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first claim submitted by the bene-
ficiary or other person and imme-
diately notifies the claimant of the ex-
clusion. CMS does not pay a bene-
ficiary or other person (including a
supplier) for items or services fur-
nished by, or under, the medical direc-
tion of an excluded person more than 15
days after the date on the notice to the
beneficiary or other person (including
a supplier), or after the effective date
of the exclusion, whichever is later.

(2) Notwithstanding the other provi-
sions of this section, payment may be
made for certain emergency items or
services furnished by an excluded per-
son, or under the medical direction or
on the request of an excluded person
during the period of exclusion. To be
payable, a claim for the emergency
items or services must be accompanied
by a sworn statement of the person fur-
nishing the items or services, speci-
fying the nature of the emergency and
the reason that the items or services
were not furnished by a person eligible
to furnish or order the items or serv-
ices. No claim for emergency items or
services is payable if those items or
services were provided by an excluded
person that, through employment, con-
tractual, or under any other arrange-
ment, routinely provides emergency
health care items or services.

§402.210 Notices.

(a) Notice of proposed determination to
exclude. When the initiating agency
proposes to exclude a person from par-
ticipation in a Federal health care pro-
gram in accordance with this part, no-
tice of the proposed determination to
exclude must be given in writing, and
delivered or sent by certified mail, re-
turn receipt requested. The written no-
tice must include, at a minimum—

(1) Reference to the statutory basis
for the exclusion.

(2) A description of the claims, re-
quests for payment, or incidents for
which the exclusion is proposed.

(3) The reason why those claims, re-
quests for payments, or incidents sub-
ject the person to an exclusion.

(4) The length of the proposed exclu-
sion.

(5) A description of the cir-
cumstances that were considered when
determining the period of exclusion.
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(6) Instructions for responding to the
notice, including a specific statement
of the person’s right to submit docu-
mentary evidence and a written re-
sponse concerning whether the exclu-
sion is warranted, and any related
issues such as potential mitigating cir-
cumstances. The notice must specify
that—

(i) The person has the right to re-
quest an opportunity to meet with an
official of the initiating agency to
make an oral presentation; and

(ii) The request to make an oral pres-
entation must be submitted within 30
days of the receipt of the notice of in-
tent to exclude.

(7) If a person fails, within the time
permitted under §402.212, to exercise
the right to respond to the notice of
proposed determination to exclude, the
initiating agency may initiate actions
for the imposition of the exclusion.

(b) Notice of exclusion. Once the initi-
ating agency determines that the ex-
clusion is warranted, a written notice
of exclusion is sent to the person in the
same manner as described in paragraph
(a) of this section. The exclusion is ef-
fective 20 days from the date of the no-
tice. The written notice must include,
at a minimum, the following:

(1) The basis for the exclusion.

(2) The length of the exclusion and,
when applicable, the factors considered
in setting the length.

(3) The effect of exclusion.

(4) The earliest date on which the ini-
tiating agency considers a request for
reinstatement.

(5) The requirements and procedures
for reinstatement.

(6) The appeal rights available to the
excluded person under part 1005 of this
title.

(c) Amendment to the notice of exclu-
sion. No later than 15 days before the
final exhibit exchanges required under
§1005.8 of this title, the initiating agen-
cy may amend the notice of exclusion
if information becomes available that
justifies the imposition of a period of
exclusion other than the one proposed
in the original written notice.

§402.212 Response to notice of pro-
posed determination to exclude.

(a) A person that receives a notice of
intent to exclude (that is, the proposed
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determination) as described in §402.210,
may present to the initiating agency a
written response stating whether the
proposed exclusion is warranted, and
may present additional supportive doc-
umentation. The person must submit
this response within 60 days of the re-
ceipt of notice. The initiating agency
reviews the materials presented and
initiates a response to the person re-
garding the argument presented, and
any changes to the determination, if
appropriate.

(b) The person is also afforded an op-
portunity to make an oral presentation
to the initiating agency concerning
whether the proposed exclusion is war-
ranted and any related matters. The
person must submit this request within
30 days of the receipt of notice. Within
15 days of receipt of the person’s re-
quest, the initiating agency initiates
communication with the person to es-
tablish a mutually agreed upon time
and place for the oral presentation and
discussion.

§402.214 Appeal of exclusion.

(a) The procedures in part 1005 of this
title apply to all appeals of exclusions.
References to the Inspector General in
that part apply to the initiating agen-
cy.
(b) A person excluded under this sub-
part may file a request for a hearing
before an administrative law judge
(ALJ) only on the issues of whether—

(1) The basis for the imposition of the
exclusion exists; and

(2) The duration of the exclusion is
unreasonable.

(c) When the initiating agency im-
poses an exclusion for a period of 1 year
or less, paragraph (b)(2) of this section
does not apply.

(d) The excluded person must file a
request for a hearing within 60 days
from the receipt of notice of exclusion.
The effective date of an exclusion is
not delayed beyond the date stated in
the notice of exclusion simply because
a request for a hearing is timely filed
(see paragraph (g) of this section).

(e) A timely filed written request for
a hearing must include—

(1) A statement as to the specific
issues or findings of fact and conclu-
sions of law in the notice of exclusion
with which the person disagrees.
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(2) Basis for the disagreement.

(3) The general basis for the defenses
that the person intends to assert.

(4) Reasons why the proposed length
of exclusion should be modified.

(5) Reasons, if applicable, why the
health or safety of Medicare bene-
ficiaries receiving items or services
does not warrant the exclusion going
into or remaining in effect before the
completion of an ALJ proceeding in ac-
cordance with part 1005 of this title.

(f) If the excluded person does not file
a written request for a hearing as pro-
vided in paragraph (d) of this section,
the initiating agency notifies the ex-
cluded person, by certified mail, return
receipt requested, that the exclusion
goes into effect or continues in accord-
ance with the notice of exclusion. The
excluded person has no right to appeal
the exclusion other than as described
in this section.

(g) If the excluded person files a writ-
ten request for a hearing, and asserts
in the request that the health or safety
of Medicare beneficiaries does not war-
rant the exclusion going into or re-
maining in effect before completion of
an ALJ hearing, then the initiating
agency may make a determination as
to whether the exclusion goes into ef-
fect or continues pending the outcome
of the ALJ hearing.

§402.300 Request for reinstatement.

(@) An excluded person may submit a
written request for reinstatement to
the initiating agency no sooner than
120 days prior to the terminal date of
exclusion as specified in the notice of
exclusion. The written request for rein-
statement must include documentation
demonstrating that the person has met
the standards set forth in §402.302. Ob-
taining or reactivating a Medicare pro-
vider number (or equivalent) does not
constitute reinstatement.

(b) Upon receipt of a written request
for reinstatement, the initiating agen-
cy may require the person to furnish
additional, specific information, and
authorization to obtain information
from private health insurers, peer re-
view organizations, and others as nec-
essary to determine whether reinstate-
ment is granted.

(c) Failure to submit a written re-
quest for reinstatement or to furnish



