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SUBCHAPTER B—OIG AUTHORITIES 

PART 1001—PROGRAM INTEG-
RITY—MEDICARE AND STATE 
HEALTH CARE PROGRAMS 

Subpart A—General Provisions 

Sec. 
1001.1 Scope and purpose. 
1001.2 Definitions. 

Subpart B—Mandatory Exclusions 

1001.101 Basis for liability. 
1001.102 Length of exclusion. 

Subpart C—Permissive Exclusions 

1001.201 Conviction relating to program or 
health care fraud. 

1001.301 Conviction relating to obstruction 
of an investigation or audit. 

1001.401 Conviction relating to controlled 
substances. 

1001.501 License revocation or suspension. 
1001.601 Exclusion or suspension under a 

Federal or State health care program. 
1001.701 Excessive claims or furnishing of 

unnecessary or substandard items and 
services. 

1001.801 Failure of HMOs and CMPs to fur-
nish medically necessary items and serv-
ices. 

1001.901 False or improper claims. 
1001.951 Fraud and kickbacks and other pro-

hibited activities. 
1001.952 Exceptions. 
1001.1001 Exclusion of entities owned or con-

trolled by a sanctioned person. 
1001.1101 Failure to disclose certain infor-

mation. 
1001.1201 Failure to provide payment infor-

mation. 
1001.1301 Failure to grant immediate access. 
1001.1401 Violations of PPS corrective ac-

tion. 
1001.1501 Default of health education loan or 

scholarship obligations. 
1001.1551 Exclusion of individuals with own-

ership or control interest in sanctioned 
entities. 

1001.1552 Making false statements or mis-
representation of material facts. 

1001.1601 Violations of the limitations on 
physician charges. 

1001.1701 Billing for services of assistant at 
surgery during cataract operations. 

APPENDIX A TO SUBPART C OF PART 1001 

Subpart D—Waivers and Effect of Exclusion 

1001.1801 Waivers of exclusions. 
1001.1901 Scope and effect of exclusion. 

Subpart E—Notice and Appeals 

1001.2001 Notice of intent to exclude. 
1001.2002 Notice of exclusion. 
1001.2003 Notice of proposal to exclude. 
1001.2004 Notice to State agencies. 
1001.2005 Notice to State licensing agencies. 
1001.2006 Notice to others regarding exclu-

sion. 
1001.2007 Appeal of exclusions. 

Subpart F—Reinstatement into the 
Programs 

1001.3001 Timing and method of request for 
reinstatement. 

1001.3002 Basis for reinstatement. 
1001.3003 Approval of request for reinstate-

ment. 
1001.3004 Denial of request for reinstate-

ment. 
1001.3005 Withdrawal of exclusion for re-

versed or vacated decisions. 

AUTHORITY: 42 U.S.C. 1302; 1320a–7; 1320a–7b; 
1395u(j); 1395u(k); 1395w–104(e)(6), 1395y(d); 
1395y(e); 1395cc(b)(2)(D), (E), and (F); 1395hh; 
1842(j)(1)(D)(iv), 1842(k)(1), and sec. 2455, Pub. 
L. 103–355, 108 Stat. 3327 (31 U.S.C. 6101 note). 

SOURCE: 57 FR 3330, Jan. 29, 1992, unless 
otherwise noted. 

Subpart A—General Provisions 

§ 1001.1 Scope and purpose. 

(a) The regulations in this part speci-
fy certain bases upon which individuals 
and entities may, or in some cases 
must, be excluded from participation 
in Medicare, Medicaid and all other 
Federal health care programs. They 
also state the effect of exclusion, the 
factors that will be considered in deter-
mining the length of any exclusion, the 
provisions governing notices of exclu-
sions, and the process by which an ex-
cluded individual or entity may seek 
reinstatement into the programs. 

(b) The regulations in this part are 
applicable to and binding on the Office 
of Inspector General (OIG) in imposing 
and proposing exclusions, as well as to 
Administrative Law Judges (ALJs), the 
Departmental Appeals Board (DAB), 
and federal courts in reviewing the im-
position of exclusions by the OIG (and, 
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where applicable, in imposing exclu-
sions proposed by the OIG). 

[57 FR 3330, Jan. 29, 1992, as amended at 58 
FR 5618, Jan. 22, 1993; 64 FR 39426, July 22, 
1999] 

§ 1001.2 Definitions. 

For purposes of this part: 
Agent means any person who has ex-

press or implied authority to obligate 
or act on behalf of an entity. 

Controlled substance means a drug or 
other substance, or immediate pre-
cursor: 

(a) Included in schedules I, II, III, IV 
or V of part B of subchapter I in 21 
U.S.C. chapter 13, or 

(b) That is deemed a controlled sub-
stance by the law of any State. 

Convicted means that— 
(a) A judgment of conviction has 

been entered against an individual or 
entity by a Federal, State or local 
court, regardless of whether: 

(1) There is a post-trial motion or an 
appeal pending, or 

(2) The judgment of conviction or 
other record relating to the criminal 
conduct has been expunged or other-
wise removed; 

(b) A Federal, State or local court 
has made a finding of guilt against an 
individual or entity; 

(c) A Federal, State or local court 
has accepted a plea of guilty or nolo 
contendere by an individual or entity; 
or 

(d) An individual or entity has en-
tered into participation in a first of-
fender, deferred adjudication or other 
program or arrangement where judg-
ment of conviction has been withheld. 

HHS means Department of Health 
and Human Services. 

Immediate family member means a per-
son’s husband or wife; natural or adop-
tive parent; child or sibling; step-
parent, stepchild, stepbrother, or step-
sister; father-, mother-, daughter-, son- 
, brother- or sister-in-law; grandparent 
or grandchild; or spouse of a grand-
parent or grandchild. 

Incarceration means imprisonment or 
any type of confinement with or with-
out supervised release, including, but 
not limited to, community confine-
ment, house arrest and home deten-
tion. 

Indirect ownership interest includes an 
ownership interest through any other 
entities that ultimately have an own-
ership interest in the entity in issue. 
(For example, an individual has a 10- 
percent ownership interest in the enti-
ty at issue if he or she has a 20-percent 
ownership interest in a corporation 
that wholly owns a subsidiary that is a 
50-percent owner of the entity in issue.) 

Managing employee means an indi-
vidual (including a general manager, 
business manager, administrator, or di-
rector) who exercises operational or 
managerial control over the entity or 
part thereof or directly or indirectly 
conducts the day-to-day operations of 
the entity or part thereof. 

Member of household means, with re-
spect to a person, any individual with 
whom the person is sharing a common 
abode as part of a single-family unit, 
including domestic employees and oth-
ers who live together as a family unit. 
A roomer or boarder is not considered 
a member of household. 

Ownership interest means an interest 
in: 

(1) The capital, the stock, or the prof-
its of the entity, or 

(2) Any mortgage, deed, trust or note, 
or other obligation secured in whole or 
in part by the property or assets of the 
entity. 

Ownership or control interest means, 
with respect to an entity, a person who 

(1) Has a direct or an indirect owner-
ship interest (or any combination 
thereof) of 5 percent or more in the en-
tity; 

(2) Is the owner of a whole or part in-
terest in any mortgage, deed of trust, 
note, or other obligation secured (in 
whole or in part) by the entity or any 
of the property assets thereof, if such 
interest is equal to or exceeds 5 percent 
of the total property and assets of the 
entity; 

(3) Is an officer or a director of the 
entity; 

(4) Is a partner in the entity if the 
entity is organized as a partnership; 

(5) Is an agent of the entity; or 
(6) Is a managing employee of the en-

tity. 
Patient means any individual who is 

receiving health care items or services, 
including any item or service provided 
to meet his or her physical, mental or 
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emotional needs or well-being (includ-
ing a resident receiving care in a facil-
ity as described in part 483 of this chap-
ter), whether or not reimbursed under 
Medicare, Medicaid and any other Fed-
eral health care program and regard-
less of the location in which such item 
or service is provided. 

Professionally recognized standards of 
health care are Statewide or national 
standards of care, whether in writing 
or not, that professional peers of the 
individual or entity whose provision of 
care is an issue, recognize as applying 
to those peers practicing or providing 
care within a State. When the Depart-
ment has declared a treatment modal-
ity not to be safe and effective, practi-
tioners who employ such a treatment 
modality will be deemed not to meet 
professionally recognized standards of 
health care. This definition will not be 
construed to mean that all other treat-
ments meet professionally recognized 
standards. 

Sole community physician means a 
physician who is the only physician 
who provides primary care services to 
Federal or State health care program 
beneficiaries within a defined service 
area. 

Sole source of essential specialized serv-
ices in the community means that an in-
dividual or entity— 

(1) Is the only practitioner, supplier 
or provider furnishing specialized serv-
ices in an area designated by the 
Health Resources Services Administra-
tion as a health professional shortage 
area for that medical specialty, as list-
ed in 42 part 5, appendices B–F; 

(2) Is a sole community hospital, as 
defined in § 412.92 of this title; or 

(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 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; 82 FR 4111, Jan. 12, 2017] 

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-
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 or 
furnished or furnishes items or serv-
ices; 

(2) Holds, or has held, a direct or an 
indirect ownership or control interest 
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in an entity that furnished or furnishes 
items or services or is, or has ever 
been, an officer, director, agent, or 
managing employee of such an entity; 
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; 82 FR 4112, Jan. 12, 
2017] 

§ 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, caused, or were 
intended to cause, a financial loss to a 
government agency or program or to 
one or more other entities of $50,000 or 
more. (The entire amount of financial 
loss to such government agencies or 
programs or to other entities, includ-
ing any amounts resulting from similar 
acts not adjudicated, will be considered 
regardless of whether full or partial 
restitution has been made); 

(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 pre-
viously been convicted of a criminal of-
fense involving the same or similar cir-
cumstances; 

(8) The individual or entity has been 
convicted of other offenses besides 

those that formed the basis for the ex-
clusion; or 

(9) The individual or entity has been 
the subject of any other adverse action 
by any Federal, State or local govern-
ment agency or board if the adverse ac-
tion is based on the same set of cir-
cumstances that serves as the basis for 
the 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) In the case of an exclusion under 
§ 1001.101(a), whether the individual or 
entity was convicted of three or fewer 
misdemeanor offenses and the entire 
amount of financial loss (both actual 
loss and intended loss) to Medicare or 
any other Federal, State, or local gov-
ernmental health care program due to 
the acts that resulted in the convic-
tion, and similar acts, is less than 
$5,000; 

(2) The record in 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 

(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 
previous occasion of one or more of-
fenses for which an exclusion may be 
effected under section 1128(a) of the 
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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 manda-
tory exclusion); or 

(2) Permanent if the individual has 
been convicted on two or more previous 
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; 82 FR 4112, Jan. 12, 2017] 

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 
administrative services relating to the 
delivery of such items or services, or 

(ii) 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 

(2) Fraud, theft, embezzlement, 
breach of fiduciary responsibility, or 
other financial misconduct with re-
spect to any act or omission in a pro-
gram, other than a health care pro-
gram, operated by or financed in whole 
or in part by any Federal, State or 
local government agency. 

(b) 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 (b)(2) and 
(b)(3) of this section form a 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 acts resulting in the convic-
tion, or similar acts, caused or reason-

ably could have been expected to cause, 
a financial loss of $50,000 or more to a 
government agency or program or to 
one or more other entities or had a sig-
nificant financial impact on program 
beneficiaries or other individuals. (The 
entire amount of financial loss will be 
considered, including any amounts re-
sulting from similar acts not adju-
dicated, regardless of whether full or 
partial restitution has been made); 

(ii) The acts that resulted in the con-
viction, or similar acts, were com-
mitted over a period of one year or 
more; 

(iii) The acts that resulted in the 
conviction, or similar acts, had a sig-
nificant adverse physical or mental im-
pact on one or more program bene-
ficiaries or other individuals; 

(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; or 

(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. 

