision on a review of
the entire statistical sample used by
the QIC.

MEDICARE APPEALS COUNCIL REVIEW

§405.1100 Medicare Appeals Council
review: General.

(a) The appellant or any other party
to the hearing may request that the
MAC review an ALJ’s decision or dis-
missal.

(b) Under circumstances set forth in
§§405.1104 and 405.1108, the appellant
may request that a case be escalated to
the MAC for a decision even if the ALJ
has not issued a decision or dismissal
in his or her case.

(c) When the MAC reviews an ALJ’s
decision, it undertakes a de novo re-
view. The MAC issues a final decision
or dismissal order or remands a case to
the ALJ within 90 calendar days of re-
ceipt of the appellant’s request for re-
view, unless the 90 calendar day period
is extended as provided in this subpart.

(d) When deciding an appeal that was
escalated from the ALJ level to the
MAC, the MAC will issue a final deci-
sion or dismissal order or remand the
case to the ALJ within 180 calendar
days of receipt of the appellant’s re-
quest for escalation, unless the 180 cal-
endar day period is extended as pro-
vided in this subpart.

[70 FR 11472, Mar. 8, 2005, as amended at 74
FR 65336, Dec. 9, 2009]

§405.1102 Request for MAC review
when ALJ issues decision or dis-
missal.

(a)(1) A party to the ALJ hearing
may request a MAC review if the party
files a written request for a MAC re-
view within 60 calendar days after re-
ceipt of the ALJ’s decision or dis-
missal.

(2) For purposes of this section, the
date of receipt of the ALJ’s decision or
dismissal is presumed to be 5 calendar
days after the date of the notice of the
decision or dismissal, unless there is
evidence to the contrary.

§405.1104

(3) The request is considered as filed
on the date it is received by the entity
specified in the notice of the ALJ’s ac-
tion.

(b) A party requesting a review may
ask that the time for filing a request
for MAC review be extended if—

(1) The request for an extension of
time is in writing;

(2) It is filed with the MAC; and

(3) It explains why the request for re-
view was not filed within the stated
time period. If the MAC finds that
there is good cause for missing the
deadline, the time period will be ex-
tended. To determine whether good
cause exists, the MAC uses the stand-
ards outlined at §§405.942(b)(2) and
405.942(b)(3).

(c) A party does not have the right to
seek MAC review of an ALJ’s remand
to a QIC or an ALJ’s affirmation of a
QIC’s dismissal of a request for recon-
sideration.

(d) For purposes of requesting MAC
review (§405.1100 through §405.1140), un-
less specifically excepted the term,
“party,” includes CMS where CMS has
entered into a case as a party accord-
ing to §405.1012. The term, ‘‘appellant,”
does not include CMS, where CMS has
entered into a case as a party accord-
ing to §405.1012.

[70 FR 11472, Mar. 8, 2005, as amended at 70
FR 37704, June 30, 2005; 74 FR 65336, Dec. 9,
2009]

§405.1104 Request for MAC review
when an ALJ does not issue a deci-
sion timely.

(a) Requesting escalation. An appellant
who files a timely request for hearing
before an ALJ and whose appeal con-
tinues to be pending before the ALJ at
the end of the applicable ALJ adjudica-
tion period under §405.1016 may request
MAC review if—

(1) The appellant files a written re-
quest with the ALJ to escalate the ap-
peal to the MAC after the adjudication
period has expired; and

(2) The ALJ does not issue a decision,
dismissal order, or remand order with-
in the later of 5 calendar days of re-
ceiving the request for escalation or 5
calendar days from the end of the ap-
plicable adjudication period set forth
in §405.1016.
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(b) Escalation. (1) If the ALJ is not
able to issue a decision, dismissal
order, or remand order within the time
period set forth in paragraph (a)(2) of
this section, he or she sends notice to
the appellant.

(2) The notice acknowledges receipt
of the request for escalation, and con-
firms that the ALJ is not able to issue
a decision, dismissal order, or remand
order within the statutory timeframe.

(3) If the ALJ does not act on a re-
quest for escalation within the time pe-
riod set forth in paragraph (a)(2) of this
section or does not send the required
notice to the appellant, the QIC deci-
sion becomes the decision that is sub-
ject to MAC review consistent with
§405.1102(a).

(c) No escalation. If the ALJ’s adju-
dication period set forth in §405.1016 ex-
pires, the case remains with the ALJ
until a decision, dismissal order, or re-
mand order is issued or the appellant
requests escalation to the MAC.

[70 FR 11472, Mar. 8, 2005, as amended at 70
FR 37704, June 30, 2005; 74 FR 65337, Dec. 9,
2009]

§405.1106 Where a request for review
or escalation may be filed.

