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(b) Criteria to be considered. As guide-
lines for taking into account the fac-
tors listed in paragraph (a) of this sec-
tion, CMS or OIG considers the fol-
lowing circumstances:

(1) Aggravating circumstances of the in-
cident. An aggravating circumstance is
any of the following:

(i) The services or incidents were of
several types, occurring over a lengthy
period of time.

(ii) There were many of these serv-
ices or incidents or the nature and cir-
cumstances indicate a pattern of
claims or requests for payment for
these services or a pattern of incidents.

(iii) The amount claimed or re-
quested for these services was substan-
tial.

(iv) Before the incident or presen-
tation of any claim or request for pay-
ment subject to imposition of a civil
money penalty, the respondent was
held liable for criminal, civil, or ad-
ministrative sanctions in connection
with a program covered by this part or
any other public or private program of
payment for medical services.

(v) There is proof that a respondent
engaged in wrongful conduct, other
than the specific conduct upon which
liability is based, relating to govern-
ment programs or in connection with
the delivery of a health care service.
(The statute of limitations governing
civil money penalty proceedings does
not apply to proof of other wrongful
conduct as an aggravating cir-
cumstance.)

(2) Mitigating circumstances. The fol-
lowing circumstances are mitigating
circumstances:

(i) All the services or incidents sub-
ject to a civil money penalty were few
in number and of the same type, oc-
curred within a short period of time,
and the total amount claimed or re-
quested for the services was less than
$1,000.

(ii) The claim or request for payment
for the service was the result of an un-
intentional and unrecognized error in
the process of presenting claims or re-
questing payment and the respondent
took corrective steps promptly after
discovering the error.

(iii) Imposition of the penalty or as-
sessment without reduction would
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jeopardize the ability of the respondent
to continue as a health care provider.

(3) Other matters as justice may require.
Other circumstances of an aggravating
or mitigating nature are taken into ac-
count if, in the interests of justice,
they require either a reduction of the
penalty or assessment or an increase in
order to ensure the achievement of the
purposes of this part.

(c) Effect of aggravating or mitigating
circumstances. In determining the
amount of the penalty and assessment
to be imposed for every service or inci-
dent subject to a determination under
§402.1(c)—

(1) If there are substantial or several
mitigating circumstances, the aggre-
gate amount of the penalty and assess-
ment is set at an amount sufficiently
below the maximum permitted by
§§402.105(a) and 402.107 to reflect that
fact.

(2) If there are substantial or several
aggravating circumstances, the aggre-
gate amount of the penalty and assess-
ment is set at an amount at or suffi-
ciently close to the maximum per-
mitted by §§402.105(a) and 402.107 to re-
flect that fact.

(d)(1) The standards set forth in this
section are binding, except to the ex-
tent that their application would re-
sult in imposition of an amount that
would exceed limits imposed by the
United States Constitution.

(2) The amount imposed is not less
than the approximate amount required
to fully compensate the United States,
or any State, for its damages and costs,
tangible and intangible, including but
not limited to the costs attributable to
the investigation, prosecution, and ad-
ministrative review of the case.

(3) Nothing in this section limits the
authority of CMS or OIG to settle any
issue or case as provided by §402.19 or
to compromise any penalty and assess-
ment as provided by §402.115.

§402.113 When a penalty and assess-
ment are collectible.

A civil money penalty and assess-
ment become collectible after the ear-
liest of the following:

(a) Sixty days after the respondent
receives CMS’s or OIG’s notice of pro-
posed determination under §402.7, if the
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respondent has not requested a hearing
before an ALJ.

(b) Immediately after the respondent
abandons or waives his or her appeal
right at any administrative level.

(c) Thirty days after the respondent
receives the ALJ’s decision imposing a
civil money penalty or assessment
under §1005.20(d) of this title, if the re-
spondent has not requested a review
before the DAB.