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

(i) The individual or entity was con-
victed of three or fewer offenses, and 
the entire amount of financial loss 
(both actual loss and reasonably ex-
pected loss) to a government agency or 
program or to other individuals or en-
tities due to the acts that resulted in 
the conviction and similar acts is less 
than $5,000; 

(ii) The record in 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 
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(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. 

[57 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; 

(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. 

[57 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; 

(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. 

[57 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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(b) Length of exclusion. (1) Except as 
provided in paragraph (b)(2) of this sec-
tion, an exclusion imposed in accord-
ance with this section will not be for a 
period of time less than the period dur-
ing which an individual’s or entity’s li-
cense is revoked, suspended, or other-
wise not in effect as a result of, or in 
connection with, a State licensing 
agency action. 

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

(i) The acts that resulted in the rev-
ocation, suspension or loss of the indi-
vidual’s or entity’s license to provide 
health care had or could have had a 
significant adverse physical, emotional 
or financial impact on one or more pro-
gram beneficiaries or other individuals; 

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

(iii) The acts, or similar acts, had or 
could have had a significant adverse 
impact on the financial integrity of the 
programs; or 

(iv) The individual or entity has been 
the subject of any other adverse action 
by any other Federal, State or local 
government agency or board, if the ad-
verse action is based on the same set of 
circumstances that serves as the basis 
for the imposition of the exclusion. 

(3) Only if any of the aggravating fac-
tors listed in paragraph (b)(2) of this 
section justifies a longer exclusion 
may a mitigating factor be considered 
as a basis for reducing the period of ex-
clusion to a period not less than that 
set forth in paragraph (b)(1) of this sec-
tion. Only the following factor may be 
considered mitigating: The individual’s 
or entity’s cooperation with a State li-
censing authority resulted in— 

(i) The sanctioning of other individ-
uals or entities, or 

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

(4) When an individual or entity has 
been excluded under this section, the 
OIG will consider a request for rein-
statement in accordance with 
§ 1001.3001 if: 

(i) The individual or entity obtains 
the license in the State where the li-
cense was originally revoked, sus-
pended, surrendered, or otherwise lost 
or 

(ii) The individual meets the condi-
tions for early reinstatement set forth 
in paragraph (c) of this section. 

(c) Consideration of early reinstate-
ment. (1) If an individual or entity that 
is excluded in accordance with this sec-
tion fully and accurately discloses the 
circumstances surrounding the action 
that formed the basis for the exclusion 
to a licensing authority of a different 
State or to a different licensing au-
thority in the same State and that li-
censing authority grants the individual 
or entity a new health care license or 
has decided to take no adverse action 
as to a currently held health care li-
cense, the OIG will consider a request 
for early reinstatement. The OIG will 
consider the following factors in deter-
mining whether a request for early re-
instatement under this paragraph (c)(1) 
will be granted: 

(i) The circumstances that formed 
the basis for the exclusion; 

(ii) Whether the second licensing au-
thority is in a state that is not the in-
dividual’s primary place of practice; 

(iii) Evidence that the second licens-
ing authority was aware of the cir-
cumstances surrounding the action 
that formed the basis for the exclusion; 

(iv) Whether the individual has dem-
onstrated that he or she has satisfac-
torily resolved any underlying problem 
that caused or contributed to the basis 
for the initial licensing action; 

(v) The benefits to the Federal health 
care programs and program bene-
ficiaries of early reinstatement; 

(vi) The risks to the Federal health 
care programs and program bene-
ficiaries of early reinstatement; 

(vii) Any additional or pending li-
cense actions in any State; 

(viii) Any ongoing investigations in-
volving the individual; and 

(ix) All the factors set forth in 
§ 1001.3002(b). 

(2) If an exclusion has been imposed 
under this section and the individual 
does not have a valid health care li-
cense of any kind in any State, that in-
dividual may request the OIG to con-
sider whether he or she may be eligible 
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for early reinstatement. The OIG will 
consider the following factors in deter-
mining whether a request for early re-
instatement under this paragraph (c)(2) 
will be granted: 

(i) The length of time the individual 
has been excluded. The OIG will apply 
a presumption against early reinstate-
ment under paragraph (c)(2) of this sec-
tion if the person has been excluded for 
less than 3 years; however, if the rev-
ocation or suspension on which the ex-
clusion is based was for a set period 
longer than 3 years, the presumption 
against early reinstatement will be co-
terminous with the period set by the li-
censing board; 

(ii) The circumstances that formed 
the basis for the exclusion; 

(iii) Whether the individual has dem-
onstrated that he or she has satisfac-
torily resolved any underlying problem 
that caused or contributed to the basis 
for the initial licensing action; 

(iv) The benefits to the Federal 
health care programs and program 
beneficiaries of early reinstatement; 

(v) The risks to the Federal health 
care programs and program bene-
ficiaries of early reinstatement; 

(vi) Any additional or pending license 
actions in any State; 

(vii) Any ongoing investigations in-
volving the individual; and 

(viii) All the factors set forth in 
§ 1001.3002(b). 

(3) Notwithstanding paragraphs (c)(1) 
and (2) of this section, if an individual’s 
license revocation or suspension was 
for reasons related to patient abuse or 
neglect, the OIG will not consider an 
application for early reinstatement. 

(4) Except for § 1001.3002(a)(1)(i), all 
the provisions of subpart F (§§ 1001.3001 
through 1001.3005) apply to early rein-
statements under this section. 

[57 FR 3330, Jan. 29, 1992, as amended at 63 
FR 46688, Sept. 2, 1998; 82 FR 4113, Jan. 12, 
2017] 

§ 1001.601 Exclusion or suspension 
under a Federal or State health 
care program. 

(a) Circumstance for exclusion. (1) The 
OIG may exclude an individual or enti-
ty suspended or excluded from partici-
pation, or otherwise sanctioned, 
under— 

(i) Any Federal program involving 
the provision of health care, or 

(ii) A State health care program, for 
reasons bearing on the individual’s or 
entity’s professional competence, pro-
fessional performance or financial in-
tegrity. 

(2) The term ‘‘or otherwise sanc-
tioned’’ in paragraph (a)(1) of this sec-
tion is intended to cover all actions 
that limit the ability of a person to 
participate in the program at issue re-
gardless of what such an action is 
called, and includes situations where 
an individual or entity voluntarily 
withdraws from a program to avoid a 
formal sanction. 

(b) Length of exclusion. (1) An exclu-
sion imposed in accordance with this 
section will not be for a period of time 
less than the period during which the 
individual or entity is excluded or sus-
pended from a Federal or State health 
care program. 

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

(i) The acts that resulted in the ex-
clusion, suspension or other sanction 
under Medicare, Medicaid and all other 
Federal health care programs had, or 
could have had, a significant adverse 
impact on Federal or State health care 
programs or the beneficiaries of those 
programs or other individuals; 

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

(iii) The individual or entity has been 
the subject of any other adverse action 
by any Federal, State or local govern-
ment agency or board, if the adverse 
action is based on the same set of cir-
cumstances that serves as the basis for 
the imposition of the exclusion. 

(3) Only if any of the aggravating fac-
tors listed in paragraph (b)(2) of this 
section justifies a longer exclusion 
may a mitigating factor be considered 
as a basis for reducing the period of ex-
clusion to a period not less than that 
set forth in paragraph (b)(1) of this sec-
tion. Only the following factor may be 
considered mitigating: The individual’s 
or entity’s cooperation with Federal or 
State officials resulted in— 

(i) The sanctioning of other individ-
uals or entities, or 
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(ii) Additional cases being inves-
tigated or reports being issued by the 
appropriate law enforcement agency 
identifying program vulnerabilities or 
weaknesses. 

(4) If the individual or entity is eligi-
ble to apply for reinstatement in ac-
cordance with § 1001.3001 and the sole 
reason why the State or Federal health 
care program denied reinstatement to 
that program is the existing exclusion 
imposed by the OIG as a result of the 
original State or Federal health care 
program action, the OIG will consider a 
request for reinstatement. 

[57 FR 3330, Jan. 29, 1992, as amended at 63 
FR 46688, Sept. 2, 1998; 82 FR 4114, Jan. 12, 
2017] 

§ 1001.701 Excessive claims or fur-
nishing of unnecessary or sub-
standard items and services. 

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

(1) Submitted, or caused to be sub-
mitted, bills or requests for payments 
under Medicare or any of the State 
health care programs containing 
charges or costs for items or services 
furnished that are substantially in ex-
cess of such individual’s or entity’s 
usual charges or costs for such items or 
services; or 

(2) Furnished, or caused to be fur-
nished, to patients (whether or not cov-
ered by Medicare or any of the State 
health care programs) any items or 
services substantially in excess of the 
patient’s needs, or of a quality that 
fails to meet professionally recognized 
standards of health care. 

(b) The OIG’s determination under 
paragraph (a)(2) of this section—that 
the items or services furnished were ex-
cessive or of unacceptable quality—will 
be made on the basis of information, 
including sanction reports, from the 
following sources: 

(1) The QIO for the area served by the 
individual or entity; 

(2) State or local licensing or certifi-
cation authorities; 

(3) Fiscal agents or contractors, or 
private insurance companies; 

(4) State or local professional soci-
eties; or 

(5) Any other sources deemed appro-
priate by the OIG. 

(c) Exceptions. An individual or enti-
ty will not be excluded for— 

(1) Submitting, or causing to be sub-
mitted, bills or requests for payment 
that contain charges or costs substan-
tially in excess of usual charges or 
costs when such charges or costs are 
due to unusual circumstances or med-
ical complications requiring additional 
time, effort, expense or other good 
cause; or 

(2) Furnishing, or causing to be fur-
nished, items or services in excess of 
the needs of patients, when the items 
or services were ordered by a physician 
or other authorized individual, and the 
individual or entity furnishing the 
items or services was not in a position 
to determine medical necessity or to 
refuse to comply with the order of the 
physician or other authorized indi-
vidual. 

(d) 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 set forth in paragraphs (d)(2) and 
(d)(3) of this section form a basis for 
lengthening or shortening the period. 
In no case may the period be shorter 
than 1 year for any exclusion taken in 
accordance with paragraph (a)(2) of 
this section. 

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

(i) The violations were serious in na-
ture, and occurred over a period of one 
year or more; 

(ii) The violations had a significant 
adverse physical, mental or financial 
impact on program beneficiaries or 
other individuals; 

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

(iv) The violation resulted in finan-
cial loss to Medicare, Medicaid, or any 
other Federal health care program of 
$15,000 or more; or 

(v) The individual or entity has been 
the subject of any other adverse action 
by any Federal, State or local govern-
ment agency or board, if the adverse 
action is based on the same set of cir-
cumstances that serves as the basis for 
the imposition of the exclusion. 
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(3) Only the following factor may be 
considered mitigating and a basis for 
reducing the period of exclusion: 
Whether there were few violations and 
they occurred over a short period of 
time. 

[57 FR 3330, Jan. 29, 1992, as amended at 63 
FR 46688, Sept. 2, 1998; 82 FR 4114, Jan. 12, 
2017] 

§ 1001.801 Failure of HMOs and CMPs 
to furnish medically necessary 
items and services. 