(a) When a request for a MAC review
is filed after an ALJ has issued a deci-
sion or dismissal, the request for re-
view must be filed with the entity spec-
ified in the notice of the ALJ’s action.
The appellant must also send a copy of
the request for review to the other par-
ties to the ALJ decision or dismissal
who received a copy of the hearing de-
cision under §405.1046(a) or a copy of
the notice of  dismissal under
§405.1052(b). Failure to copy the other
parties tolls the MAC’s adjudication
deadline set forth in §405.1100 until all
parties to the hearing receive notice of
the request for MAC review. If the re-
quest for review is timely filed with an
entity other than the entity specified
in the notice of the ALJ’s action, the
MAC’s adjudication period to conduct a
review begins on the date the request
for review is received by the entity
specified in the notice of the ALJ’s ac-
tion. Upon receipt of a request for re-
view from an entity other than the en-
tity specified in the notice of the ALJ’s
action, the MAC sends written notice
to the appellant of the date of receipt
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of the request and commencement of
the adjudication timeframe.

(b) If an appellant files a request to
escalate an appeal to the MAC level be-
cause the ALJ has not completed his or
her action on the request for hearing
within the adjudication deadline under
§405.1016, the request for escalation
must be filed with both the ALJ and
the MAC. The appellant must also send
a copy of the request for escalation to
the other parties. Failure to copy the
other parties tolls the MAC’s adjudica-
tion deadline set forth in §405.1100 until
all parties to the hearing receive no-
tice of the request for MAC review. In
a case that has been escalated from the
ALJ, the MAC’s 180 calendar day period
to issue a final decision, dismissal
order, or remand order begins on the
date the request for escalation is re-
ceived by the MAC.

[74 FR 65337, Dec. 9, 2009]

§405.1108 MAC actions when request
for review or escalation is filed.

(a) Except as specified in paragraphs
(c) and (d) of this section, when a party
requests that the MAC review an ALJ’s
decision, the MAC will review the
ALJ’s decision de novo. The party re-
questing review does not have a right
to a hearing before the MAC. The MAC
will consider all of the evidence in the
administrative record. Upon comple-
tion of its review, the MAC may adopt,
modify, or reverse the ALJ’s decision
or remand the case to an ALJ for fur-
ther proceedings.

(b) When a party requests that the
MAC review an ALJ’s dismissal, the
MAC may deny review or vacate the
dismissal and remand the case to the
ALJ for further proceedings.

(c) The MAC will dismiss a request
for review when the party requesting
review does not have a right to a re-
view by the MAC, or will dismiss the
request for a hearing for any reason
that the ALJ could have dismissed the
request for hearing.

(d) When an appellant requests esca-
lation of a case from the ALJ level to
the MAC, the MAC may take any of the
following actions:

(1) Issue a decision based on the
record constructed at the QIC and any
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additional evidence, including oral tes-
timony, entered in the record by the
ALJ before the case was escalated.

(2) Conduct any additional pro-
ceedings, including a hearing, that the
MAC determines are necessary to issue
a decision.

(3) Remand the case to an ALJ for
further proceedings, including a hear-
ing.

(4) Dismiss the request for MAC re-
view because the appellant does not
have the right to escalate the appeal.

(5) Dismiss the request for a hearing
for any reason that the ALJ could have
dismissed the request.

§405.1110 MAC reviews on its own mo-
tion.

(a) General rule. The MAC may decide
on its own motion to review a decision
or dismissal issued by an ALJ. CMS or
any of its contractors may refer a case
to the MAC for it to consider reviewing
under this authority anytime within 60
calendar days after the date of an
ALJ’s decision or dismissal.

(b) Referral of cases. (1) CMS or any of
its contractors may refer a case to the
MAC if, in their view, the decision or
dismissal contains an error of law ma-
terial to the outcome of the claim or
presents a broad policy or procedural
issue that may affect the public inter-
est. CMS may also request that the
MAC take own motion review of a case
if—

(i) CMS or its contractor participated
in the appeal at the ALJ level; and

(ii) In CMS’ view, the ALJ’s decision
or dismissal is not supported by the
preponderance of evidence in the
record or the ALJ abused his or her
discretion.

(2) CMS’ referral to the MAC is made
in writing and must be filed with the
MAC no later than 60 calendar days
after the ALJ’s decision or dismissal is
issued. The written referral will state
the reasons why CMS believes the MAC
must review the case on its own mo-
tion. CMS will send a copy of its refer-
ral to all parties to the ALJ’s action
who received a copy of the hearing de-
cision under §405.1046(a) or the notice
of dismissal under §405.1052(b), and to
the ALJ. Parties to the ALJ’s action
may file exceptions to the referral by
submitting written comments to the

§405.1110

MAC within 20 calendar days of the re-
ferral notice. A party submitting com-
ments to the MAC must send such com-
ments to CMS and all other parties to
the ALJ’s decision who received a copy
of the hearing decision under
§405.1046(a) or the notice of dismissal
under §405.1052(b).

