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(3) Is the only source of specialized
services in a reasonably defined service
area where services by a non-specialist
could not be substituted for the source
without jeopardizing the health or
safety of beneficiaries.

State health care program means:

(a) A State plan approved under title
XIX of the Act (Medicaid),

(b) Any program receiving funds
under title V of the Act or from an al-
lotment to a State under such title
(Maternal and Child Health Services
Block Grant program), or

() Any program receiving funds
under title XX of the Act or from any
allotment to a State under such title
(Block Grants to States for Social
Services).

State Medicaid Fraud Control Unit
means a unit certified by the Secretary
as meeting the criteria of 42 U.S.C.
1396b(q) and §1002.305 of this chapter.

[57 FR 3330, Jan. 29, 1992, as amended at 63
FR 46686, Sept. 2, 1998; 64 FR 39426, July 22,
1999]

Subpart B—Mandatory Exclusions

§1001.101 Basis for liability.

The OIG will exclude any individual
or entity that—

(a) Has been convicted of a criminal
offense related to the delivery of an
item or service under Medicare or a
State health care program, including
the performance of management or ad-
ministrative services relating to the
delivery of items or services under any
such program;

(b) Has been convicted, under Federal
or State law, of a criminal offense re-
lated to the neglect or abuse of a pa-
tient, in connection with the delivery
of a health care item or service, includ-
ing any offense that the OIG concludes
entailed, or resulted in, neglect or
abuse of patients (the delivery of a
health care item or service includes
the provision of any item or service to
an individual to meet his or her phys-
ical, mental or emotional needs or
well-being, whether or not reimbursed
under Medicare, Medicaid or any Fed-
eral health care program);

(c) Has been convicted, under Federal
or State law, of a felony that occurred
after August 21, 1996, relating to fraud,
theft, embezzlement, breach of fidu-

42 CFR Ch. V (10-1-04 Edition)

ciary responsibility, or other financial
misconduct—

(1) In connection with the delivery of
a health care item or service, including
the performance of management or ad-
ministrative services relating to the
delivery of such items or services, or

(2) With respect to any act or omis-
sion in a health care program (other
than Medicare and a State health care
program) operated by, or financed in
whole or in part, by any Federal, State
or local government agency; or

(d) Has been convicted, under Federal
or State law, of a felony that occurred
after August 21, 1996 relating to the un-
lawful manufacture, distribution, pre-
scription or dispensing of a controlled
substance, as defined under Federal or
State law. This applies to any indi-
vidual or entity that—

(1) Is, or has ever been, a health care
practitioner, provider or supplier;

(2) Holds, or has held, a direct or in-
direct ownership or control interest (as
defined in section 1124(a)(3) of the Act)
in an entity that is a health care pro-
vider or supplier, or is, or has ever
been, an officer, director, agent or
managing employee (as defined in sec-
tion 1126(b) of the Act) of such an enti-
ty; or

(3) Is, or has ever been, employed in
any capacity in the health care indus-
try.

[63 FR 46686, Sept. 2, 1998, as amended at 67
FR 11932, Mar. 18, 2002]

§1001.102 Length of exclusion.

(a) No exclusion imposed in accord-
ance with §1001.101 will be for less than
5 years.

(b) Any of the following factors may
be considered to be aggravating and a
basis for lengthening the period of ex-
clusion—

(1) The acts resulting in the convic-
tion, or similar acts, that caused, or
were intended to cause, a financial loss
to a Government program or to one or
more entities of $5,000 or more. (The
entire amount of financial loss to such
programs or entities, including any
amounts resulting from similar acts
not adjudicated, will be considered re-
gardless of whether full or partial res-
titution has been made);
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(2) The acts that resulted in the con-
viction, or similar acts, were com-
mitted over a period of one year or
more;

(3) The acts that resulted in the con-
viction, or similar acts, had a signifi-
cant adverse physical, mental or finan-
cial impact on one or more program
beneficiaries or other individuals;

(4) In convictions involving patient
abuse or neglect, the action that re-
sulted in the conviction was premedi-
tated, was part of a continuing pattern
of behavior, or consisted of non-consen-
sual sexual acts;

(5) The sentence imposed by the
court included incarceration;

(6) The convicted individual or entity
has a prior criminal, civil or adminis-
trative sanction record,

(7) The individual or entity has at
any time been overpaid a total of $1,500
or more by Medicare, Medicaid or any
other Federal health care programs as
a result of intentional improper billings;

(8) The individual or entity has pre-
viously been convicted of a criminal of-
fense involving the same or similar cir-
cumstances; or

(9) Whether the individual or entity
was convicted of other offenses besides
those which formed the basis for the
exclusion, or has been the subject of
any other adverse action by any Fed-
eral, State or local government agency
or board, if the adverse action is based
on the same set of circumstances that
serves as the basis for imposition of the
exclusion.

(c) Only if any of the aggravating fac-
tors set forth in paragraph (b) of this
section justifies an exclusion longer
than 5 years, may mitigating factors be
considered as a basis for reducing the
period of exclusion to no less than 5
years. Only the following factors may
be considered mitigating—

(1) The individual or entity was con-
victed of 3 or fewer misdemeanor of-
fenses, and the entire amount of finan-
cial loss (both actual loss and intended
loss) to Medicare or any other Federal,
State or local governmental health
care program due to the acts that re-
sulted in the conviction, and similar
acts, is less than $1,500;

(2) The record in the criminal pro-
ceedings, including sentencing docu-
ments, demonstrates that the court de-

§1001.201

termined that the individual had a
mental, emotional or physical condi-
tion before or during the commission of
the offense that reduced the individ-
ual’s culpability; or

(3) The individual’s or entity’s co-
operation with Federal or State offi-
cials resulted in—

(i) Others being convicted or ex-
cluded from Medicare, Medicaid and all
other Federal health care programs,

(ii) Additional cases being inves-
tigated or reports being issued by the
appropriate law enforcement agency
identifying program vulnerabilities or
weaknesses, or

(iii) The imposition against anyone
of a civil money penalty or assessment
under part 1003 of this chapter.

(d) In the case of an exclusion under
this subpart, based on a conviction oc-
curring on or after August 5, 1997, an
exclusion will be—

(1) For not less than 10 years if the
individual has been convicted on one
other occasion of one or more offenses
for which an exclusion may be effected
under section 1128(a) of the Act (The
aggravating and mitigating factors in
paragraphs (b) and (c) of this section
can be used to impose a period of time
in excess of the 10-year mandatory ex-
clusion); or

(2) Permanent if the individual has
been convicted on two or more other
occasions of one or more offenses for
which an exclusion may be effected
under section 1128(a) of the Act.

[57 FR 3330, Jan. 29, 1992, as amended at 63
FR 46686, Sept. 2, 1998; 63 FR 57918, Oct. 29,
1998; 64 FR 39426, July 22, 1999; 67 FR 11932,
Mar. 18, 2002]

Subpart C—Permissive Exclusions

§1001.201 Conviction relating to pro-
gram or health care fraud.

(a) Circumstance for exclusion. The
OIG may exclude an individual or enti-
ty convicted under Federal or State
law of—

(1) A misdemeanor relating to fraud,
theft, embezzlement, breach of fidu-
ciary responsibility, or other financial
misconduct—

(i) In connection with the delivery of
any health care item or service, includ-
ing the performance of management or
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