(a) Circumstances for exclusion. The 
OIG may exclude an entity— 

(1) That is a— 
(i) Health maintenance organization 

(HMO), as defined in section 1903(m) of 
the Act, providing items or services 
under a State Medicaid Plan; 

(ii) Primary care case management 
system providing services, in accord-
ance with a waiver approved under sec-
tion 1915(b)(1) of the Act; or 

(iii) HMO or competitive medical 
plan providing items or services in ac-
cordance with a risk-sharing contract 
under section 1876 of the Act; 

(2) That has failed substantially to 
provide medically necessary items and 
services that are required under a plan, 
waiver or contract described in para-
graph (a)(1) of this section to be pro-
vided to individuals covered by such 
plan, waiver or contract; and 

(3) Where such failure has adversely 
affected or has a substantial likelihood 
of adversely affecting covered individ-
uals. 

(b) The OIG’s determination under 
paragraph (a)(2) of this section—that 
the medically necessary items and 
services required under law or contract 
were not provided—will be made on the 
basis of information, including sanc-
tion reports, from the following 
sources: 

(1) The QIO or other quality assur-
ance organization under contract with 
a State Medicaid plan for the area 
served by the HMO or competitive med-
ical plan; 

(2) State or local licensing or certifi-
cation authorities; 

(3) Fiscal agents or contractors, or 
private insurance companies; 

(4) State or local professional soci-
eties; 

(5) CMS’s HMO compliance office; or 

(6) Any other sources deemed appro-
priate by the OIG. 

(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 set forth in paragraphs (c)(2) and 
(c)(3) of this section form a basis for 
lengthening or shortening the period. 

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

(i) The entity failed to provide a 
large number or a variety of items or 
services; 

(ii) The failures occurred over a 
lengthy period of time; 

(iii) The entity’s failure to provide a 
necessary item or service that had or 
could have had a serious adverse effect; 

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

(v) The individual or entity has been 
the subject of any other adverse action 
by any Federal, State or local govern-
ment agency or board, if the adverse 
action is based on the same set of cir-
cumstances that serves as the basis for 
the imposition of the exclusion. 

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

(i) There were few violations and 
they occurred over a short period of 
time; or 

(ii) The entity took corrective action 
upon learning of impermissible activi-
ties by an employee or contractor. 

[57 FR 3330, Jan. 29, 1992, as amended at 63 
FR 46688, Sept. 2, 1998; 82 FR 4114, Jan. 12, 
2017] 

§ 1001.901 False or improper claims. 

(a) Circumstance for exclusion. The 
OIG may exclude any individual or en-
tity that it determines has committed 
an act described in section 1128A of the 
Act. The imposition of a civil money 
penalty or assessment is not a pre-
requisite for an exclusion under this 
section. 

(b) Length of exclusion. In deter-
mining the length of an exclusion im-
posed in accordance with this section, 
the OIG will consider the following fac-
tors— 
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(1) The nature and circumstances 
surrounding the actions that are the 
basis for liability, including the period 
of time over which the acts occurred, 
the number of acts, whether there is 
evidence of a pattern and the amount 
claimed; 

(2) The degree of culpability; 
(3) Whether the individual or entity 

has a documented history of criminal, 
civil or administrative wrongdoing 
(The lack of any prior record is to be 
considered neutral); 

(4) The individual or entity has been 
the subject of any other adverse action 
by any Federal, State or local govern-
ment agency or board, if the adverse 
action is based on the same set of cir-
cumstances that serves as the basis for 
the imposition of the exclusion; or 

(5) Other matters as justice may re-
quire. 

(c) Limitations. The OIG may not im-
pose an exclusion under this section 
more than 10 years after the date when 
an act which is described in section 
1128A of the Act occurred. 

[57 FR 3330, Jan. 29, 1992, as amended at 63 
FR 46689, Sept. 2, 1998; 82 FR 4114, Jan. 12, 
2017] 

§ 1001.951 Fraud and kickbacks and 
other prohibited activities. 

(a) Circumstance for exclusion. (1) Ex-
cept as provided for in paragraph 
(a)(2)(ii) of this section, the OIG may 
exclude any individual or entity that it 
determines has committed an act de-
scribed in section 1128B(b) of the Act. 

(2) With respect to acts described in 
section 1128B of the Act, the OIG— 

(i) May exclude any individual or en-
tity that it determines has knowingly 
and willfully solicited, received, offered 
or paid any remuneration in the man-
ner and for the purposes described 
therein, irrespective of whether the in-
dividual or entity may be able to prove 
that the remuneration was also in-
tended for some other purpose; and 

(ii) Will not exclude any individual or 
entity if that individual or entity can 
prove that the remuneration that is 
the subject of the exclusion is exempt-
ed from serving as the basis for an ex-
clusion. 

(b) Length of exclusion. (1) The fol-
lowing factors will be considered in de-

termining the length of exclusion in 
accordance with this section— 

(i) The nature and circumstances of 
the acts and other similar acts; 

(ii) The nature and extent of any ad-
verse physical, mental, financial or 
other impact the conduct had on pro-
gram beneficiaries or other individuals 
or the Medicare, Medicaid and all other 
Federal health care programs; 

(iii) Whether the individual or entity 
has a documented history of criminal, 
civil or administrative wrongdoing 
(The lack of any prior record is to be 
considered neutral); 

(iv) The individual or entity has been 
the subject of any other adverse action 
by any Federal, State or local govern-
ment agency or board, if the adverse 
action is based on the same set of cir-
cumstances that serves as the basis for 
the imposition of the exclusion; or 

(v) Any other facts bearing on the na-
ture and seriousness of the individual’s 
or entity’s misconduct. 

(2) It will be considered a mitigating 
factor if— 

(i) The individual had a documented 
mental, emotional, or physical condi-
tion before or during the commission of 
the prohibited act(s) that reduced the 
individual’s culpability for the acts in 
question; or 

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

(A) Sanctioning of other individuals 
or entities, or 

(B) Imposition of a civil money pen-
alty against others. 

(c) Limitations. The OIG may not im-
pose an exclusion under this section 
more than 10 years after the date when 
an act which is described in section 
1128B(b) of the Act occurred. 

[57 FR 3330, Jan. 29, 1992, as amended at 63 
FR 46689, Sept. 2, 1998; 67 FR 11933, Mar. 18, 
2002; 82 FR 4114, Jan. 12, 2017] 

§ 1001.952 Exceptions. 

The following payment practices 
shall not be treated as a criminal of-
fense under section 1128B of the Act 
and shall not serve as the basis for an 
exclusion: 

(a) Investment interests. As used in 
section 1128B of the Act, ‘‘remunera-
tion’’ does not include any payment 
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that is a return on an investment in-
terest, such as a dividend or interest 
income, made to an investor as long as 
all of the applicable standards are met 
within one of the following three cat-
egories of entities: 

(1) If, within the previous fiscal year 
or previous 12 month period, the entity 
possesses more than $50,000,000 in 
undepreciated net tangible assets 
(based on the net acquisition cost of 
purchasing such assets from an unre-
lated entity) related to the furnishing 
of health care items and services, all of 
the following five standards must be 
met— 

(i) With respect to an investment in-
terest that is an equity security, the 
equity security must be registered with 
the Securities and Exchange Commis-
sion under 15 U.S.C. 781 (b) or (g). 

(ii) The investment interest of an in-
vestor in a position to make or influ-
ence referrals to, furnish items or serv-
ices to, or otherwise generate business 
for the entity must be obtained on 
terms (including any direct or indirect 
transferability restrictions) and at a 
price equally available to the public 
when trading on a registered securities 
exchange, such as the New York Stock 
Exchange or the American Stock Ex-
change, or in accordance with the Na-
tional Association of Securities Deal-
ers Automated Quotation System. 

(iii) The entity or any investor must 
not market or furnish the entity’s 
items or services (or those of another 
entity as part of a cross referral agree-
ment) to passive investors differently 
than to non-investors. 

(iv) The entity or any investor (or 
other individual or entity acting on be-
half of the entity or any investor in the 
entity) must not loan funds to or guar-
antee a loan for an investor who is in a 
position to make or influence referrals 
to, furnish items or services to, or oth-
erwise generate business for the entity 
if the investor uses any part of such 
loan to obtain the investment interest. 

(v) The amount of payment to an in-
vestor in return for the investment in-
terest must be directly proportional to 
the amount of the capital investment 
of that investor. 

(2) If the entity possesses investment 
interests that are held by either active 
or passive investors, all of the fol-

lowing eight applicable standards must 
be met— 

(i) No more than 40 percent of the 
value of the investment interests of 
each class of investment interests may 
be held in the previous fiscal year or 
previous 12 month period by investors 
who are in a position to make or influ-
ence referrals to, furnish items or serv-
ices to, or otherwise generate business 
for the entity. (For purposes of para-
graph (a)(2)(i) of this section, equiva-
lent classes of equity investments may 
be combined, and equivalent classes of 
debt instruments may be combined.) 

(ii) The terms on which an invest-
ment interest is offered to a passive in-
vestor, if any, who is in a position to 
make or influence referrals to, furnish 
items or services to, or otherwise gen-
erate business for the entity must be 
no different from the terms offered to 
other passive investors. 

(iii) The terms on which an invest-
ment interest is offered to an investor 
who is in a position to make or influ-
ence referrals to, furnish items or serv-
ices to, or otherwise generate business 
for the entity must not be related to 
the previous or expected volume of re-
ferrals, items or services furnished, or 
the amount of business otherwise gen-
erated from that investor to the entity. 

(iv) There is no requirement that a 
passive investor, if any, make referrals 
to, be in a position to make or influ-
ence referrals to, furnish items or serv-
ices to, or otherwise generate business 
for the entity as a condition for re-
maining as an investor. 

(v) The entity or any investor must 
not market or furnish the entity’s 
items or services (or those of another 
entity as part of a cross referral agree-
ment) to passive investors differently 
than to non-investors. 

(vi) No more than 40 percent of the 
entity’s gross revenue related to the 
furnishing of health care items and 
services in the previous fiscal year or 
previous 12-month period may come 
from referrals or business otherwise 
generated from investors. 

(vii) The entity or any investor (or 
other individual or entity acting on be-
half of the entity or any investor in the 
entity) must not loan funds to or guar-
antee a loan for an investor who is in a 
position to make or influence referrals 
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to, furnish items or services to, or oth-
erwise generate business for the entity 
if the investor uses any part of such 
loan to obtain the investment interest. 

(viii) The amount of payment to an 
investor in return for the investment 
interest must be directly proportional 
to the amount of the capital invest-
ment (including the fair market value 
of any pre-operational services ren-
dered) of that investor. 

(3)(i) If the entity possesses invest-
ment interests that are held by either 
active or passive investors and is lo-
cated in an underserved area, all of the 
following eight standards must be 
met— 

(A) No more than 50 percent of the 
value of the investment interests of 
each class of investments may be held 
in the previous fiscal year or previous 
12-month period by investors who are 
in a position to make or influence re-
ferrals to, furnish items or services to, 
or otherwise generate business for, the 
entity. (For purposes of paragraph 
(a)(3)(i)(A) of this section, equivalent 
classes of equity investments may be 
combined, and equivalent classes of 
debt instruments may be combined.) 

(B) The terms on which an invest-
ment interest is offered to a passive in-
vestor, if any, who is in a position to 
make or influence referrals to, furnish 
items or services to, or otherwise gen-
erate business for the entity must be 
no different from the terms offered to 
other passive investors. 

(C) The terms on which an invest-
ment interest is offered to an investor 
who is in a position to make or influ-
ence referrals to, furnish items or serv-
ices to, or otherwise generate business 
for the entity must not be related to 
the previous or expected volume of re-
ferrals, items or services furnished, or 
the amount of business otherwise gen-
erated from that investor to the entity. 

(D) There is no requirement that a 
passive investor, if any, make referrals 
to, be in a position to make or influ-
ence referrals to, furnish items or serv-
ices to, or otherwise generate business 
for the entity as a condition for re-
maining as an investor. 

(E) The entity or any investor must 
not market or furnish the entity’s 
items or services (or those of another 
entity as part of a cross-referral agree-

ment) to passive investors differently 
than to non-investors. 

(F) At least 75 percent of the dollar 
volume of the entity’s business in the 
previous fiscal year or previous 12- 
month period must be derived from the 
service of persons who reside in an un-
derserved area or are members of medi-
cally underserved populations. 

(G) The entity or any investor (or 
other individual or entity acting on be-
half of the entity or any investor in the 
entity) must not loan funds to or guar-
antee a loan for an investor who is in a 
position to make or influence referrals 
to, furnish items or services to, or oth-
erwise generate business for the entity 
if the investor uses any part of such 
loan to obtain the investment interest. 

(H) The amount of payment to an in-
vestor in return for the investment in-
terest must be directly proportional to 
the amount of the capital investment 
(including the fair market value of any 
pre-operational services rendered) of 
that investor. 

(ii) If an entity that otherwise meets 
all of the above standards is located in 
an area that was an underserved area 
at the time of the initial investment, 
but subsequently ceases to be an under-
served area, the entity will be deemed 
to comply with paragraph (a)(3)(i) of 
this section for a period equal to the 
lesser of: 

(A) The current term of the invest-
ment remaining after the date upon 
which the area ceased to be an under-
served area or 

(B) Three years from the date the 
area ceased to be an underserved area. 

(4) For purposes of paragraph (a) of 
this section, the following terms apply. 
Active investor means an investor either 
who is responsible for the day-to-day 
management of the entity and is a 
bona fide general partner in a partner-
ship under the Uniform Partnership 
Act or who agrees in writing to under-
take liability for the actions of the en-
tity’s agents acting within the scope of 
their agency. Investment interest means 
a security issued by an entity, and may 
include the following classes of invest-
ments: shares in a corporation, inter-
ests or units in a partnership or lim-
ited liability company, bonds, deben-
tures, notes, or other debt instruments. 
Investor means an individual or entity 
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either who directly holds an invest-
ment interest in an entity, or who 
holds such investment interest indi-
rectly by, including but not limited to, 
such means as having a family member 
hold such investment interest or hold-
ing a legal or beneficial interest in an-
other entity (such as a trust or holding 
company) that holds such investment 
interest. Passive investor means an in-
vestor who is not an active investor, 
such as a limited partner in a partner-
ship under the Uniform Partnership 
Act, a shareholder in a corporation, or 
a holder of a debt security. Underserved 
area means any defined geographic area 
that is designated as a Medically Un-
derserved Area (MUA) in accordance 
with regulations issued by the Depart-
ment. Medically underserved population 
means a Medically Underserved Popu-
lation (MUP) in accordance with regu-
lations issued by the Department. 

(b) Space rental. As used in section 
1128B of the Act, ‘‘remuneration’’ does 
not include any payment made by a 
lessee to a lessor for the use of prem-
ises, as long as all of the following six 
standards are met— 

(1) The lease agreement is set out in 
writing and signed by the parties. 

(2) The lease covers all of the prem-
ises leased between the parties for the 
term of the lease and specifies the 
premises covered by the lease. 

(3) If the lease is intended to provide 
the lessee with access to the premises 
for periodic intervals of time, rather 
than on a full-time basis for the term 
of the lease, the lease specifies exactly 
the schedule of such intervals, their 
precise length, and the exact rent for 
such intervals. 

(4) The term of the lease is for not 
less than one year. 

(5) The aggregate rental charge is set 
in advance, is consistent with fair mar-
ket value in arms-length transactions 
and is not determined in a manner that 
takes into account the volume or value 
of any referrals or business otherwise 
generated between the parties for 
which payment may be made in whole 
or in part under Medicare, Medicaid or 
other Federal health care programs. 

(6) The aggregate space rented does 
not exceed that which is reasonably 
necessary to accomplish the commer-
cially reasonable business purpose of 

the rental. Note that for purposes of 
paragraph (b) of this section, the term 
fair market value means the value of the 
rental property for general commercial 
purposes, but shall not be adjusted to 
reflect the additional value that one 
party (either the prospective lessee or 
lessor) would attribute to the property 
as a result of its proximity or conven-
ience to sources of referrals or business 
otherwise generated for which payment 
may be made in whole or in part under 
Medicare, Medicaid and all other Fed-
eral health care programs. 

(c) Equipment rental. As used in sec-
tion 1128B of the Act, ‘‘remuneration’’ 
does not include any payment made by 
a lessee of equipment to the lessor of 
the equipment for the use of the equip-
ment, as long as all of the following six 
standards are met— 

(1) The lease agreement is set out in 
writing and signed by the parties. 

(2) The lease covers all of the equip-
ment leased between the parties for the 
term of the lease and specifies the 
equipment covered by the lease. 

(3) If the lease is intended to provide 
the lessee with use of the equipment 
for periodic intervals of time, rather 
than on a full-time basis for the term 
of the lease, the lease specifies exactly 
the schedule of such intervals, their 
precise length, and the exact rent for 
such interval. 

(4) The term of the lease is for not 
less than one year. 

(5) The aggregate rental charge is set 
in advance, is consistent with fair mar-
ket value in arms-length transactions 
and is not determined in a manner that 
takes into account the volume or value 
of any referrals or business otherwise 
generated between the parties for 
which payment may be made in whole 
or in part under Medicare, Medicaid or 
all other Federal health care programs. 

(6) The aggregate equipment rental 
does not exceed that which is reason-
ably necessary to accomplish the com-
mercially reasonable business purpose 
of the rental. Note that for purposes of 
paragraph (c) of this section, the term 
fair market value means that the value 
of the equipment when obtained from a 
manufacturer or professional dis-
tributor, but shall not be adjusted to 
reflect the additional value one party 
(either the prospective lessee or lessor) 
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would attribute to the equipment as a 
result of its proximity or convenience 
to sources of referrals or business oth-
erwise generated for which payment 
may be made in whole or in part under 
Medicare, Medicaid or other Federal 
health care programs. 

(d) Personal services and management 
contracts and outcomes-based payment 
arrangements. (1) As used in section 
1128B of the Act, ‘‘remuneration’’ does 
not include any payment made by a 
principal to an agent as compensation 
for the services of the agent, as long as 
all of the following standards are met: 

(i) The agency agreement is set out 
in writing and signed by the parties. 

(ii) The agency agreement covers all 
of the services the agent provides to 
the principal for the term of the agree-
ment and specifies the services to be 
provided by the agent. 

(iii) The term of the agreement is not 
less than 1 year. 

(iv) The methodology for deter-
mining the compensation paid to the 
agent over the term of the agreement 
is set in advance, is consistent with 
fair market value in arm’s-length 
transactions, and is not determined in 
a manner that takes into account the 
volume or value of any referrals or 
business otherwise generated between 
the parties for which payment may be 
made in whole or in part under Medi-
care, Medicaid, or other Federal health 
care programs. 

(v) The services performed under the 
agreement do not involve the coun-
seling or promotion of a business ar-
rangement or other activity that vio-
lates any State or Federal law. 

(vi) The aggregate services con-
tracted for do not exceed those which 
are reasonably necessary to accomplish 
the commercially reasonable business 
purpose of the services. 

(2) As used in section 1128B of the 
Act, ‘‘remuneration’’ does not include 
any outcomes-based payment as long 
as all of the standards in paragraphs 
(d)(2)(i) through (viii) of this section 
are met: 

(i) To receive an outcomes-based pay-
ment, the agent achieves one or more 
legitimate outcome measures that: 

(A) Are selected based on clinical evi-
dence or credible medical support; and 

(B) Have benchmarks that are used 
to quantify: 

(1) Improvements in, or the mainte-
nance of improvements in, the quality 
of patient care; 

(2) A material reduction in costs to 
or growth in expenditures of payors 
while maintaining or improving qual-
ity of care for patients; or 

(3) Both. 
(ii) The methodology for determining 

the aggregate compensation (including 
any outcomes-based payments) paid be-
tween or among the parties over the 
term of the agreement is: Set in ad-
vance; commercially reasonable; con-
sistent with fair market value; and not 
determined in a manner that directly 
takes into account the volume or value 
of any referrals or business otherwise 
generated between the parties for 
which payment may be made in whole 
or in part by a Federal health care pro-
gram. 

(iii) The agreement between the par-
ties is set out in writing and signed by 
the parties in advance of, or contem-
poraneous with, the commencement of 
the terms of the outcomes-based pay-
ment arrangement. The writing states 
at a minimum: A general description of 
the services to be performed by the 
parties for the term of the agreement; 
the outcome measure(s) the agent must 
achieve to receive an outcomes-based 
payment; the clinical evidence or cred-
ible medical support relied upon by the 
parties to select the outcome meas-
ure(s); and the schedule for the parties 
to regularly monitor and assess the 
outcome measure(s). 

(iv) The agreement neither limits 
any party’s ability to make decisions 
in their patients’ best interest nor in-
duces any party to reduce or limit 
medically necessary items or services. 

(v) The term of the agreement is not 
less than 1 year. 

(vi) The services performed under the 
agreement do not involve the coun-
seling or promotion of a business ar-
rangement or other activity that vio-
lates any State or Federal law. 

(vii) For each outcome measure 
under the agreement, the parties: 

(A) Regularly monitor and assess the 
agent’s performance, including the im-
pact of the outcomes-based payment 
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arrangement on patient quality of 
care; and 

(B) Periodically assess, and as nec-
essary revise, benchmarks and remu-
neration under the arrangement to en-
sure that the remuneration is con-
sistent with fair market value in an 
arm’s length transaction as required by 
paragraph (d)(2)(ii) of this section dur-
ing the term of the agreement. 

(viii) The principal has policies and 
procedures to promptly address and 
correct identified material perform-
ance failures or material deficiencies 
in quality of care resulting from the 
outcomes-based payment arrangement. 

(3) For purposes of this paragraph (d): 
(i) An agent of a principal is any per-

son other than a bona fide employee of 
the principal who has an agreement to 
perform services for or on behalf of the 
principal. 

(ii) Outcomes-based payments are 
limited to payments between or among 
a principal and an agent that: 

(A) Reward the agent for successfully 
achieving an outcome measure de-
scribed in paragraph (d)(2)(i) of this 
section; or 

(B) Recoup from or reduce payment 
to an agent for failure to achieve an 
outcome measure described in para-
graph (d)(2)(i) of this section. 

(iii) Outcomes-based payments ex-
clude any payments: 

(A) Made directly or indirectly by the 
following entities: 

(1) A pharmaceutical manufacturer, 
distributor, or wholesaler; 

(2) A pharmacy benefit manager; 
(3) A laboratory company; 
(4) A pharmacy that primarily com-

pounds drugs or primarily dispenses 
compounded drugs; 

(5) A manufacturer of a device or 
medical supply as defined in paragraph 
(ee)(14)(iv) of this section; 

(6) A medical device distributor or 
wholesaler that is not otherwise a 
manufacturer of a device or medical 
supply, as defined in paragraph 
(ee)(14)(iv) of this section; or 

(7) An entity or individual that sells 
or rents durable medical equipment, 
prosthetics, orthotics, or supplies cov-
ered by a Federal health care program 
(other than a pharmacy or a physician, 
provider, or other entity that pri-
marily furnishes services); or 

(B) Related solely to the achieve-
ment of internal cost savings for the 
principal; or 

(C) Based solely on patient satisfac-
tion or patient convenience measures. 

(e) Sale of practice. (1) As used in sec-
tion 1128B of the Act, ‘‘remuneration’’ 
does not include any payment made to 
a practitioner by another practitioner 
where the former practitioner is selling 
his or her practice to the latter practi-
tioner, as long as both of the following 
two standards are met— 

(i) The period from the date of the 
first agreement pertaining to the sale 
to the completion of the sale is not 
more than one year. 

(ii) The practitioner who is selling 
his or her practice will not be in a pro-
fessional position to make referrals to, 
or otherwise generate business for, the 
purchasing practitioner for which pay-
ment may be made in whole or in part 
under Medicare, Medicaid or other Fed-
eral health care programs after 1 year 
from the date of the first agreement 
pertaining to the sale. 

(2) As used in section 1128B of the 
Act, ‘‘remuneration’’ does not include 
any payment made to a practitioner by 
a hospital or other entity where the 
practitioner is selling his or her prac-
tice to the hospital or other entity, so 
long as the following four standards 
are met: 

(i) The period from the date of the 
first agreement pertaining to the sale 
to the completion date of the sale is 
not more than three years. 

(ii) The practitioner who is selling 
his or her practice will not be in a pro-
fessional position after completion of 
the sale to make or influence referrals 
to, or otherwise generate business for, 
the purchasing hospital or entity for 
which payment may be made under 
Medicare, Medicaid or other Federal 
health care programs. 

(iii) The practice being acquired 
must be located in a Health Profes-
sional Shortage Area (HPSA), as de-
fined in Departmental regulations, for 
the practitioner’s specialty area. 

(iv) Commencing at the time of the 
first agreement pertaining to the sale, 
the purchasing hospital or entity must 
diligently and in good faith engage in 
commercially reasonable recruitment 
activities that: 
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(A) May reasonably be expected to re-
sult in the recruitment of a new practi-
tioner to take over the acquired prac-
tice within a one year period and 

(B) Will satisfy the conditions of the 
practitioner recruitment safe harbor in 
accordance with paragraph (n) of this 
section. 

(f) Referral services. As used in section 
1128B of the Act, ‘‘remuneration’’ does 
not include any payment or exchange 
of anything of value between an indi-
vidual or entity (‘‘participant’’) and 
another entity serving as a referral 
service (‘‘referral service’’), as long as 
all of the following four standards are 
met— 

(1) The referral service does not ex-
clude as a participant in the referral 
service any individual or entity who 
meets the qualifications for participa-
tion. 

(2) Any payment the participant 
makes to the referral service is as-
sessed equally against and collected 
equally from all participants and is 
based only on the cost of operating the 
referral service, and not on the volume 
or value of any referrals to or business 
otherwise generated by either party for 
the other party for which payment 
may be made in whole or in part under 
Medicare, Medicaid, or other Federal 
health care programs. 

(3) The referral service imposes no re-
quirements on the manner in which the 
participant provides services to a re-
ferred person, except that the referral 
service may require that the partici-
pant charge the person referred at the 
same rate as it charges other persons 
not referred by the referral service, or 
that these services be furnished free of 
charge or at reduced charge. 

(4) The referral service makes the fol-
lowing five disclosures to each person 
seeking a referral, with each such dis-
closure maintained by the referral 
service in a written record certifying 
such disclosure and signed by either 
such person seeking a referral or by the 
individual making the disclosure on be-
half of the referral service— 

(i) The manner in which it selects the 
group of participants in the referral 
service to which it could make a refer-
ral; 

(ii) Whether the participant has paid 
a fee to the referral service; 

(iii) The manner in which it selects a 
particular participant from this group 
for that person; 

(iv) The nature of the relationship 
between the referral service and the 
group of participants to whom it could 
make the referral; and 

(v) The nature of any restrictions 
that would exclude such an individual 
or entity from continuing as a partici-
pant. 

(g) Warranties. As used in section 
1128B of the Act, ‘‘remuneration’’ does 
not include any payment or exchange 
of anything of value under a warranty 
provided by a manufacturer or supplier 
of one or more items and services (pro-
vided the warranty covers at least one 
item) to the buyer (such as a health 
care provider or beneficiary) of the 
items and services, as long as the buyer 
complies with all of the following 
standards in paragraphs (g)(1) and (2) of 
this section and the manufacturer or 
supplier complies with all of the fol-
lowing standards in paragraphs (g)(3) 
through (6) of this section: 

(1) The buyer (unless the buyer is a 
Federal health care program bene-
ficiary) must fully and accurately re-
port any price reduction of an item or 
service (including a free item or serv-
ice) that was obtained as part of the 
warranty in the applicable cost report-
ing mechanism or claim for payment 
filed with the Department or a State 
agency. 

(2) The buyer must provide, upon re-
quest by the Secretary or a State agen-
cy, information provided by the manu-
facturer or supplier as specified in 
paragraph (g)(3) of this section. 

(3) The manufacturer or supplier 
must comply with either of the fol-
lowing standards: 

(i) The manufacturer or supplier 
must fully and accurately report any 
price reduction of an item or service 
(including free items and services) that 
the buyer obtained as part of the war-
ranty on the invoice or statement sub-
mitted to the buyer and inform the 
buyer of its obligations under para-
graphs (g)(1) and (2) of this section. 

(ii) When the amount of any price re-
duction is not known at the time of 
sale, the manufacturer or supplier 
must fully and accurately report the 
existence of a warranty on the invoice 
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or statement, inform the buyer of its 
obligations under paragraphs (g)(1) and 
(g)(2) of this section, and when any 
price reduction becomes known, pro-
vide the buyer with documentation of 
the calculation of the price reduction 
resulting from the warranty. 

(4) The manufacturer or supplier 
must not pay any remuneration to any 
individual (other than a beneficiary) or 
entity for any medical, surgical, or 
hospital expense incurred by a bene-
ficiary other than for the cost of the 
items and services subject to the war-
ranty. 

(5) If a manufacturer or supplier of-
fers a warranty for more than one item 
or one or more items and related serv-
ices, the federally reimbursable items 
and services subject to the warranty 
must be reimbursed by the same Fed-
eral health care program and in the 
same Federal health care program pay-
ment. 

(6) The manufacturer or supplier 
must not condition a warranty on a 
buyer’s exclusive use of, or a minimum 
purchase of, any of the manufacturer’s 
or supplier’s items or services. 

(7) For purposes of this paragraph (g), 
the term warranty means: 

(i) Any written affirmation of fact or 
written promise made in connection 
with the sale of an item or bundle of 
items, or services in combination with 
one or more related items, by a manu-
facturer or supplier to a buyer, which 
affirmation of fact or written promise 
relates to the nature of the quality of 
workmanship and affirms or promises 
that such quality or workmanship is 
defect free or will meet a specified 
level of performance over a specified 
period of time; 

(ii) Any undertaking in writing in 
connection with the sale by a manufac-
turer or supplier of an item or bundle 
of items, or services in combination 
with one or more related items, to re-
fund, repair, replace, or take other re-
medial action with respect to such 
item or bundle of items in the event 
that such item or bundle of items, or 
services in combination with one or 
more related items, fails to meet the 
specifications set forth in the under-
taking which written affirmation, 
promise, or undertaking becomes part 
of the basis of the bargain between a 

seller and a buyer for purposes other 
than resell of such item or bundle of 
items; or 

(iii) A manufacturer’s or supplier’s 
agreement to replace another manufac-
turer’s or supplier’s defective item or 
bundle of items (which is covered by an 
agreement made in accordance with 
this paragraph (g)), on terms equal to 
the agreement that it replaces. 

(h) Discounts. As used in section 1128B 
of the Act, ‘‘remuneration’’ does not 
include a discount, as defined in para-
graph (h)(5) of this section, on an item 
or service for which payment may be 
made in whole or in part under Medi-
care, Medicaid or other Federal health 
care programs for a buyer as long as 
the buyer complies with the applicable 
standards of paragraph (h)(1) of this 
section; a seller as long as the seller 
complies with the applicable standards 
of paragraph (h)(2) of this section; and 
an offeror of a discount who is not a 
seller under paragraph (h)(2) of this 
section so long as such offeror complies 
with the applicable standards of para-
graph (h)(3) of this section. 

(1) With respect to the following 
three categories of buyers, the buyer 
must comply with all of the applicable 
standards within one of the three fol-
lowing categories— 

(i) If the buyer is an entity which is 
a health maintenance organization 
(HMO) or a competitive medical plan 
(CMP) acting in accordance with a risk 
contract under section 1876(g) or 
1903(m) of the Act, or under another 
State health care program, it need not 
report the discount except as otherwise 
may be required under the risk con-
tract. 

(ii) If the buyer is an entity which re-
ports its costs on a cost report required 
by the Department or a State health 
care program, it must comply with all 
of the following four standards— 

(A) The discount must be earned 
based on purchases of that same good 
or service bought within a single fiscal 
year of the buyer; 

(B) The buyer must claim the benefit 
of the discount in the fiscal year in 
which the discount is earned or the fol-
lowing year; 

(C) The buyer must fully and accu-
rately report the discount in the appli-
cable cost report; and 
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(D) the buyer must provide, upon re-
quest by the Secretary or a State agen-
cy, information provided by the seller 
as specified in paragraph (h)(2)(ii) of 
this section, or information provided 
by the offeror as specified in paragraph 
(h)(3)(ii) of this section. 

(iii) If the buyer is an individual or 
entity in whose name a claim or re-
quest for payment is submitted for the 
discounted item or service and pay-
ment may be made, in whole or in part, 
under Medicare, Medicaid or other Fed-
eral health care programs (not includ-
ing individuals or entities defined as 
buyers in paragraph (h)(1)(i) or (h)(1)(ii) 
of this section), the buyer must comply 
with both of the following standards— 

(A) The discount must be made at the 
time of the sale of the good or service 
or the terms of the rebate must be 
fixed and disclosed in writing to the 
buyer at the time of the initial sale of 
the good or service; and 

(B) the buyer (if submitting the 
claim) must provide, upon request by 
the Secretary or a State agency, infor-
mation provided by the seller as speci-
fied in paragraph (h)(2)(iii)(B) of this 
section, or information provided by the 
offeror as specified in paragraph 
(h)(3)(iii)(A) of this section. 

(2) The seller is an individual or enti-
ty that supplies an item or service for 
which payment may be made, in whole 
or in part, under Medicare, Medicaid or 
other Federal health care programs to 
the buyer and who permits a discount 
to be taken off the buyer’s purchase 
price. The seller must comply with all 
of the applicable standards within one 
of the following three categories— 

(i) If the buyer is an entity which is 
an HMO a CMP acting in accordance 
with a risk contract under section 
1876(g) or 1903(m) of the Act, or under 
another State health care program, the 
seller need not report the discount to 
the buyer for purposes of this provi-
sion. 

(ii) If the buyer is an entity that re-
ports its costs on a cost report required 
by the Department or a State agency, 
the seller must comply with either of 
the following two standards— 

(A) Where a discount is required to be 
reported to Medicare or a State health 
care program under paragraph (h)(1) of 
this section, the seller must fully and 

accurately report such discount on the 
invoice, coupon or statement sub-
mitted to the buyer; inform the buyer 
in a manner that is reasonably cal-
culated to give notice to the buyer of 
its obligations to report such discount 
and to provide information upon re-
quest under paragraph (h)(1) of this 
section; and refrain from doing any-
thing that would impede the buyer 
from meeting its obligations under this 
paragraph; or 

(B) Where the value of the discount is 
not known at the time of sale, the sell-
er must fully and accurately report the 
existence of a discount program on the 
invoice, coupon or statement sub-
mitted to the buyer; inform the buyer 
in a manner reasonably calculated to 
give notice to the buyer of its obliga-
tions to report such discount and to 
provide information upon request 
under paragraph (h)(1) of this section; 
when the value of the discount becomes 
known, provide the buyer with docu-
mentation of the calculation of the dis-
count identifying the specific goods or 
services purchased to which the dis-
count will be applied; and refrain from 
doing anything which would impede 
the buyer from meeting its obligations 
under this paragraph. 

