§402.214

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
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the required information or authoriza-
tion results in the continuation of the
exclusion, unless the exclusion has
been in effect for 5 years. In this case,
reinstatement is automatic.

(d) If a period of exclusion is reduced
on appeal (regardless of whether fur-
ther appeal is pending), the excluded
person may request and apply for rein-
statement within 120 days of the expi-
ration of the reduced exclusion period.
A written request for the reinstate-
ment includes the same standards as
noted in paragraph (b) of this section.

§402.302

(a) The initiating agency authorizes
reinstatement if it determines that—

(1) The period of exclusion has ex-
pired;

(2) There are reasonable assurances
that the types of actions that formed
the basis for the original exclusion did
not recur and will not recur; and

(3) There is no additional basis under
title XVIII of the Act that justifies the
continuation of the exclusion.

(b) The initiating agency does not au-
thorize reinstatement if it determines
that submitting claims or causing
claims to be submitted or payments to
be made by the Medicare program for
items or services furnished, ordered, or
prescribed, may serve as a basis for de-
nying reinstatement. This section ap-
plies regardless of whether the ex-
cluded person has obtained a Medicare
provider number (or equivalent), either
as an individual or as a member of a
group, before being reinstated.

(¢) In making a determination re-
garding reinstatement, the initiating
agency considers the following:

(1) Conduct of the excluded person oc-
curring before the date of the notice of
the exclusion, if that conduct was not
known to the initiating agency at the
time of the exclusion;

(2) Conduct of the excluded person
after the date of the exclusion;

(3) Whether all fines and all debts due
and owing (including overpayments) to
any Federal, State, or local govern-
ment that relate to Medicare, Med-
icaid, or, where applicable, any Fed-
eral, State, or local health care pro-
gram are paid in full, or satisfactory
arrangements are made to fulfill these
obligations;
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(4) Whether the excluded person com-
plies with, or has made satisfactory ar-
rangements to fulfill, all of the appli-
cable conditions of participation or
conditions of coverage under the Medi-
care statutes and regulations; and

(5) Whether the excluded person has,
during the period of exclusion, sub-
mitted claims, or caused claims to be
submitted or payment to be made by
Medicare, Medicaid, and, where appli-
cable, any other Federal health care
program, for items or services fur-
nished, ordered, or prescribed, and the
conditions under which these actions
occurred.

(d) Reinstatement is not effective
until the initiating agency grants the
request and provides notices under
§402.304. Reinstatement is effective as
provided in the notice.

(e) A determination for a denial of re-
instatement is not appealable or re-
viewable except as provided in §402.306.

(f) An ALJ may not require rein-
statement of an excluded person in ac-
cordance with this chapter.

§402.304 Approval of request for rein-
statement.

(a) If the initiating agency grants a
request for reinstatement, the initi-
ating agency—

(1) Gives written notice to the ex-
cluded person specifying the date of re-
instatement; and

(2) Notifies appropriate Federal and
State agencies, and, to the extent pos-
sible, all others that were originally
notified of the exclusion, that the per-
son is reinstated into the Medicare pro-
gram.

(b) A determination by the initiating
agency to reinstate an excluded person
has no effect if Medicare, Medicaid, or,
where applicable, any other Federal
health care program has imposed a
longer period of exclusion under its
own authorities.

§402.306 Denial of request for rein-
statement.

(a) If a request for reinstatement is
denied, the initiating agency provides
written notice to the excluded person.
Within 30 days of the date of this no-
tice, the excluded person may submit
to the initiating agency:



