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(ii) With respect to determinations
under § 1003.102(b)(5)(ii), no exclusion
shall be imposed.

(2)(i) With respect to any exclusion
based on liability for a penalty or as-
sessment under § 1003.102 (a), (b)(1), or
(b)(4), the OIG will consider an applica-
tion from a State agency for a waiver
if the person is the sole community
physician or the sole source of essen-
tial specialized services in a commu-
nity. With respect to any exclusion im-
posed under § 1003.105(a)(1)(ii), the OIG
will consider an application from a
State agency for a waiver if the physi-
cian’s exclusion from the State health
care program would deny beneficiaries
access to medical care or would other-
wise cause hardship to beneficiaries.

(ii) If a waiver is granted, it is appli-
cable only to the State health care pro-
gram for which the State requested the
waiver.

(iii) If the OIG subsequently obtains
information that the basis for a waiver
no longer exists, or the State agency
submits evidence that the basis for the
waiver no longer exists, the waiver will
cease and the person will be excluded
from the State health care program for
the remainder of the period that the
person is excluded from Medicare.

(iv) The OIG notifies the State agen-
cy whether its request for a waiver has
been granted or denied.

(v) The decision to deny a waiver is
not subject to administrative or judi-
cial review.

(3) For purposes of this section, the
definitions contained in § 1001.2 of this
chapter for ‘‘sole community physi-
cian’’ and ‘‘sole source of essential spe-
cialized services in a community’’
apply.

(c) When the Inspector General pro-
poses to exclude a nursing facility from
the Medicare and Medicaid programs,
he or she will, at the same time he or
she notifies the respondent, notify the
appropriate State licensing authority,
the State Office of Aging, the long-
term care ombudsman, and the State
Medicaid agency of the Inspector Gen-
eral’s intention to exclude the facility.

[59 FR 32125, June 22, 1994, as amended at 64
FR 39429, July 22, 1999]

§ 1003.106 Determinations regarding
the amount of the penalty and as-
sessment.

(a) Amount of penalty. (1) In deter-
mining the amount of any penalty or
assessment in accordance with
§ 1003.102 (a), (b)(1), (b)(4), (b)(9), and
(b)(10), the Department will take into
account—

(i) The nature of the claim, request
for payment or information given, and
the circumstances under which it was
presented or given;

(ii) The degree of culpability of the
contracting provider, or the person
submitting the claim or request for
payment, or giving the information;

(iii) The history of prior offenses of
the contracting provider (or principals
of the contracting provider), or the per-
son submitting the claim or request for
payment, or giving the information;

(iv) The financial condition of the
person presenting the claim or request
for payment, or giving the information;

(v) The completeness and timeliness
of the refund with respect to
§ 1003.102(b)(9);

(vi) The amount of financial interest
involved with respect to
§ 1003.102(b)(10);

(vii) Whether the contracting pro-
vider actually knew of the exclusion
when employing or otherwise con-
tracting with an excluded individual or
entity in accordance with
§ 1003.102(a)(2);

(viii) The harm to patients or any
Federal or State health care program
which resulted or could have resulted
from the provision of care by a person
or entity with which the contracting
provider is expressly prohibited from
contracting under section 1128A(a)(6) of
the Act; and

(ix) Such other matters as justice
may require.

(2) In determining the amount of any
penalty in accordance with §§ 1003.102
(b)(5) and (b)(6), the Department will
take into account—

(i) The nature and circumstances of
the failure to properly report informa-
tion, or the improper disclosure of in-
formation, as required;

(ii) The degree of culpability of the
person in failing to provide timely and
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complete data or in improperly dis-
closing, using or permitting access to
information, as appropriate;

(iii) The materiality, or significance
of omission, of the information to be
reported, or the materiality of the im-
proper disclosure of, or use of, or access
to information, as appropriate;

(iv) Any prior history of the person
with respect to violations of these pro-
visions; and

(v) Such other matters as justice
may require.

(3)(i) In determining the amount of
any penalty in accordance with
§ 1003.102(b)(7), the OIG will take into
account—

(A) The nature and objective of the
advertisement, solicitation or other
communication, and the degree to
which it has the capacity to deceive
members of the public;

(B) The degree of culpability of the
individual, organization or entity in
the use of the prohibited words, letters,
symbols or emblems;

(C) The frequency and scope of the
violation, and whether a specific seg-
ment of the population was targeted;

(D) The prior history of the indi-
vidual, organization or entity in its
willingness or refusal to comply with
informal requests to correct violations;

(E) The history of prior offenses of
the individual, organization or entity
in its misuse of Departmental and pro-
gram words, letters, symbols and em-
blems;

(F) The financial condition of the in-
dividual, organization or entity in-
volved with the violation; and

(G) Such other matters as justice
may require.