(iii) If the buyer is an individual or 
entity not included in paragraph 
(h)(2)(i) or (h)(2)(ii) of this section, the 
seller must comply with either of the 
following two standards— 

(A) Where the seller submits a claim 
or request for payment on behalf of the 
buyer and the item or service is sepa-
rately claimed, the seller must provide, 
upon request by the Secretary or a 
State agency, information provided by 
the offeror as specified in paragraph 
(h)(3)(iii)(A) of this section; or 

(B) Where the buyer submits a claim, 
the seller must fully and accurately re-
port such discount on the invoice, cou-
pon or statement submitted to the 
buyer; inform the buyer in a manner 
reasonably calculated to give notice to 
the buyer of its obligations to report 
such discount and to provide informa-
tion upon request under paragraph 
(h)(1) of this section; and refrain from 
doing anything that would impede the 
buyer from meeting its obligations 
under this paragraph. 
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(3) The offeror of a discount is an in-
dividual or entity who is not a seller 
under paragraph (h)(2) of this section, 
but promotes the purchase of an item 
or service by a buyer under paragraph 
(h)(1) of this section at a reduced price 
for which payment may be made, in 
whole or in part, under Medicare, Med-
icaid or other Federal health care pro-
grams. The offeror must comply with 
all of the applicable standards within 
the following three categories— 

(i) If the buyer is an entity which is 
an HMO or a CMP acting in accordance 
with a risk contract under section 
1876(g) or 1903(m) of the Act, or under 
another State health care program, the 
offeror need not report the discount to 
the buyer for purposes of this provi-
sion. 

(ii) If the buyer is an entity that re-
ports its costs on a cost report required 
by the Department or a State agency, 
the offeror must comply with the fol-
lowing two standards— 

(A) The offeror must inform the 
buyer in a manner reasonably cal-
culated to give notice to the buyer of 
its obligations to report such a dis-
count and to provide information upon 
request under paragraph (h)(1) of this 
section; and 

(B) The offeror of the discount must 
refrain from doing anything that would 
impede the buyer’s ability to meet its 
obligations under this paragraph. 

(iii) If the buyer is an individual or 
entity in whose name a request for 
payment is submitted for the dis-
counted item or service and payment 
may be made, in whole or in part, 
under Medicare, Medicaid or other Fed-
eral health care programs (not includ-
ing individuals or entities defined as 
buyers in paragraph (h)(1)(i) or (h)(1)(ii) 
of this section), the offeror must com-
ply with the following two standards— 

(A) The offeror must inform the indi-
vidual or entity submitting the claim 
or request for payment in a manner 
reasonably calculated to give notice to 
the individual or entity of its obliga-
tions to report such a discount and to 
provide information upon request 
under paragraphs (h)(1) and (h)(2) of 
this section; and 

(B) The offeror of the discount must 
refrain from doing anything that would 
impede the buyer’s or seller’s ability to 

meet its obligations under this para-
graph. 

(4) For purposes of this paragraph, a 
rebate is any discount the terms of 
which are fixed and disclosed in writing 
to the buyer at the time of the initial 
purchase to which the discount applies, 
but which is not given at the time of 
sale. 

(5) For purposes of this paragraph, 
the term discount means a reduction in 
the amount a buyer (who buys either 
directly or through a wholesaler or a 
group purchasing organization) is 
charged for an item or service based on 
an arms-length transaction. The term 
discount does not include— 

(i) Cash payment or cash equivalents 
(except that rebates as defined in para-
graph (h)(4) of this section may be in 
the form of a check); 

(ii) Supplying one good or service 
without charge or at a reduced charge 
to induce the purchase of a different 
good or service, unless the goods and 
services are reimbursed by the same 
Federal health care program using the 
same methodology and the reduced 
charge is fully disclosed to the Federal 
health care program and accurately re-
flected where appropriate, and as ap-
propriate, to the reimbursement meth-
odology; 

(iii) A reduction in price applicable 
to one payer but not to Medicare, Med-
icaid or other Federal health care pro-
grams; 

(iv) A routine reduction or waiver of 
any coinsurance or deductible amount 
owed by a program beneficiary; 

(v) Warranties; 
(vi) Services provided in accordance 

with a personal or management serv-
ices contract; or 

(vii) Other remuneration, in cash or 
in kind, not explicitly described in 
paragraph (h)(5) of this section. 

(i) Employees. As used in section 1128B 
of the Act, ‘‘remuneration’’ does not 
include any amount paid by an em-
ployer to an employee, who has a bona 
fide employment relationship with the 
employer, for employment in the fur-
nishing of any item or service for 
which payment may be made in whole 
or in part under Medicare, Medicaid or 
other Federal health care programs. 
For purposes of paragraph (i) of this 
section, the term employee has the 
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same meaning as it does for purposes of 
26 U.S.C. 3121(d)(2). 

(j) Group purchasing organizations. As 
used in section 1128B of the Act, ‘‘re-
muneration’’ does not include any pay-
ment by a vendor of goods or services 
to a group purchasing organization 
(GPO), as part of an agreement to fur-
nish such goods or services to an indi-
vidual or entity as long as both of the 
following two standards are met— 

(1) The GPO must have a written 
agreement with each individual or en-
tity, for which items or services are 
furnished, that provides for either of 
the following— 

(i) The agreement states that partici-
pating vendors from which the indi-
vidual or entity will purchase goods or 
services will pay a fee to the GPO of 3 
percent or less of the purchase price of 
the goods or services provided by that 
vendor. 

(ii) In the event the fee paid to the 
GPO is not fixed at 3 percent or less of 
the purchase price of the goods or serv-
ices, the agreement specifies the 
amount (or if not known, the max-
imum amount) the GPO will be paid by 
each vendor (where such amount may 
be a fixed sum or a fixed percentage of 
the value of purchases made from the 
vendor by the members of the group 
under the contract between the vendor 
and the GPO). 

(2) Where the entity which receives 
the goods or service from the vendor is 
a health care provider of services, the 
GPO must disclose in writing to the en-
tity at least annually, and to the Sec-
retary upon request, the amount re-
ceived from each vendor with respect 
to purchases made by or on behalf of 
the entity. Note that for purposes of 
paragraph (j) of this section, the term 
group purchasing organization (GPO) 
means an entity authorized to act as a 
purchasing agent for a group of individ-
uals or entities who are furnishing 
services for which payment may be 
made in whole or in part under Medi-
care, Medicaid or other Federal health 
care programs, and who are neither 
wholly-owned by the GPO nor subsidi-
aries of a parent corporation that 
wholly owns the GPO (either directly 
or through another wholly-owned enti-
ty). 

(k) Waiver of beneficiary copayment, 
coinsurance and deductible amounts. As 
used in section 1128B of the Act, ‘‘re-
muneration’’ does not include any re-
duction or waiver of a Federal health 
care program beneficiary’s obligation 
to pay copayment, coinsurance or de-
ductible (for purposes of this subpara-
graph (k) ‘‘cost-sharing’’) amounts as 
long as all the standards are met with-
in one of the following categories of 
health care providers or suppliers. 

(1) If the cost-sharing amounts are 
owed to a hospital for inpatient hos-
pital services for which a Federal 
health care program pays under the 
prospective payment system, the hos-
pital must comply with all of the fol-
lowing three standards: 

(i) The hospital must not later claim 
the amount reduced or waived as a bad 
debt for payment purposes under a Fed-
eral health care program or otherwise 
shift the burden of the reduction or 
waiver onto a Federal health care pro-
gram, other payers, or individuals. 

(ii) The hospital must offer to reduce 
or waive the cost-sharing amounts 
without regard to the reason for admis-
sion, the length of stay of the bene-
ficiary, or the diagnostic related group 
for which the claim for reimbursement 
is filed. 

(iii) The hospital’s offer to reduce or 
waive the cost-sharing amounts must 
not be made as part of a price reduc-
tion agreement between a hospital and 
a third-party payer (including a health 
plan as defined in paragraph (l)(2) of 
this section), unless the agreement is 
part of a contract for the furnishing of 
items or services to a beneficiary of a 
Medicare supplemental policy issued 
under the terms of section 1882(t)(1) of 
the Act. 

(2) If the cost-sharing amounts are 
owed by an individual who qualifies for 
subsidized services under a provision of 
the Public Health Services Act or 
under Titles V or XIX of the Act to a 
federally qualified health care center 
or other health care facility under any 
Public Health Services Act grant pro-
gram or under Title V of the Act, the 
health care center or facility may re-
duce or waive the cost-sharing 
amounts for items or services for which 
payment may be made in whole or in 
part by a Federal health care program. 
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(3) If the cost-sharing amounts are 
owed to a pharmacy (including, but not 
limited to, pharmacies of the Indian 
Health Service, Indian tribes, tribal or-
ganizations, and urban Indian organi-
zations) for cost-sharing imposed under 
a Federal health care program, the 
pharmacy may reduce or waive the 
cost-sharing amounts if: 

(i) The waiver or reduction is not of-
fered as part of an advertisement or so-
licitation; and 

(ii) Except for waivers or reductions 
offered to subsidy-eligible individuals 
(as defined in section 1860D–14(a)(3)) to 
which only requirement in paragraph 
(k)(3)(i) of this section applies: 

(A) The pharmacy does not routinely 
waive or reduce cost-sharing amounts; 
and 

(B) The pharmacy waives the cost- 
sharing amounts only after deter-
mining in good faith that the indi-
vidual is in financial need or after fail-
ing to collect the cost-sharing amounts 
after making reasonable collection ef-
forts. 

(4) If the cost-sharing amounts are 
owed to an ambulance provider or sup-
plier for emergency ambulance services 
for which a Federal health care pro-
gram pays under a fee-for-service pay-
ment system and all the following con-
ditions are met: 

(i) The ambulance provider or sup-
plier is owned and operated by a State, 
a political subdivision of a State, or a 
tribal health care program, as that 
term is defined in section 4 of the In-
dian Health Care Improvement Act; 

(ii) The ambulance provider or sup-
plier engaged in an emergency re-
sponse, as defined in 42 CFR 414.605; 

(iii) The ambulance provider or sup-
plier offers the reduction or waiver on 
a uniform basis to all of its residents or 
(if applicable) tribal members, or to all 
individuals transported; and 

(iv) The ambulance provider or sup-
plier must not later claim the amount 
reduced or waived as a bad debt for 
payment purposes under a Federal 
health care program or otherwise shift 
the burden of the reduction or waiver 
onto a Federal health care program, 
other payers, or individuals. 

(l) Increased coverage, reduced cost- 
sharing amounts, or reduced premium 
amounts offered by health plans. (1) As 

used in section 1128B of the Act, ‘‘re-
muneration’’ does not include the addi-
tional coverage of any item or service 
offered by a health plan to an enrollee 
or the reduction of some or all of the 
enrollee’s obligation to pay the health 
plan or a contract health care provider 
for cost-sharing amounts (such as coin-
surance, deductible, or copayment 
amounts) or for premium amounts at-
tributable to items or services covered 
by the health plan, the Medicare pro-
gram, or a State health care program, 
as long as the health plan complies 
with all of the standards within one of 
the following two categories of health 
plans: 

(i) If the health plan is a risk-based 
health maintenance organization, com-
petitive medical plan, prepaid health 
plan, or other health plan under con-
tract with CMS or a State health care 
program and operating in accordance 
with section 1876(g) or 1903(m) of the 
Act, under a Federal statutory dem-
onstration authority, or under other 
Federal statutory or regulatory au-
thority, it must offer the same in-
creased coverage or reduced cost-shar-
ing or premium amounts to all Medi-
care or State health care program en-
rollees covered by the contract unless 
otherwise approved by CMS or by a 
State health care program. 

