AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

§1001.301

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

(A) Others being convicted or ex-
cluded from Medicare, Medicaid or any
of the other Federal health care pro-
grams, or

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

(C) The imposition of a civil money
penalty against others; or

(iv) Alternative sources of the type of
health care items or services furnished
by the individual or entity are not
available.

[67 FR 3330, Jan. 29, 1992, as amended at 63
FR 46687, Sept. 2, 1998; 64 FR 39426, July 22,
1999; 67 FR 11932, Mar. 18, 2002; 67 FR 21579,
May 1, 2002; 82 FR 4112, Jan. 12, 2017]

§1001.301 Conviction relating to ob-
struction of an investigation or
audit.

(a) Circumstance for exclusion. The
OIG may exclude an individual or enti-
ty that has been convicted, under Fed-
eral or State law, in connection with
the interference with or obstruction of
any investigation or audit related to—

(1) Any offense described in §1001.101
or §1001.201; or

(2) The use of funds received, directly
or indirectly, from any Federal health
care program.

(b) Length of exclusion. (1) An exclu-
sion imposed in accordance with this
section will be for a period of three
years, unless aggravating or mitigating
factors listed in paragraphs (b)(2) and
(3) of this section form the basis for
lengthening or shortening that period.

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

(i) The interference or obstruction
caused the expenditure of significant
additional time or resources;

(ii) The interference or obstruction
had a significant adverse physical or
mental impact on one or more program
beneficiaries or other individuals;

(iii) The interference or obstruction
also affected a civil or administrative
investigation;
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(iv) The sentence imposed by the
court included incarceration;

(v) Whether the individual or entity
has a documented history of criminal,
civil or administrative wrongdoing; or

(vi) Whether the individual or entity
has been convicted of other offenses be-
sides those that formed the basis for
the exclusion;

(vii) Whether the individual or entity
has been the subject of any other ad-
verse action by any Federal, 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 the imposition of the exclu-
sion; or

(viii) The acts resulting in the con-
viction, or similar acts, caused, or rea-
sonably could have been expected to
cause, a financial loss of $50,000 or
more to a government agency or pro-
gram or to one or more other entities
or had a significant financial impact
on program beneficiaries or other indi-
viduals. (The entire amount of finan-
cial loss or intended loss identified in
the investigation or audit will be con-
sidered, including any amounts result-
ing from similar acts not adjudicated,
regardless of whether full or partial
restitution has been made).

(3) Only the following factors may be
considered as mitigating and a basis
for reducing the period of exclusion—

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

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

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

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

(C) The imposition of a civil money
penalty against others; or
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(iii) Alternative sources of the type
of health care items or services fur-
nished by the individual or entity are
not available.

[67 FR 3329, Jan. 29, 1992; 57 FR 9669, Mar. 20,
1992; 63 FR 46687, Sept. 2, 1998; 64 FR 39426,
July 22, 1999; 82 FR 4112, Jan. 12, 2017]

§1001.401 Conviction relating to con-
trolled substances.

(a) Circumstance for exclusion. The
OIG may exclude an individual or enti-
ty convicted under Federal or State
law of a misdemeanor relating to the
unlawful manufacture, distribution,
prescription, or dispensing of a con-
trolled substance, as defined under
Federal or State law. This section ap-
plies to any individual or entity that—

(1) Is, or has ever been, a health care
practitioner, provider, or supplier or
furnished or furnishes items or serv-
ices;

(2) Holds, or held, a direct or indirect
ownership or control interest in an en-
tity that furnished or furnishes items
or services or is or has ever been an of-
ficer, director, agent, or managing em-
ployee of such an entity; or

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

(b) For purposes of this section, the
definition of controlled substance will be
the definition that applies to the law
forming the basis for the conviction.

(c) Length of exclusion. (1) An exclu-
sion imposed in accordance with this
section will be for a period of 3 years,
unless aggravating or mitigating fac-
tors listed in paragraphs (c)(2) and (3)
of this section form a basis for length-
ening or shortening that period.

(2) Any of the following factors may
be considered to be aggravating and to
be a basis for lengthening the period of
exclusion—

(i) The acts that resulted in the con-
viction or similar acts were committed
over a period of one year or more;

(ii) The acts that resulted in the con-
viction or similar acts had a signifi-
cant adverse mental, physical or finan-
cial impact on program beneficiaries or
other individuals or the Medicare, Med-
icaid or other Federal health care pro-
grams;

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

§1001.501

(iv) Whether the individual or entity
has a documented history of criminal,
civil, or administrative wrongdoing;

(v) Whether the individual or entity
has been convicted of other offenses be-
sides those that formed the basis for
the exclusion; or

(vi) Whether the individual or entity
has been the subject of any other ad-
verse action by any Federal, 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 the imposition of the exclu-
sion.

(3) Only the following factor may be
considered to be mitigating and to be a
basis for shortening the period of ex-
clusion: 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
any other Federal health care program;

(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 of a civil money
penalty against others.

[67 FR 3330, Jan. 29, 1992, as amended at 63
FR 46687, Sept. 2, 1998; 64 FR 39426, July 22,
1999; 82 FR 4113, Jan. 12, 2017]

§1001.501 License revocation or sus-
pension.

(a) Circumstance for exclusion. The
OIG may exclude an individual or enti-
ty that has—

(1) Had a license to provide health
care revoked or suspended by any State
licensing authority, or has otherwise
lost such a license (including the right
to apply for or renew such a license),
for reasons bearing on the individual’s
or entity’s professional competence,
professional performance or financial
integrity; or

(2) Has surrendered such a license
while a formal disciplinary proceeding
concerning the individual’s or entity’s
professional competence, professional
performance or financial integrity was
pending before a State licensing au-
thority.
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