(ii) The use of a disclaimer of affili-
ation with the United States Govern-
ment, the Department or its programs
will not be considered as a mitigating
factor in determining the amount of
penalty in accordance with
§ 1003.102(b)(7).

(4) In determining the amount of any
penalty in accordance with § 1003.102(c),
the OIG takes into account—

(i) The degree of culpability of the re-
spondent;

(ii) The seriousness of the condition
of the individual seeking emergency
medical treatment;

(iii) The prior history of offenses of
the respondent in failing to provide ap-
propriate emergency medical screen-
ing, stabilization and treatment of in-
dividuals coming to a hospital’s emer-
gency department or to effect an ap-
propriate transfer;

(iv) The respondent’s financial condi-
tion;

(v) The nature and circumstances of
the violation; and

(vi) Such other matters as justice
may require.

(5) In determining the appropriate
amount of any penalty in accordance
with § 1003.103(f), the OIG will consider
as appropriate—

(i) The nature and scope of the re-
quired medically necessary item or
service not provided and the cir-
cumstances under which it was not
provided;

(ii) The degree of culpability of the
contracting organization;

(iii) The seriousness of the adverse
effect that resulted or could have re-
sulted from the failure to provide re-
quired medically necessary care;

(iv) The harm which resulted or could
have resulted from the provision of
care by a person that the contracting
organization is expressly prohibited,
under section 1876(i)(6) or section
1903(p)(2) of the Act, from contracting
with or employing;

(v) The harm which resulted or could
have resulted from the contracting or-
ganization’s expulsion or refusal to re-
enroll a Medicare beneficiary or Med-
icaid recipient;

(vi) The nature of the misrepresenta-
tion or fallacious information fur-
nished by the contracting organization
to the Secretary, State, enrollee or
other entity under section 1876 or sec-
tion 1903(m) of the Act;

(vii) The extent to which the failure
to provide medically necessary services
could be attributed to a prohibited in-
ducement to reduce or limit services
under a physician incentive plan and
the harm to the enrollee which re-
sulted or could have resulted from such
failure. It would be considered an ag-
gravating factor if the contracting or-
ganization knowingly or routinely en-
gaged in any prohibited practice which
acted as an inducement to reduce or
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limit medically necessary services pro-
vided with respect to a specific enrollee
in the organization;

(viii) The history of prior offenses by
the contracting organization or prin-
cipals of the contracting organization,
including whether, at any time prior to
determination of the current violation
or violations, the contracting organiza-
tion or any of its principals were con-
victed of a criminal charge or were
held liable for civil or administrative
sanctions in connection with a pro-
gram covered by this part or any other
public or private program of payment
for medical services; and

(ix) Such other matters as justice
may require.

(b) Determining the amount of the pen-
alty or assessment. As guidelines for
taking into account the factors listed
in paragraph (a)(1) of this section, the
following circumstances are to be con-
sidered—

(1) Nature and circumstances of the in-
cident. It should be considered a miti-
gating circumstance if all the items or
services or incidents subject to a deter-
mination under § 1003.102 included in
the action brought under this part
were of the same type and occurred
within a short period of time, there
were few such items or services or inci-
dents, and the total amount claimed or
requested for such items or services
was less than $1,000. It should be con-
sidered an aggravating circumstance
if—

(i) Such items or services or inci-
dents were of several types, occurred
over a lengthy period of time;

(ii) There were many such items or
services or incidents (or the nature and
circumstances indicate a pattern of
claims or requests for payment for
such items or services or a pattern of
incidents);

(iii) The amount claimed or re-
quested for such items or services was
substantial; or

(iv) The false or misleading informa-
tion given resulted in harm to the pa-
tient, a premature discharge or a need
for additional services or subsequent
hospital admission.

(2) Degree of culpability. It should be
considered a mitigating circumstance
if the claim or request for payment for
the item or service was the result of an

unintentional and unrecognized error
in the process respondent followed in
presenting claims or requesting pay-
ment, and corrective steps were taken
promptly after the error was discov-
ered. It should be considered an aggra-
vating circumstance if—

(i) The respondent knew the item or
service was not provided as claimed or
if the respondent knew that the claim
was false or fraudulent;

(ii) The respondent knew that the
items or services were furnished during
a period that he or she had been ex-
cluded from participation and that no
payment could be made as specified in
§ 1003.102(a)(3) or because payment
would violate the terms of an assign-
ment or an agreement with a State
agency or other agreement or limita-
tion on payment under § 1003.102(b); or

(iii) The respondent knew that the
information could reasonably be ex-
pected to influence the decision of
when to discharge a patient from a hos-
pital.

(3) Prior offenses. It should be consid-
ered an aggravating circumstance if at
any time prior to the incident or pres-
entation of any claim or request for
payment which included an item or
service subject to a determination
under § 1003.102, the respondent was
held liable for criminal, civil or admin-
istrative sanctions in connection with
a program covered by this part or any
other public or private program of re-
imbursement for medical services.

(4) Other wrongful conduct. It should
be considered an aggravating cir-
cumstance if there is proof that a re-
spondent engaged in wrongful conduct,
other than the specific conduct upon
which liability is based, relating to
government programs or in connection
with the delivery of a health care item
or service. The statute of limitations
governing civil money penalty pro-
ceedings will not apply to proof of
other wrongful conduct as an aggra-
vating circumstance.

(5) Financial condition. It should be
considered a mitigating circumstance
if imposition of the penalty or assess-
ment without reduction will jeopardize
the ability of the respondent to con-
tinue as a health care provider. In all
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cases, the resources available to the re-
spondent will be considered when de-
termining the amount of the penalty
and assessment.

(6) Other matters as justice may require.
Other circumstances of an aggravating
or mitigating nature should be taken
into account if, in the interests of jus-
tice, they require either a reduction of
the penalty or assessment or an in-
crease in order to assure the achieve-
ment of the purposes of this part.

(c) In determining the amount of the
penalty and assessment to be imposed
for every item or service or incident
subject to a determination under
§§ 1003.102(a) and (b)(1) through (b)(4)—

(1) If there are substantial or several
mitigating circumstances, the aggre-
gate amount of the penalty and assess-
ment should be set at an amount suffi-
ciently below the maximium permitted
by §§ 1003.103(a) and 1003.104, to reflect
that fact.

(2) If there are substantial or several
aggravating circumstances, the aggre-
gate amount of the penalty and assess-
ment should be set at an amount suffi-
ciently close or at the maximum per-
mitted by §§ 1003.103(a) and 1003.104, to
reflect that fact.

(3) Unless there are extraordinary
mitigating circumstances, the aggre-
gate amount of the penalty and assess-
ment should never be less than double
the approximate amount of damages
and costs (as defined in paragraph (d)
of this section) sustained by the United
States, or any State, as a result of
claims or incidents subject to a deter-
mination under §§ 1003.102(a) and (b)(1)
through (b)(4).

(d) In considering the factors listed
in paragraph (a)(4) of this section, for
violations subject to a determination
under § 1003.103(e), the following cir-
cumstances are to be considered, as ap-
propriate, in determining the amount
of any penalty—

(1) Nature and circumstances of the
incident. It would be considered a miti-
gating circumstance if, where more
than one violation exists, the appro-
priate items or services not provided
were:

(i) Few in number, or
(ii) Of the same type and occurred

within a short period of time.

It would be considered an aggra-
vating circumstance if such items or
services were of several types and oc-
curred over a lengthy period of time, or
if there were many such items or serv-
ices (or the nature and circumstances
indicate a pattern of such items or
services not being provided).

(2) Degree of culpability. It would be
considered a mitigating circumstance
if the violation was the result of an un-
intentional, unrecognized error, and
corrective action was taken promptly
after discovery of the error.

(3) Failure to provide required care.
It would be considered an aggravating
circumstance if the failure to provide
required care was attributable to an in-
dividual or entity that the contracting
organization is expressly prohibited by
law from contracting with or employ-
ing.

(4) Use of excluded individuals. It
would be considered an aggravating
factor if the contracting organization
knowingly or routinely engages in the
prohibited practice of contracting or
employing, either directly or indi-
rectly, individuals or entities excluded
from the Medicare program under sec-
tion 1128 or section 1128A of the Act.