(ii) If the health plan is a health 
maintenance organization, competitive 
medical plan, health care prepayment 
plan, prepaid health plan or other 
health plan that has executed a con-
tract or agreement with CMS or with a 
State health care program to receive 
payment for enrollees on a reasonable 
cost or similar basis, it must comply 
with both of the following two stand-
ards— 

(A) The health plan must offer the 
same increased coverage or reduced 
cost-sharing or premium amounts to 
all Medicare or State health care pro-
gram enrollees covered by the contract 
or agreement unless otherwise ap-
proved by CMS or by a State health 
care program; and 

(B) The health plan must not claim 
the costs of the increased coverage or 
the reduced cost-sharing or premium 
amounts as a bad debt for payment 
purposes under Medicare or a State 
health care program or otherwise shift 
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the burden of the increased coverage or 
reduced cost-sharing or premium 
amounts to the extent that increased 
payments are claimed from Medicare 
or a State health care program. 

(2) For purposes of paragraph (l) of 
this section, the terms— 

Contract health care provider means an 
individual or entity under contract 
with a health plan to furnish items or 
services to enrollees who are covered 
by the health plan, Medicare, or a 
State health care program. 

Enrollee means an individual who has 
entered into a contractual relationship 
with a health plan (or on whose behalf 
an employer, or other private or gov-
ernmental entity has entered into such 
a relationship) under which the indi-
vidual is entitled to receive specified 
health care items and services, or in-
surance coverage for such items and 
services, in return for payment of a 
premium or a fee. 

Health plan means an entity that fur-
nishes or arranges under agreement 
with contract health care providers for 
the furnishing of items or services to 
enrollees, or furnishes insurance cov-
erage for the provision of such items 
and services, in exchange for a pre-
mium or a fee, where such entity: 

(i) Operates in accordance with a con-
tract, agreement or statutory dem-
onstration authority approved by CMS 
or a State health care program; 

(ii) Charges a premium and its pre-
mium structure is regulated under a 
State insurance statute or a State ena-
bling statute governing health mainte-
nance organizations or preferred pro-
vider organizations; 

(iii) Is an employer, if the enrollees 
of the plan are current or retired em-
ployees, or is a union welfare fund, if 
the enrollees of the plan are union 
members; or 

(iv) Is licensed in the State, is under 
contract with an employer, union wel-
fare fund, or a company furnishing 
health insurance coverage as described 
in conditions (ii) and (iii) of this defini-
tion, and is paid a fee for the adminis-
tration of the plan which reflects the 
fair market value of those services. 

(m) Price reductions offered to health 
plans. (1) As used in section 1128B of 
the Act, ‘‘remuneration’’ does not in-
clude a reduction in price a contract 

health care provider offers to a health 
plan in accordance with the terms of a 
written agreement between the con-
tract health care provider and the 
health plan for the sole purpose of fur-
nishing to enrollees items or services 
that are covered by the health plan, 
Medicare, or a State health care pro-
gram, as long as both the health plan 
and contract health care provider com-
ply with all of the applicable standards 
within one of the following four cat-
egories of health plans: 

(i) If the health plan is a risk-based 
health maintenance organization, com-
petitive medical plan, or prepaid 
health plan under contract with CMS 
or a State agency and operating in ac-
cordance with section 1876(g) or 1903(m) 
of the Act, under a Federal statutory 
demonstration authority, or under 
other Federal statutory or regulatory 
authority, the contract health care 
provider must not claim payment in 
any form from the Department or the 
State agency for items or services fur-
nished in accordance with the agree-
ment except as approved by CMS or the 
State health care program, or other-
wise shift the burden of such an agree-
ment to the extent that increased pay-
ments are claimed from Medicare or a 
State health care program. 

(ii) If the health plan is a health 
maintenance organization, competitive 
medical plan, health care prepayment 
plan, prepaid health plan, or other 
health plan that has executed a con-
tract or agreement with CMS or a 
State health care program to receive 
payment for enrollees on a reasonable 
cost or similar basis, the health plan 
and contract health care provider must 
comply with all of the following four 
standards— 

(A) The term of the agreement be-
tween the health plan and the contract 
health care provider must be for not 
less than one year; 

(B) The agreement between the 
health plan and the contract health 
care provider must specify in advance 
the covered items and services to be 
furnished to enrollees, and the method-
ology for computing the payment to 
the contract health care provider; 

(C) The health plan must fully and 
accurately report, on the applicable 
cost report or other claim form filed 
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with the Department or the State 
health care program, the amount it has 
paid the contract health care provider 
under the agreement for the covered 
items and services furnished to enroll-
ees; and 

(D) The contract health care provider 
must not claim payment in any form 
from the Department or the State 
health care program for items or serv-
ices furnished in accordance with the 
agreement except as approved by CMS 
or the State health care program, or 
otherwise shift the burden of such an 
agreement to the extent that increased 
payments are claimed from Medicare 
or a State health care program. 

(iii) If the health plan is not de-
scribed in paragraphs (m)(1)(i) or 
(m)(1)(ii) of this section and the con-
tract health care provider is not paid 
on an at-risk, capitated basis, both the 
health plan and contract health care 
provider must comply with all of the 
following six standards— 

(A) The term of the agreement be-
tween the health plan and the contract 
health care provider must be for not 
less than one year; 

(B) The agreement between the 
health plan and the contract health 
care provider must specify in advance 
the covered items and services to be 
furnished to enrollees, which party is 
to file claims or requests for payment 
with Medicare or the State health care 
program for such items and services, 
and the schedule of fees the contract 
health care provider will charge for 
furnishing such items and services to 
enrollees; 

(C) The fee schedule contained in the 
agreement between the health plan and 
the contract health care provider must 
remain in effect throughout the term 
of the agreement, unless a fee increase 
results directly from a payment update 
authorized by Medicare or the State 
health care program; 

(D) The party submitting claims or 
requests for payment from Medicare or 
the State health care program for 
items and services furnished in accord-
ance with the agreement must not 
claim or request payment for amounts 
in excess of the fee schedule; 

(E) The contract health care provider 
and the health plan must fully and ac-
curately report on any cost report filed 

with Medicare or a State health care 
program the fee schedule amounts 
charged in accordance with the agree-
ment and, upon request, will report to 
the Medicare or a State health care 
program the terms of the agreement 
and the amounts paid in accordance 
with the agreement; and 

(F) The party to the agreement, 
which does not have the responsibility 
under the agreement for filing claims 
or requests for payment, must not 
claim or request payment in any form 
from the Department or the State 
health care program for items or serv-
ices furnished in accordance with the 
agreement, or otherwise shift the bur-
den of such an agreement to the extent 
that increased payments are claimed 
from Medicare or a State health care 
program. 

(iv) If the health plan is not described 
in paragraphs (m)(1)(i) or (m)(1)(ii) of 
this section, and the contract health 
care provider is paid on an at-risk, 
capitated basis, both the health plan 
and contract health care provider must 
comply with all of the following five 
standards— 

(A) The term of the agreement be-
tween the health plan and the contract 
health provider must be for not less 
than one year; 

(B) The agreement between the 
health plan and the contract health 
provider must specify in advance the 
covered items and services to be fur-
nished to enrollees and the total 
amount per enrollee (which may be ex-
pressed in a per month or other time 
period basis) the contract health care 
provider will be paid by the health plan 
for furnishing such items and services 
to enrollees and must set forth any co-
payments, if any, to be paid by enroll-
ees to the contract health care pro-
vider for covered services; 

(C) The payment amount contained 
in the agreement between the health 
care plan and the contract health care 
provider must remain in effect 
throughout the term of the agreement; 

(D) The contract health care provider 
and the health plan must fully and ac-
curately report to the Medicare and 
State health care program upon re-
quest, the terms of the agreement and 
the amounts paid in accordance with 
the agreement; and 

VerDate Sep<11>2014 10:17 Nov 12, 2021 Jkt 253197 PO 00000 Frm 01049 Fmt 8010 Sfmt 8010 Q:\42\42V5.TXT PC31kp
ay

ne
 o

n 
V

M
O

F
R

W
IN

70
2 

w
ith

 $
$_

JO
B



1040 

42 CFR Ch. V (10–1–21 Edition) § 1001.952 

(E) The contract health care provider 
must not claim or request payment in 
any form from the Department, a State 
health care program or an enrollee 
(other than copayment amounts de-
scribed in paragraph (m)(2)(iv)(B) of 
this section) and the health plan must 
not pay the contract care provider in 
excess of the amounts described in 
paragraph (m)(2)(iv)(B) of this section 
for items and services covered by the 
agreement. 

(2) For purposes of this paragraph, 
the terms contract health care provider, 
enrollee, and health plan have the same 
meaning as in paragraph (l)(2) of this 
section. 

(n) Practitioner recruitment. As used in 
section 1128B of the Act, ‘‘remunera-
tion’’ does not include any payment or 
exchange of anything of value by an 
entity in order to induce a practitioner 
who has been practicing within his or 
her current specialty for less than one 
year to locate, or to induce any other 
practitioner to relocate, his or her pri-
mary place of practice into a HPSA for 
his or her specialty area, as defined in 
Departmental regulations, that is 
served by the entity, as long as all of 
the following nine standards are met— 

(1) The arrangement is set forth in a 
written agreement signed by the par-
ties that specifies the benefits provided 
by the entity, the terms under which 
the benefits are to be provided, and the 
obligations of each party. 

(2) If a practitioner is leaving an es-
tablished practice, at least 75 percent 
of the revenues of the new practice 
must be generated from new patients 
not previously seen by the practitioner 
at his or her former practice. 

(3) The benefits are provided by the 
entity for a period not in excess of 3 
years, and the terms of the agreement 
are not renegotiated during this 3-year 
period in any substantial aspect; pro-
vided, however, that if the HPSA to 
which the practitioner was recruited 
ceases to be a HPSA during the term of 
the written agreement, the payments 
made under the written agreement will 
continue to satisfy this paragraph for 
the duration of the written agreement 
(not to exceed 3 years). 

(4) There is no requirement that the 
practitioner make referrals to, be in a 
position to make or influence referrals 

to, or otherwise generate business for 
the entity as a condition for receiving 
the benefits; provided, however, that 
for purposes of this paragraph, the en-
tity may require as a condition for re-
ceiving benefits that the practitioner 
maintain staff privileges at the entity. 

(5) The practitioner is not restricted 
from establishing staff privileges at, 
referring any service to, or otherwise 
generating any business for any other 
entity of his or her choosing. 

(6) The amount or value of the bene-
fits provided by the entity may not 
vary (or be adjusted or renegotiated) in 
any manner based on the volume or 
value of any expected referrals to or 
business otherwise generated for the 
entity by the practitioner for which 
payment may be made in whole or in 
part under Medicare, Medicaid or any 
other Federal health care programs. 

(7) The practitioner agrees to treat 
patients receiving medical benefits or 
assistance under any Federal health 
care program in a nondiscriminatory 
manner. 

(8) At least 75 percent of the revenues 
of the new practice must be generated 
from patients residing in a HPSA or a 
Medically Underserved Area (MUA) or 
who are part of a Medically Under-
served Population (MUP), all as defined 
in paragraph (a) of this section. 

(9) The payment or exchange of any-
thing of value may not directly or indi-
rectly benefit any person (other than 
the practitioner being recruited) or en-
tity in a position to make or influence 
referrals to the entity providing the re-
cruitment payments or benefits of 
items or services payable by a Federal 
health care program. 

