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party no later than 30 days after the
date the physician, supplier, or other
person is notified by the Medicare Part
B contractor of the violation and the
requirement to refund any excess col-
lections.

§402.5 Right to a hearing before the
final determination.

CMS or OIG does not make a deter-
mination adverse to any person under
this part until the person has been
given a written notice and opportunity
for the determination to be made on
the record after a hearing at which the
person is entitled to be represented by
counsel, to present witnesses, and to
cross-examine witnesses against the
person.

§402.7 Notice of proposed determina-
tion.

(a) If CMS or OIG proposes a penalty
and, as applicable, an assessment, or
proposes to exclude a respondent from
participation in Medicare in accord-
ance with this part, it sends the re-
spondent written notice of its intent by
certified mail, return receipt re-
quested. The notice includes the fol-
lowing information:

(1) Reference to the statutory basis
or bases for the penalty, assessment,
exclusion, or any combination, as ap-
plicable.

(2)(1) A description of the claims, re-
quests for payment, or incidents with
respect to which the penalty, assess-
ment, and exclusion are proposed; or

(ii) If CMS or OIG is relying upon sta-
tistical sampling to project the number
and types of claims or requests for pay-
ment and the dollar amount, a descrip-
tion of the claims and requests for pay-
ment comprising the sample and a
brief description of the statistical sam-
pling technique CMS or OIG used.

(3) The reason why the claims, re-
quests for payment, or incidents are
subject to a penalty and assessment.

(4) The amount of the proposed pen-
alty and of any proposed assessment.

(6) Any mitigating or aggravating
circumstances that CMS or OIG consid-
ered when it determined the amount of
the proposed penalty and any applica-
ble assessment.

(6) Information concerning response
to the notice, including—
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(i) A specific statement of the re-
spondent’s right to a hearing; and

(ii) A statement that failure to re-
quest a hearing within 60 days renders
the proposed determination final and
permits the imposition of the proposed
penalty and any assessment.

(iii) A statement that the debt may
be collected through an administrative
offset.

(7) In the case of a respondent that
has an agreement under section 1866 of
the Act, notice that imposition of an
exclusion may result in termination of
the provider’s agreement in accordance
with section 1866(b)(2)(C) of the Act.

§402.9 Failure to request a hearing.

(a) If the respondent does not request
a hearing within 60 days of receipt of
the notice of proposed determination
specified in §402.7, any civil money pen-
alty, assessment, or exclusion becomes
final and CMS or OIG may impose the
proposed penalty, assessment, or exclu-
sion, or any less severe penalty, assess-
ment, or suspension.

(b) CMS or OIG notifies the respond-
ent by certified mail, return receipt re-
quested, of any penalty, assessment, or
exclusion that has been imposed and of
the means by which the respondent
may satisfy the judgment.

(c) The respondent has no right to ap-
peal a penalty, assessment, or exclu-
sion for which he or she has not re-
quested a hearing.

§402.11 Notice to other agencies and
other entities.

(a) Whenever a penalty, assessment,
or exclusion becomes final, CMS or OIG
notifies the following organizations
and entities about the action and the
reasons for it:

(1) The appropriate State or local
medical or professional association.

(2) The appropriate quality improve-
ment organization.

(3) As appropriate, the State agency
responsible for the administration of
each State health care program (Med-
icaid, the Maternal and Child Health
Services Block Grant Program, and the
Social Services Block Grant Program).

(4) The appropriate Medicare carrier
or fiscal intermediary.