(5) Routine practices. It would be
considered an aggravating factor if the
contracting organization knowingly or
routinely engages in any discrimina-
tory or other prohibited practice which
has the effect of denying or discour-
aging enrollment by individuals whose
medical condition or history indicates
a need for substantial future medical
services.

(6) Prior offenses. It would be consid-
ered an aggravating circumstance if at
any time prior to determination of the
current violation or violations, the
contracting organization or any of its
principals was convicted on criminal
charges or held liable for 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. The lack
of prior liability for criminal, civil, or
administrative sanctions by the con-
tracting organization, or the principals
of the contracting organization, would
not necessarily be considered a miti-
gating circumstance in determining
civil money penalty amounts.
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(e)(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 will not be
less than the approximate amount re-
quired to fully compensate the United
States, or any State, for its damages
and costs, tangible and intangible, in-
cluding but not limited to the costs at-
tributable to the investigation, pros-
ecution and administrative review of
the case.

(3) Nothing in this section will limit
the authority of the Department to
settle any issue or case as provided by
§ 1003.126, or to compromise any pen-
alty and assessment as provided by
§ 1003.128.

[57 FR 3347, Jan. 29, 1992, as amended at 59
FR 32125, June 22, 1994; 59 FR 36086, July 15,
1994; 59 FR 48567, Sept. 22, 1994; 60 FR 16584,
Mar. 31, 1995; 60 FR 58241, Nov. 27, 1995; 61 FR
13449, Mar. 27, 1996; 64 FR 39429, July 22, 1999]

§ 1003.107 Determinations regarding
exclusion.

(a) In determining whether to ex-
clude a person under this part and the
duration of any exclusion, the Depart-
ment considers the circumstances de-
scribed in § 1003.106(a).

(b) With respect to determinations to
exclude a person under §§ 1003.102(a) or
(b)(1) through (b)(4), the Department
considers those circumstances de-
scribed in § 1003.106(b). Where there are
aggravating circumstances with re-
spect to such determinations, the per-
son should be excluded.

(c) In determining whether to exclude
a physician under §§ 1003.102(b)(2) or
(b)(3) or, with respect to a violation oc-
curring on or after December 22, 1987
and before July 1, 1990, under
§ 1003.105(a)(1)(ii), the Department also
considers the access of beneficiaries to
physicians’ services.

(d) Except as set forth in paragraph
(e), the guidelines set forth in this sec-
tion are not binding. Nothing in this
section limits the authority of the De-
partment to settle any issue or case as
provided by § 1003.126.

(e) An exclusion based on a deter-
mination under §§ 1003.102(b)(2) or (b)(3)
or, with respect to a violation occur-

ring on or after December 22, 1987 and
before July 1, 1990, under
§ 1003.105(a)(1)(ii), may not exceed 5
years.

[59 FR 32126, June 22, 1994]

§ 1003.108 Penalty, assessment, and ex-
clusion not exclusive.

Penalties, assessments, and exclu-
sions imposed under this part are in ad-
dition to any other penalties prescribed
by law.

[59 FR 32126, June 22, 1994]

§ 1003.109 Notice of proposed deter-
mination.

(a) If the Inspector General proposes
a penalty and, when applicable, an as-
sessment, or proposes to exclude a re-
spondent from participation in Medi-
care, Medicaid and any other Federal
health care program, as applicable, in
accordance with this part, he or she
must deliver or send by certified mail,
return receipt requested, to the re-
spondent, written notice of his or her
intent to impose a penalty, assessment
and exclusion, as applicable. The no-
tice includes—

(1) Reference to the statutory basis
for the penalty, assessment and exclu-
sion;

(2) A description of the claims, re-
quests for payment, or incidents with
respect to which the penalty, assess-
ment and exclusion are proposed (ex-
cept in cases where the Inspector Gen-
eral is relying upon statistical sam-
pling in accordance with § 1003.133 in
which case the notice shall describe
those claims and requests for payment
comprising the sample upon which the
Inspector General is relying and will
also briefly describe the statistical
sampling technique utilized by the In-
spector General);

(3) The reason why such claims, re-
quests for payments or incidents sub-
ject the respondent to a penalty, as-
sessment and exclusion;

(4) The amount of the proposed pen-
alty, assessment and the period of pro-
posed exclusion (where applicable);

(5) Any circumstances described in
§ 1003.106 that were considered when de-
termining the amount of the proposed
penalty and assessment and the period
of exclusion;
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