(c) Standard of review. (1) Referral by
CMS after participation at the ALJ
level. If CMS or its contractor partici-
pated in an appeal at the ALJ level,
the MAC exercises its own motion au-
thority if there is an error of law mate-
rial to the outcome of the case, an
abuse of discretion by the ALJ, the de-
cision is not consistent with the pre-
ponderance of the evidence of record,
or there is a broad policy or procedural
issue that may affect the general pub-
lic interest. In deciding whether to ac-
cept review under this standard, the
MAC will limit its consideration of the
ALJ’s action to those exceptions raised
by CMS.

(2) Referral by CMS when CMS did not
participate in the ALJ proceedings or ap-
pear as a party. The MAC will accept re-
view if the decision or dismissal con-
tains an error of law material to the
outcome of the case or presents a broad
policy or procedural issue that may af-
fect the general public interest. In de-
ciding whether to accept review, the
MAC will limit its consideration of the
ALJ’s action to those exceptions raised
by CMS.

(d) MAC’s action. If the MAC decides
to review a decision or dismissal on its
own motion, it will mail the results of
its action to all the parties to the hear-
ing and to CMS if it is not already a
party to the hearing. The MAC may
adopt, modify, or reverse the decision
or dismissal, may remand the case to
an ALJ for further proceedings or may
dismiss a hearing request. The MAC
must issue its action no later than 90
calendar days after receipt of the CMS
referral, unless the 90 calendar day pe-
riod has been extended as provided in
this subpart. The MAC may not, how-
ever, issue its action before the 20 cal-
endar day comment period has expired,
unless it determines that the agency’s
referral does not provide a basis for re-
viewing the case. If the MAC does not
act within the applicable adjudication
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deadline, the ALJ’s decision or dis-
missal is binding on the parties to the
ALJ decision.

[70 FR 11472, Mar. 8, 2005, as amended at 74
FR 65337, Dec. 9, 2009]

§405.1112 Content of request for re-
view.

(a) The request for MAC review must
be filed with the MAC or appropriate
ALJ hearing office. The request for re-
view must be in writing and may be
made on a standard form. A written re-
quest that is not made on a standard
form is accepted if it contains the
beneficiary’s name; Medicare health in-
surance claim number; the specific
service(s) or item(s) for which the re-
view is requested; the specific date(s)
of service; the date of the ALJ’s deci-
sion or dismissal order, if any; if the
party is requesting escalation from the
ALJ to the MAC, the hearing office in
which the appellant’s request for hear-
ing is pending; and the name and signa-
ture of the party or the representative
of the party; and any other informa-
tion CMS may decide.

(b) The request for review must iden-
tify the parts of the ALJ action with
which the party requesting review dis-
agrees and explain why he or she dis-
agrees with the ALJ’s decision, dis-
missal, or other determination being
appealed. For example, if the party re-
questing review believes that the ALJ’s
action is inconsistent with a statute,
regulation, CMS Ruling, or other au-
thority, the request for review should
explain why the appellant believes the
action is inconsistent with that au-
thority.

(¢) The MAC will limit its review of
an ALJ’s actions to those exceptions
raised by the party in the request for
review, unless the appellant is an un-
represented beneficiary. For purposes
of this section only, we define a rep-
resentative as anyone who has accept-
ed an appointment as the beneficiary’s
representative, except a member of the
beneficiary’s family, a legal guardian,
or an individual who routinely acts on
behalf of the beneficiary, such as a
family member or friend who has a
power of attorney.

[70 FR 11472, Mar. 8, 2005, as amended at 70

FR 37704, June 30, 2005; 74 FR 65337, Dec. 9,
2009]
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§405.1114 Dismissal of request for re-
view.

The MAC dismisses a request for re-
view if the party requesting review did
not file the request within the stated
period of time and the time for filing
has not been extended. The MAC also
dismisses the request for review if—

(a) The party asks to withdraw the
request for review;

(b) The party does not have a right to
request MAC review; or

(c) The beneficiary whose claim is
being appealed died while the request
for review is pending and all of the fol-
lowing criteria apply:

(1) The request for review was filed
by the beneficiary or the beneficiary’s
representative, and the beneficiary’s
surviving spouse or estate has no re-
maining financial interest in the case.
In deciding this issue, the MAC con-
siders whether the surviving spouse or
estate remains liable for the services
that were denied or a Medicare con-
tractor held the beneficiary liable for
subsequent similar services under the
limitation of liability provisions based
on the denial of the services at issue;

(2) No other individual or entity with
a financial interest in the case wishes
to pursue an appeal under §405.1102;

(3) No other party to the ALJ hearing
filed a valid and timely review request
under §§405.1102 and 405.1112.

