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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. 

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. 

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

Social Security Act 
paragraph 

Code of Federal Regu-
lations 
section 

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(j)(4) ......................................... § 402.1(c)(10) 
1834(k)(6) ........................................ § 402.1(c)(31) 
1834(l)(6) ......................................... § 402.1(c)(32) 
1842(b)(18)(B) ................................. § 402.1(c)(11) 
1842(k) ............................................ § 402.1(c)(12) 

Social Security Act 
paragraph 

Code of Federal Regu-
lations 
section 

1842(l)(3) ......................................... § 402.1(c)(13) 
1842(m)(3) ....................................... § 402.1(c)(14) 
1842(n)(3) ........................................ § 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) ................................... § 402.1(c)(18) 
1848(g)(4)(B)(ii) in repeated cases § 402.1(c)(19) 
1879(h) ............................................ § 402.1(c)(23) 

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

Social Security Act 
paragraph 

Code of Federal Regu-
lations 
section 

1834(a)(17)(c) for a pattern of con-
tacts.

§ 402.1(e)(2)(i) 

1834(h)(3) for a pattern of contacts § 402.1(e)(2)(ii) 
1877(g)(5) ........................................ § 402.1(c)(22) 
1882(a)(2) ........................................ § 402.1(c)(24) 
1882(p)(8) ........................................ § 402.1(c)(25) 
1882(p)(9)(C) ................................... § 402.1(c)(26) 
1882(q)(5)(C) ................................... § 402.1(c)(27) 
1882(r)(6)(A) .................................... § 402.1(c)(28) 
1882(s)(4) ........................................ § 402.1(c)(29) 
1882(t)(2) ......................................... § 402.1(c)(30) 

(c) For a person excluded under any 
of the grounds specified in paragraph 
(a) of this section, notwithstanding any 
other requirements in this section, re-
instatement occurs— 

(1) At the expiration of the period of 
exclusion, if the exclusion was imposed 
for a period of 5 years; or 

(2) At the expiration of 5 years from 
the effective date of the exclusion, if 
the exclusion was imposed for a period 
of less than 5 years and the initiating 
agency did not receive the appropriate 
written request for reinstatement as 
specified in § 402.300. 

§ 402.208 Factors considered in deter-
mining whether to exclude, and the 
length of exclusion. 

(a) General factors. In determining 
whether to exclude a person and the 
length of exclusion, the initiating 
agency considers the following: 

(1) The nature of the claims and the 
circumstances under which they were 
presented. 

(2) The degree of culpability, the his-
tory of prior offenses, and the financial 
condition of the person presenting the 
claims. 

(3) The total number of acts in which 
the violation occurred. 
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(4) The dollar amount at issue (Medi-
care Trust Fund dollars or beneficiary 
out-of-pocket expenses). 

(5) The prior history of the person in-
sofar as its willingness or refusal to 
comply with requests to correct said 
violations. 

(6) Any other facts bearing on the na-
ture and seriousness of the person’s 
misconduct. 

(7) Any other matters that justice 
may require. 

(b) Criteria to be considered. As a 
guideline for taking into account the 
general factors listed in paragraph (a) 
of this section, the initiating agency 
may consider any one or more of the 
circumstances listed in paragraphs 
(b)(1) and (b)(2) of this section, as appli-
cable. The respondent, in his or her 
written response to the notice of intent 
to exclude (that is, the proposed exclu-
sion), may provide information con-
cerning potential mitigating cir-
cumstances. 

(1) Aggravating circumstances. An ag-
gravating circumstance may be any of 
the following: 

(i) The services or incidents were of 
several types and occurred over an ex-
tended period of time. 

(ii) There were numerous services or 
incidents, or the nature and cir-
cumstances indicate a pattern of 
claims or requests for payment or a 
pattern of incidents, or whether a spe-
cific segment of the population was 
targeted. 

(iii) Whether the person was held lia-
ble for criminal, civil, or administra-
tive sanctions in connection with a 
program covered by this part or any 
other public or private program of pay-
ment for health care items or services 
at any time before the incident or 
whether the person presented any 
claim or made any request for payment 
that included an item or service sub-
ject to a determination under § 402.1. 