(d) If the DAB grants an extension of
the period for requesting the DAB’s re-
view, the day after the extension ex-
pires if the respondent has not re-
quested the review.

(e) Immediately after the ALJ’s deci-
sion denying a request for a stay of the
effective date under §1005.22(b) of this
title.

(f) If the ALJ grants a stay under
§1005.22(b) of this title, immediately
after the judicial ruling is completed.

(g) Sixty days after the respondent
receives the DAB'’s decision imposing a
civil money penalty if the respondent
has not requested a stay of the decision
under §1005.22(b) of this title.

§402.115 Collection of penalty or as-
sessment.

(a) Once a determination by HHS has
become final, CMS is responsible for
the collection of any penalty or assess-
ment.

(b) The General Counsel may com-
promise a penalty or assessment im-
posed under this part, after consulta-
tion with CMS or OIG, and the Federal
government may recover the penalty
or assessment in a civil action brought
in the United States district court for
the district where the claim was pre-
sented or where the respondent resides.

(c) The United States or a State
agency may deduct the amount of a
penalty and assessment when finally
determined, or the amount agreed upon
in compromise, from any sum then or
later owing to the respondent.

(d) Matters that were raised or that
could have been raised in a hearing be-
fore an ALJ or in an appeal under sec-
tion 1128A(e) of the Act may not be
raised as a defense in a civil action by
the United States to collect a penalty
under this part.

36

42 CFR Ch. IV (10-1-07 Edition)
Subpart C—Exclusions

SOURCE: 72 FR 39752, July 20, 2007, unless
otherwise noted.

§402.200 Basis and purpose.

(a) Basis. This subpart is based on the
sections of the Act that are specified in
§402.1(e).

(b) Purpose. This subpart—

(1) Provides for the imposition of an
exclusion from the Medicare and Med-
icaid programs (and, where applicable,
other Federal health care programs)
against persons that violate the provi-
sions of the Act provided in §402.1(e)
(and further described in §402.1(c)); and

(2) Sets forth the appeal rights of per-
sons subject to exclusion and the pro-
cedures for reinstatement following ex-
clusion.

§402.205 Length of exclusion.

The length of exclusion from partici-
pation in Medicare, Medicaid, and,
where applicable, other Federal health
care programs, is contingent upon the
specific violation of the Medicare stat-
ute. A full description of the specific
violations identified in the sections of
the Act are cross-referenced in the reg-
ulatory sections listed in the table in
paragraph (a) of this section.

(@) In no event will the period of ex-
clusion exceed 5 years for violation of
the following sections of the Act:

; 8 Code of Federal Regu-
Social Security Act :
paragraph Jations

1833(h)(5)(D) in repeated cases ..... §402.1(c)(1)
1833(q)(2)(B) in repeated cases ..... §402.1(c)(3)
1834(a)(11)(A) §402.1(c)(4)
1834(a)(18)(B) . §402.1(c)(5)
1834(b)(5)(C) ... §402.1(c)(6)
1834(c)(4)(C) ... §402.1(c)(7)
1834(h)(3) ... §402.1(c)(8)
1834()(4) ... §402.1(c)(10)
1834(k)(6) ... §402.1(c)(31)
1834(1)(6) ... §402.1(c)(32)
1842(b)(18)(B) . §402.1(c)(11)
1842(k) ....... §402.1(c)(12)
1842(1)(3) §402.1(c)(13)
1842(m)(3) .. §402.1(c)(14)
1842(N)(3) ovvveieeieieieeene ... | §402.1(c)(15)
1842(p)(3)(B) in repeated cases ..... §402.1(c)(16)
1848(g)(1)(B) in repeated cases ..... §402.1(c)(17)
1848(g)(3)(B) .veveveieiiiiiicee §402.1(c)(18)
1848(g)(4)(B)(ii) in repeated cases | §402.1(c)(19)
1879(N) v §402.1(c)(23)

(b) For violation of the following sec-
tions, there is no maximum time limit
for the period of exclusion.