§405.1116 Effect of dismissal of re-
quest for MAC review or request for
hearing.

The dismissal of a request for MAC
review or denial of a request for review
of a dismissal issued by an ALJ is bind-
ing and not subject to further review
unless reopened and vacated by the
MAC. The MAC’s dismissal of a request
for hearing is also binding and not sub-
ject to judicial review.

§405.1118 Obtaining evidence from the
MAC.

A party may request and receive a
copy of all or part of the record of the
ALJ hearing, including the exhibits
list, documentary evidence, and a copy
of the tape of the oral proceedings.
However, the party may be asked to
pay the costs of providing these items.
If a party requests evidence from the
MAC and an opportunity to comment
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on that evidence, the time beginning
with the MAC’s receipt of the request
for evidence through the expiration of
the time granted for the party’s re-
sponse will not be counted toward the
90 calendar day adjudication deadline.

[70 FR 11472, Mar. 8, 2005, as amended at 74
FR 65337, Dec. 9, 2009]

§405.1120 Filing briefs with the MAC.

Upon request, the MAC will give the
party requesting review, as well as all
other parties, a reasonable opportunity
to file briefs or other written state-
ments about the facts and law relevant
to the case. Any party who submits a
brief or statement must send a copy to
all of the other parties. Unless the
party requesting review files the brief
or other statement with the request for
review, the time beginning with the
date of receipt of the request to submit
the brief and ending with the date the
brief is received by the MAC will not be
counted toward the adjudication time-
frame set forth in §405.1100. The MAC
may also request, but not require, CMS
or its contractor to file a brief or posi-
tion paper if the MAC determines that
it is necessary to resolve the issues in
the case. The MAC will not draw any
adverse inference if CMS or a con-
tractor either participates, or decides
not to participate in MAC review.

§405.1122 What evidence may be sub-
mitted to the MAC.

(a) Appeal before the MAC on request
for review of ALJ’s decision. (1) If the
MAC is reviewing an ALJ’s decision,
the MAC limits its review of the evi-
dence to the evidence contained in the
record of the proceedings before the
ALJ. However, if the hearing decision
decides a new issue that the parties
were not afforded an opportunity to ad-
dress at the ALJ level, the MAC con-
siders any evidence related to that
issue that is submitted with the re-
quest for review.

(2) If the MAC determines that addi-
tional evidence is needed to resolve the
issues in the case and the hearing
record indicates that the previous deci-
sion-makers have not attempted to ob-
tain the evidence, the MAC may re-
mand the case to an ALJ to obtain the
evidence and issue a new decision.

§405.1122

(b) Appeal before MAC as a result of
appellant’s request for escalation. (1) If
the MAC is reviewing a case that is es-
calated from the ALJ level to the MAC,
the MAC will decide the case based on
the record constructed at the QIC and
any additional evidence, including oral
testimony, entered in the record by the
ALJ before the case was escalated.

(2) If the MAC receives additional
evidence with the request for esca-
lation that is material to the question
to be decided, or determines that addi-
tional evidence is needed to resolve the
issues in the case, and the record pro-
vided to the MAC indicates that the
previous decision-makers did not at-
tempt to obtain the evidence before es-
calation, the MAC may remand the
case to an ALJ to consider or obtain
the evidence and issue a new decision.

(c) Evidence related to issues previously
considered by the QIC. (1) If new evi-
dence related to issues previously con-
sidered by the QIC is submitted to the
MAC by a provider, supplier, or a bene-
ficiary represented by a provider or
supplier, the MAC must determine if
the provider, supplier, or the bene-
ficiary represented by a provider or
supplier had good cause for submitting
it for the first time at the MAC level.

(2) If the MAC determines that good
cause does not exist, the MAC must ex-
clude the evidence from the pro-
ceeding, may not consider it in reach-
ing a decision, and may not remand the
issue to an ALJ.

(3) The MAC must notify all parties if
it excludes the evidence. The MAC may
remand to an ALJ if—

(i) The ALJ did not consider the new
evidence submitted by the provider,
supplier, or beneficiary represented by
a provider or supplier because good
cause did not exist; and

(ii) The MAC finds that good cause
existed under §405.1028 and the ALJ
should have reviewed the evidence.

(iii) The new evidence is submitted
by a party that is not a provider, sup-
plier, or a beneficiary represented by a
provider or supplier.