(iv) There is proof that the person en-
gaged in wrongful conduct, other than 
the specific conduct upon which liabil-
ity is based, relating to government 
programs and in connection with the 
delivery of a health care item or serv-
ice. The statute of limitations gov-
erning civil money penalty proceedings 
at section 1128A(c)(1) of the Act does 
not apply to proof of other wrongful 

conducts as an aggravating cir-
cumstance. 

(v) The wrongful conduct had an ad-
verse impact on the financial integrity 
of the Medicare program or its bene-
ficiaries. 

(vi) The person was the subject of an 
adverse action by any other Federal, 
State, or local government agency or 
board, and the adverse action is based 
on the same set of circumstances that 
serves as a basis for the imposition of 
the exclusion. 

(vii) The noncompliance resulted in a 
financial loss to the Medicare program 
of at least $5,000. 

(viii) The number of instances for 
which full, accurate, and complete dis-
closure was not made as required, or 
provided as requested, and the signifi-
cance of the undisclosed information. 

(2) Mitigating circumstances. A miti-
gating circumstance may be any of the 
following: 

(i) All incidents of noncompliance 
were few in nature and of the same 
type, occurred within a short period of 
time, and the total amount claimed or 
requested for the items or services pro-
vided was less than $1,500. 

(ii) The claim(s) or request(s) for pay-
ment for the item(s) or service(s) pro-
vided by the person were the result of 
an unintentional and unrecognized 
error in the person’s process for pre-
senting claims or requesting payment, 
and the person took corrective steps 
promptly after the error was discov-
ered. 

(iii) Previous cooperation with a law 
enforcement or regulatory entity re-
sulted in convictions, exclusions, in-
vestigations, reports for weaknesses, or 
civil money penalties against other 
persons. 

(iv) Alternative sources of the type of 
health care items or services furnished 
by the person are not available to the 
Medicare population in the person’s 
immediate area. 

(v) The person took corrective action 
promptly upon learning of the non-
compliance from the person’s employee 
or contractor, or by the Medicare con-
tractor. 

(vi) The person had a documented 
mental, emotional, or physical condi-
tion before or during the commission of 
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the noncompliant act(s) and that con-
dition reduces the person’s culpability 
for the acts in question. 

(vii) The completeness and timeliness 
of refunding to the Medicare Trust 
Fund or Medicare beneficiaries any in-
appropriate payments. 

(viii) The degree of culpability of the 
person in failing to provide timely and 
complete refunds. 

(3) Other matters as justice may require. 
Other circumstances of an aggravating 
or mitigating nature are taken into ac-
count if, in the interest of justice, 
those circumstances require either a 
reduction or increase in the sanction to 
ensure achievement for the purposes of 
this subpart. 

(4) Initiating agency authority. Noth-
ing in this section limits the authority 
of the initiating agency to settle any 
issue or case as provided by § 402.17, or 
to compromise any penalty and assess-
ment as provided by § 402.115. 

§ 402.209 Scope and effect of exclusion. 
(a) Scope of exclusion. Under this title, 

persons may be excluded from the 
Medicare, Medicaid, and, where appli-
cable, any other Federal health care 
programs. 

(b) Effect of exclusion on a person(s). 
(1) Unless and until an excluded person 
is reinstated into the Medicare pro-
gram, no payment is made by Medi-
care, Medicaid, and, where applicable, 
any other Federal health care pro-
grams for any item or service furnished 
by the excluded person or at the direc-
tion or request of the excluded person 
when the person furnishing the item or 
service knew or had reason to know of 
the exclusion, on or after the effective 
date of the exclusion as specified in the 
notice of exclusion. 

(2) An excluded person may not take 
assignment of a Medicare beneficiary’s 
claim on or after the effective date of 
the exclusion. 

(3) An excluded person that submits, 
or causes to be submitted, claims for 
items or services furnished during the 
exclusion period is subject to civil 
money penalty liability under section 
1128A(a)(1)(D) of the Act, and criminal 
liability under section 1128B(a)(3) of 
the Act. In addition, submission of 
claims, or the causing of claims to be 
submitted for items or services fur-

nished, ordered, or prescribed, by an 
excluded person may serve as the basis 
for denying reinstatement to the Medi-
care program. 

(c) Exceptions. (1) If a Medicare bene-
ficiary or other person (including a 
supplier) submits an otherwise payable 
claim for items or services furnished 
by an excluded person, or under the 
medical direction or on the request of 
an excluded person after the effective 
date of the exclusion, CMS pays the 
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— 
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