(d) Subpoenas. (1) Except as provided
in this section, when it is reasonably
necessary for the full presentation of a
case, the MAC may, on its own initia-
tive or at the request of a party, issue
subpoenas requiring a party to make
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books, records, correspondence, papers,
or other documents that are material
to an issue at the hearing available for
inspection and copying. The MAC may
not issue a subpoena to CMS or its con-
tractors, on its own initiative or at the
request of a party, to compel the pro-
duction of evidence.

(2) A party’s request for a subpoena
must—

(i) Give a sufficient description of the
documents to be produced;

(ii) State the important facts that
the documents are expected to prove;
and

(iii) Indicate why these facts could
not be proven without issuing a sub-
poena.

(3) A party to the MAC review on es-
calation that wishes to subpoena docu-
ments must file a written request that
complies with the requirements set out
in paragraph (d)(2) of this section with-
in 10 calendar days of the request for
escalation.

(4) A subpoena will issue only where
a party—

(1) Has sought discovery;

(ii) Has filed a motion to compel;

(iii) Has had that motion granted;
and

(iv) Nevertheless, has still not re-
ceived the requested discovery.

(e) Reviewability of subpoena rul-
ings—

(1) General rule. A MAC ruling on a
subpoena request is not subject to im-
mediate review by the Secretary.

(2) Ezxception. To the extent a sub-
poena compels disclosure of a matter
for which an objection based on privi-
lege, or other protection from disclo-
sure such as case preparation, con-
fidentiality, or undue burden, was
made before the MAC, the Secretary
may review immediately that subpoena
or portion of the subpoena.

(3) Upon notice to the MAC that a
party or non-party, as applicable, in-
tends to seek Secretary review of the
subpoena, the MAC must stay all pro-
ceedings affected by the subpoena.

(4) The MAC determines the length of
the stay under the circumstances of a
given case, but in no event is less than
15 calendar days after the day on which
the MAC received notice of the party
or non-party’s intent to seek Secretary
review.
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(5) If the Secretary grants a request
for review, the subpoena or portion of
the subpoena, as applicable, is stayed
until the Secretary issues a written de-
cision that affirms, reverses, modifies,
or remands the MAC’s action for the
subpoena.

(6) If the Secretary does not grant re-
view or take own motion review within
the time allotted for the stay, the stay
is lifted and the MAC’s action stands.

(f) Enforcement. (1) If the MAC deter-
mines, whether on its own motion or at
the request of a party, that a party or
non-party subject to a subpoena issued
under this section has refused to com-
ply with the subpoena, the MAC may
request the Secretary to seek enforce-
ment of the subpoena in accordance
with section 205(e) of the Act, 42 U.S.C.
405(e).

(2) Any enforcement request by the
MAC must consist of a written notice
to the Secretary describing in detail
the MAC’s findings of noncompliance
and its specific request for enforce-
ment, and providing a copy of the sub-
poena and evidence of its receipt by
certified mail by the party or nonparty
subject to the subpoena.

(3) The MAC must promptly mail a
copy of the notice and related docu-
ments to the party or non-party sub-
ject to the subpoena, and to any other
party and affected non-party to the ap-
peal.

(4) If the Secretary does not grant re-
view or take own motion review within
the time allotted for the stay, the stay
is lifted and the subpoena stands.

[70 FR 11472, Mar. 8, 2005, as amended at 74
FR 65337, Dec. 9, 2009]

§405.1124 Oral argument.

A party may request to appear before
the MAC to present oral argument.

(a) The MAC grants a request for oral
argument if it decides that the case
raises an important question of law,
policy, or fact that cannot be readily
decided based on written submissions
alone.

(b) The MAC may decide on its own
that oral argument is necessary to de-
cide the issues in the case. If the MAC
decides to hear oral argument, it tells
the parties of the time and place of the
oral argument at least 10 calendar days
before the scheduled date.
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(c) In case of a previously unrepre-
sented beneficiary, a newly hired rep-
resentative may request an extension
of time for preparation of the oral ar-
gument and the MAC must consider
whether the extension is reasonable.

(d) The MAC may also request, but
not require, CMS or its contractor to
appear before it if the MAC determines
that it may be helpful in resolving the
issues in the case.

(e) The MAC will not draw any infer-
ence if CMS or a contractor decides not
to participate in the oral argument.

[70 FR 11472, Mar. 8, 2005, as amended at 74
FR 65338, Dec. 9, 2009]

§405.1126 Case remanded by the MAC.

(a) When the MAC may remand a case.
Except as specified in §405.1122(c), the
MAC may remand a case in which addi-
tional evidence is needed or additional
action by the ALJ is required. The
MAC will designate in its remand order
whether the ALJ will issue a decision
or a recommended decision on remand.

(b) Action by ALJ on remand. The ALJ
will take any action that is ordered by
the MAC and may take any additional
action that is not inconsistent with the
MAC’s remand order.

(c) Notice when case is returned with a
recommended decision. When the ALJ
sends a case to the MAC with a rec-
ommended decision, a notice is mailed
to the parties at their last known ad-
dress. The notice tells them that the
case was sent to the MAC, explains the
rules for filing briefs or other written
statements with the MAC, and includes
a copy of the recommended decision.

(d) Filing briefs with the MAC when
ALJ issues recommended decision. (1) Any
party to the recommended decision
may file with the MAC briefs or other
written statements about the facts and
law relevant to the case within 20 cal-
endar days of the date on the rec-
ommended decision. Any party may
ask the MAC for additional time to file
briefs or statements. The MAC will ex-
tend this period, as appropriate, if the
party shows that it has good cause for
requesting the extension.

(2) All other rules for filing briefs
with and obtaining evidence from the
MAC follow the procedures explained
in this subpart.

§405.1130

(e) Procedures before the MAC. (1) The
MAC, after receiving a recommended
decision, will conduct proceedings and
issue its decision or dismissal accord-
ing to the procedures explained in this
subpart.

(2) If the MAC determines that more
evidence is required, it may again re-
mand the case to an ALJ for further in-
quiry into the issues, rehearing, receipt
of evidence, and another decision or
recommended decision. However, if the
MAC decides that it can get the addi-
tional evidence more quickly, it will
take appropriate action.

[70 FR 11472, Mar. 8, 2005, as amended at 74
FR 65338, Dec. 9, 2009]

§405.1128 Action of the MAC.

(a) After it has reviewed all the evi-
dence in the administrative record and
any additional evidence received, sub-
ject to the limitations on MAC consid-
eration of additional evidence in
§405.1122, the MAC will make a decision
or remand the case to an ALJ.

(b) The MAC may adopt, modify, or
reverse the ALJ hearing decision or
recommended decision.

(c) The MAC mails a copy of its deci-
sion to all the parties at their last
known addresses. For overpayment
cases involving multiple beneficiaries
where there is no beneficiary liability
the MAC may choose to send written
notice only to the appellant. In the
event the decision will result in a pay-
ment to a provider or supplier, the
Medicare contractor must issue any
electronic or paper remittance advice
notice to that provider or supplier.

§405.1130 Effect of the MAC’s decision.

The MAC’s decision is final and bind-
ing on all parties unless a Federal dis-
trict court issues a decision modifying
the MAC’s decision or the decision is
revised as the result of a reopening in
accordance with §405.980. A party may
file an action in a Federal district
court within 60 calendar days after the
date it receives notice of the MAC’s de-
cision.

[74 FR 65338, Dec. 9, 2009]
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§405.1132 Request for escalation to
Federal court.

(a) If the MAC does not issue a deci-
sion or dismissal or remand the case to
an ALJ within the adjudication period
specified in §405.1100, or as extended as
provided in this subpart, the appellant
may request that the appeal, other
than an appeal of an ALJ dismissal, be
escalated to Federal district court.
Upon receipt of a request for esca-
lation, the MAC may—

(1) Issue a decision or dismissal or re-
mand the case to an ALJ, if that action
is issued within the latter of 5 calendar
days of receipt of the request for esca-
lation or 5 calendar days from the end
of the applicable adjudication time pe-
riod set forth in §405.1100; or

(2) If the MAC is not able to issue a
decision or dismissal or remand as set
forth in paragraph (a)(1) of this section,
it will send a notice to the appellant
acknowledging receipt of the request
for escalation and confirming that it is
not able to issue a decision, dismissal
or remand order within the statutory
time frame.

(b) A party may file an action in a
Federal district court within 60 cal-
endar days after the date it receives
the MAC’s notice that the MAC is not
able to issue a final decision, dismissal
order, or remand order unless the party
is appealing an ALJ dismissal.

[70 FR 11472, Mar. 8, 2005, as amended at 74
FR 65338, Dec. 9, 2009]

§405.1134 Extension of time to file ac-
tion in Federal district court.

(a) Any party to the MAC’s decision
or to a request for EAJR that has been
certified by the review entity other
than CMS may request that the time
for filing an action in a Federal district
court be extended.

(b) The request must—

(1) Be in writing.

(2) Give the reasons why the action
was not filed within the stated time pe-
riod.

(3) Be filed with the MAC.

(c) If the party shows that he or she
had good cause for missing the dead-
line, the time period will be extended.
To determine whether good cause ex-
ists, the MAC uses the standards speci-
fied in §405.942(b)(2) or (b)(3).
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§405.1136 Judicial review.

(a) General rules. (1) To the extent au-
thorized by sections 1869, 1876(c)(5)(B),
and 1879(d) of the Act, a party to a
MAC decision, or an appellant who re-
quests escalation to Federal district
court if the MAC does not complete its
review of the ALJ’s decision within the
applicable adjudication period, may ob-
tain a court review if the amount re-
maining in controversy satisfies the re-
quirements of §405.1006(c).

(2) If the MAC’s adjudication period
set forth in §405.1100 expires and the
appellant does not request escalation
to Federal district court, the case re-
mains with the MAC until a final deci-
sion, dismissal order, or remand order
is issued.

(b) Court in which to file civil action.
(1) Any civil action described in para-
graph (a) of this section must be filed
in the district court of the United
States for the judicial district in which
the party resides or where such indi-
vidual, institution, or agency has its
principal place of business.

(2) If the party does not reside within
any judicial district, or if the indi-
vidual, institution, or agency does not
have its principal place of business
within any such judicial district, the
civil action must be filed in the Dis-
trict Court of the United States for the
District of Columbia.

(c) Time for filing civil action. (1) Any
civil action described in paragraph (a)
of this section must be filed within the
time periods specified in §405.1130,
§405.1132, or §405.1134, as applicable.

(2) For purposes of this section, the
date of receipt of the notice of the
MAC’s decision or the MAC’s notice
that it is not able to issue a decision
within the statutory timeframe shall
be presumed to be 5 calendar days after
the date of the notice, unless there is a
reasonable showing to the contrary.

(3) Where a case is certified for judi-
cial review in accordance with the ex-
pedited access to judicial review proc-
ess in §405.990, the civil action must be
filed within 60 calendar days after re-
ceipt of the review entity’s certifi-
cation, except where the time is ex-
tended by the ALJ or MAC, as applica-
ble, upon a showing of good cause.

(d) Proper defendant. (1) In any civil
action described in paragraph (a) of
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this section, the Secretary of HHS, in
his or her official capacity, is the prop-
er defendant. Any civil action properly
filed shall survive notwithstanding any
change of the person holding the Office
of the Secretary of HHS or any va-
cancy in such office.

(2) If the complaint is erroneously
filed against the United States or
against any agency, officer, or em-
ployee of the United States other than
the Secretary, the plaintiff will be no-
tified that he or she has named an in-
correct defendant and is granted 60 cal-
endar days from the date of receipt of
the notice in which to commence the
action against the correct defendant,
the Secretary.

(e) Prohibition against judicial review
of certain Part B regulations or instruc-
tions. Under section 1869(e)(1) of the
Act, a court may not review a regula-
tion or instruction that relates to a
method of payment under Medicare
Part B if the regulation was published,
or the instructions issued, before Janu-
ary 1, 1991.

(f) Standard of review. (1) Under sec-
tion 205(g) of the Act, the findings of
the Secretary of HHS as to any fact, if
supported by substantial evidence, are
conclusive.

(2) When the Secretary’s decision is
adverse to a party due to a party’s fail-
ure to submit proof in conformity with
a regulation prescribed under section
205(a) of the Act pertaining to the type
of proof a party must offer to establish
entitlement to payment, the court will
review only whether the proof con-
forms with the regulation and the va-
lidity of the regulation.

[70 FR 11472, Mar. 8, 2005, as amended at 70
FR 37705, June 30, 2005; 74 FR 65338, Dec. 9,
2009]

§405.1138 Case remanded by a Federal
district court.

When a Federal district court re-
mands a case to the Secretary for fur-
ther consideration, unless the court
order specifies otherwise, the MAC,
acting on behalf of the Secretary, may
make a decision, or it may remand the
case to an ALJ with instructions to
take action and either issue a decision,
take other action, or return the case to
the MAC with a recommended decision.
If the MAC remands a case, the proce-

§405.1140

dures specified in §405.1140 will be fol-
lowed.

§405.1140 MAC review of ALJ decision
in a case remanded by a Federal
district court.

(a) General rules. (1) In accordance
with §405.1138, when a case is remanded
by a Federal district court for further
consideration and the MAC remands
the case to an ALJ, a decision subse-
quently issued by the ALJ becomes the
final decision of the Secretary unless
the MAC assumes jurisdiction.

(2) The MAC may assume jurisdiction
based on written exceptions to the de-
cision of the ALJ that a party files
with the MAC or based on its authority
under paragraph (c¢) of this section.

(3) The MAC either makes a new,
independent decision based on the en-
tire record that will be the final deci-
sion of the Secretary after remand, or
remands the case to an ALJ for further
proceedings.

(b) A party files exceptions disagreeing
with the decision of the ALJ. (1) If a
party disagrees with an ALJ decision
described in paragraph (a) of this sec-
tion, in whole or in part, he or she may
file exceptions to the decision with the
MAC. Exceptions may be filed by sub-
mitting a written statement to the
MAC setting forth the reasons for dis-
agreeing with the decision of the ALJ.
The party must file exceptions within
30 calendar days of the date the party
receives the decision of the ALJ or sub-
mit a written request for an extension
within the 30 calendar day period. The
MAC will grant a timely request for a
30 calendar day extension. A request
for an extension of more than 30 cal-
endar days must include a statement of
reasons as to why the party needs the
additional time and may be granted if
the MAC finds good cause under the
standard established in §405.942(b)(2) or
(0)(3).

(2) If written exceptions are timely
filed, the MAC considers the party’s
reasons for disagreeing with the deci-
sion of the ALJ. If the MAC concludes
that there is no reason to change the
decision of the ALJ, it will issue a no-
tice addressing the exceptions and ex-
plaining why no change in the decision
of the ALJ is warranted. In this in-
stance, the decision of the ALJ is the
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final decision of the Secretary after re-
mand.

(3) When a party files written excep-
tions to the decision of the ALJ, the
MAC may assume jurisdiction at any
time. If the MAC assumes jurisdiction,
it makes a new, independent decision
based on its consideration of the entire
record adopting, modifying, or revers-
ing the decision of the ALJ or remand-
ing the case to an ALJ for further pro-
ceedings, including a new decision. The
new decision of the MAC is the final de-
cision of the Secretary after remand.

(c) MAC assumes jurisdiction without
exceptions being filed. (1) Any time with-
in 60 calendar days after the date of the
decision of the ALJ, the MAC may de-
cide to assume jurisdiction of the case
even though no written exceptions
have been filed.

(2) Notice of this action is mailed to
all parties at their last known address.

(3) The parties will be provided with
the opportunity to file briefs or other
written statements with the MAC
about the facts and law relevant to the
case.

(4) After the briefs or other written
statements are received or the time al-
lowed (usually 30 calendar days) for
submitting them has expired, the MAC
will either issue a final decision of the
Secretary affirming, modifying, or re-
versing the decision of the ALJ, or re-
mand the case to an ALJ for further
proceedings, including a new decision.

(d) Ezxceptions are mot filed and the
MAC does not otherwise assume jurisdic-
tion. If no exceptions are filed and the
MAC does not assume jurisdiction of
the cases within 60 calendar days after
the date of the ALJ’s decision, the de-
cision of the ALJ becomes the final de-
cision of the Secretary after remand.

[70 FR 11472, Mar. 8, 2005, as amended at 74
FR 65338, Dec. 9, 2009]

Subpart J—Expedited Determina-
fions and Reconsiderations of
Provider Service Terminations,
and Procedures for Inpatient
Hospital Discharges

SOURCE: 69 FR 69624, Nov. 26, 2004, unless
otherwise noted.
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§405.1200 Notifying beneficiaries of
provider service terminations.

(a) Applicability and scope. (1) For pur-
poses of §§405.1200 through 405.1204, the
term, provider, is defined as a home
health agency (HHA), skilled nursing

facility (SNF), comprehensive out-
patient rehabilitation facility (CORF),
or hospice.

(2) For purposes of §§405.1200 through
405.1204, a termination of Medicare-cov-
ered service is a discharge of a bene-
ficiary from a residential provider of
services, or a complete cessation of
coverage at the end of a course of
treatment prescribed in a discrete in-
crement, regardless of whether the ben-
eficiary agrees that the services should
end. A termination does not include a
reduction in services. A termination
also does not include the termination
of one type of service by the provider if
the beneficiary continues to receive
other Medicare-covered services from
the provider.

(b) Advance written mnotice of service
terminations. Before any termination of
services, the provider of the service
must deliver valid written notice to
the beneficiary of the provider’s deci-
sion to terminate services. The pro-
vider must use a standardized notice,
as specified by CMS, in accordance
with the following procedures:

(1) Timing of notice. A provider must
notify the beneficiary of the decision
to terminate covered services no later
than 2 days before the proposed end of
the services. If the beneficiary’s serv-
ices are expected to be fewer than 2
days in duration, the provider must no-
tify the beneficiary at the time of ad-
mission to the provider. If, in a non-
residential setting, the span of time be-
tween services exceeds 2 days, the no-
tice must be given no later than the
next to last time services are fur-
nished.

(2) Content of the notice. The stand-
ardized termination notice must in-
clude the following information:

(i) The date that coverage of services
ends;

(ii) The date that the beneficiary’s fi-
nancial liability for continued services
begins;

(iii) A description of the beneficiary’s
right to an expedited determination
under §405.1202, including information
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