(o) Obstetrical malpractice insurance 
subsidies. As used in section 1128B of 
the Act, ‘‘remuneration’’ does not in-
clude any payment made by a hospital 
or other entity to another entity that 
is providing malpractice insurance (in-
cluding a self-funded entity), where 
such payment is used to pay for some 
or all of the costs of malpractice insur-
ance premiums for a practitioner (in-
cluding a certified nurse-midwife as de-
fined in section 1861(gg) of the Act) who 
engages in obstetrical practice as a 
routine part of his or her medical prac-
tice in a primary care HPSA, as long as 
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all of the following seven standards are 
met— 

(1) The payment is made in accord-
ance with a written agreement between 
the entity paying the premiums and 
the practitioner, which sets out the 
payments to be made by the entity, 
and the terms under which the pay-
ments are to be provided. 

(2)(i) The practitioner must certify 
that for the initial coverage period (not 
to exceed one year) the practitioner 
has a reasonable basis for believing 
that at least 75 percent of the practi-
tioner’s obstetrical patients treated 
under the coverage of the malpractice 
insurance will either— 

(A) Reside in a HPSA or MUA, as de-
fined in paragraph (a) of this section; 
or 

(B) Be part of a MUP, as defined in 
paragraph (a) of this section. 

(ii) Thereafter, for each additional 
coverage period (not to exceed one 
year), at least 75 percent of the practi-
tioner’s obstetrical patients treated 
under the prior coverage period (not to 
exceed one year) must have— 

(A) Resided in a HPSA or MUA, as 
defined in paragraph (a) of this section; 
or 

(B) Been part of a MUP, as defined in 
paragraph (a) of this section. 

(3) There is no requirement that the 
practitioner make referrals to, or oth-
erwise generate business for, the entity 
as a condition for receiving the bene-
fits. 

(4) The practitioner is not restricted 
from establishing staff privileges at, 
referring any service to, or otherwise 
generating any business for any other 
entity of his or her choosing. 

(5) The amount of payment may not 
vary based on the volume or value of 
any previous or expected referrals to or 
business otherwise generated for the 
entity by the practitioner for which 
payment may be made in whole or in 
part under Medicare, Medicaid or any 
other Federal health care programs. 

(6) The practitioner must treat ob-
stetrical patients who receive medical 
benefits or assistance under any Fed-
eral health care program in a non-
discriminatory manner. 

(7) The insurance is a bona fide mal-
practice insurance policy or program, 
and the premium, if any, is calculated 

based on a bona fide assessment of the 
liability risk covered under the insur-
ance. For purposes of paragraph (o) of 
this section, costs of malpractice insur-
ance premiums means: 

(i) For practitioners who engage in 
obstetrical practice full-time, any 
costs attributable to malpractice in-
surance; or 

(ii) For practitioners who engage in 
obstetrical practice on a part-time or 
sporadic basis, the costs: 

(A) Attributable exclusively to the 
obstetrical portion of the practitioner’s 
malpractice insurance and 

(B) Related exclusively to obstetrical 
services provided in a primary care 
HPSA. 

(p) Investments in group practices. As 
used in section 1128B of the Act, ‘‘re-
muneration’’ does not include any pay-
ment that is a return on an investment 
interest, such as a dividend or interest 
income, made to a solo or group practi-
tioner investing in his or her own prac-
tice or group practice if the following 
four standards are met— 

(1) The equity interests in the prac-
tice or group must be held by licensed 
health care professionals who practice 
in the practice or group. 

(2) The equity interests must be in 
the practice or group itself, and not 
some subdivision of the practice or 
group. 

(3) In the case of group practices, the 
practice must: 

(i) Meet the definition of ‘‘group 
practice’’ in section 1877(h)(4) of the 
Social Security Act and implementing 
regulations; and 

(ii) Be a unified business with cen-
tralized decision-making, pooling of ex-
penses and revenues, and a compensa-
tion/profit distribution system that is 
not based on satellite offices operating 
substantially as if they were separate 
enterprises or profit centers. 

(4) Revenues from ancillary services, 
if any, must be derived from ‘‘in-office 
ancillary services’’ that meet the defi-
nition of such term in section 1877(b)(2) 
of the Act and implementing regula-
tions. 

(q) Cooperative hospital service organi-
zations. As used in section 1128B of the 
Act, ‘‘remuneration’’ does not include 
any payment made between a coopera-
tive hospital service organization 
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(CHSO) and its patron-hospital, both of 
which are described in section 501(e) of 
the Internal Revenue Code of 1986 and 
are tax-exempt under section 501(c)(3) 
of the Internal Revenue Code, where 
the CHSO is wholly owned by two or 
more patron-hospitals, as long as the 
following standards are met— 

(1) If the patron-hospital makes a 
payment to the CHSO, the payment 
must be for the purpose of paying for 
the bona fide operating expenses of the 
CHSO, or 

(2) If the CHSO makes a payment to 
the patron-hospital, the payment must 
be for the purpose of paying a distribu-
tion of net earnings required to be 
made under section 501(e)(2) of the In-
ternal Revenue Code of 1986. 

(r) Ambulatory surgical centers. As 
used in section 1128B of the Act, ‘‘re-
muneration’’ does not include any pay-
ment that is a return on an investment 
interest, such as a dividend or interest 
income, made to an investor, as long as 
the investment entity is a certified 
ambulatory surgical center (ASC) 
under part 416 of this title, whose oper-
ating and recovery room space is dedi-
cated exclusively to the ASC, patients 
referred to the investment entity by an 
investor are fully informed of the in-
vestor’s investment interest, and all of 
the applicable standards are met with-
in one of the following four cat-
egories— 

(1) Surgeon-owned ASCs—If all of the 
investors are general surgeons or sur-
geons engaged in the same surgical spe-
cialty, who are in a position to refer 
patients directly to the entity and per-
form surgery on such referred patients; 
surgical group practices (as defined in 
this paragraph) composed exclusively 
of such surgeons; or investors who are 
not employed by the entity or by any 
investor, are not in a position to pro-
vide items or services to the entity or 
any of its investors, and are not in a 
position to make or influence referrals 
directly or indirectly to the entity or 
any of its investors, all of the following 
six standards must be met— 

(i) The terms on which an investment 
interest is offered to an investor must 
not be related to the previous or ex-
pected volume of referrals, services fur-
nished, or the amount of business oth-

erwise generated from that investor to 
the entity. 

(ii) At least one-third of each surgeon 
investor’s medical practice income 
from all sources for the previous fiscal 
year or previous 12-month period must 
be derived from the surgeon’s perform-
ance of procedures (as defined in this 
paragraph). 

(iii) The entity or any investor (or 
other individual or entity acting on be-
half of the entity or any investor) must 
not loan funds to or guarantee a loan 
for an investor if the investor uses any 
part of such loan to obtain the invest-
ment interest. 

(iv) The amount of payment to an in-
vestor in return for the investment 
must be directly proportional to the 
amount of the capital investment (in-
cluding the fair market value of any 
pre-operational services rendered) of 
that investor. 

(v) All ancillary services for Federal 
health care program beneficiaries per-
formed at the entity must be directly 
and integrally related to primary pro-
cedures performed at the entity, and 
none may be separately billed to Medi-
care or other Federal health care pro-
grams. 

(vi) The entity and any surgeon in-
vestors must treat patients receiving 
medical benefits or assistance under 
any Federal health care program in a 
nondiscriminatory manner. 

(2) Single-Specialty ASCs—If all of the 
investors are physicians engaged in the 
same medical practice specialty who 
are in a position to refer patients di-
rectly to the entity and perform proce-
dures on such referred patients; group 
practices (as defined in this paragraph) 
composed exclusively of such physi-
cians; or investors who are not em-
ployed by the entity or by any inves-
tor, are not in a position to provide 
items or services to the entity or any 
of its investors, and are not in a posi-
tion to make or influence referrals di-
rectly or indirectly to the entity or 
any of its investors, all of the following 
six standards must be met— 

(i) The terms on which an investment 
interest is offered to an investor must 

VerDate Sep<11>2014 10:17 Nov 12, 2021 Jkt 253197 PO 00000 Frm 01052 Fmt 8010 Sfmt 8010 Q:\42\42V5.TXT PC31kp
ay

ne
 o

n 
V

M
O

F
R

W
IN

70
2 

w
ith

 $
$_

JO
B



1043 

Office of Inspector General—Health Care, HHS § 1001.952 

not be related to the previous or ex-
pected volume of referrals, services fur-
nished, or the amount of business oth-
erwise generated from that investor to 
the entity. 

(ii) At least one-third of each physi-
cian investor’s medical practice in-
come from all sources for the previous 
fiscal year or previous 12-month period 
must be derived from the surgeon’s per-
formance of procedures (as defined in 
this paragraph). 

(iii) The entity or any investor (or 
other individual or entity acting on be-
half of the entity or any investor) must 
not loan funds to or guarantee a loan 
for an investor if the investor uses any 
part of such loan to obtain the invest-
ment interest. 

(iv) The amount of payment to an in-
vestor in return for the investment 
must be directly proportional to the 
amount of the capital investment (in-
cluding the fair market value of any 
pre-operational services rendered) of 
that investor. 

(v) All ancillary services for Federal 
health care program beneficiaries per-
formed at the entity must be directly 
and integrally related to primary pro-
cedures performed at the entity, and 
none may be separately billed to Medi-
care or other Federal health care pro-
grams. 

(vi) The entity and any physician in-
vestors must treat patients receiving 
medical benefits or assistance under 
any Federal health care program in a 
nondiscriminatory manner. 

(3) Multi-Specialty ASCs—If all of the 
investors are physicians who are in a 
position to refer patients directly to 
the entity and perform procedures on 
such referred patients; group practices, 
as defined in this paragraph, composed 
exclusively of such physicians; or in-
vestors who are not employed by the 
entity or by any investor, are not in a 
position to provide items or services to 
the entity or any of its investors, and 
are not in a position to make or influ-
ence referrals directly or indirectly to 
the entity or any of its investors, all of 
the following seven standards must be 
met— 

(i) The terms on which an investment 
interest is offered to an investor must 
not be related to the previous or ex-
pected volume of referrals, services fur-

nished, or the amount of business oth-
erwise generated from that investor to 
the entity. 

(ii) At least one-third of each physi-
cian investor’s medical practice in-
come from all sources for the previous 
fiscal year or previous 12-month period 
must be derived from the physician’s 
performance of procedures (as defined 
in this paragraph). 

(iii) At least one-third of the proce-
dures (as defined in this paragraph) 
performed by each physician investor 
for the previous fiscal year or previous 
12-month period must be performed at 
the investment entity. 

(iv) The entity or any investor (or 
other individual or entity acting on be-
half of the entity or any investor) must 
not loan funds to or guarantee a loan 
for an investor if the investor uses any 
part of such loan to obtain the invest-
ment interest. 

(v) The amount of payment to an in-
vestor in return for the investment 
must be directly proportional to the 
amount of the capital investment (in-
cluding the fair market value of any 
pre-operational services rendered) of 
that investor. 

(vi) All ancillary services for Federal 
health care program beneficiaries per-
formed at the entity must be directly 
and integrally related to primary pro-
cedures performed at the entity, and 
none may be separately billed to Medi-
care or other Federal health care pro-
grams. 

(vii) The entity and any physician in-
vestors must treat patients receiving 
medical benefits or assistance under 
any Federal health care program in a 
nondiscriminatory manner. 

(4) Hospital/Physician ASCs—If at 
least one investor is a hospital, and all 
of the remaining investors are physi-
cians who meet the requirements of 
paragraphs (r)(1), (r)(2) or (r)(3) of this 
section; group practices (as defined in 
this paragraph) composed of such phy-
sicians; surgical group practices (as de-
fined in this paragraph); or investors 
who are not employed by the entity or 
by any investor, are not in a position 
to provide items or services to the enti-
ty or any of its investors, and are not 
in a position to refer patients directly 
or indirectly to the entity or any of its 
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investors, all of the following eight 
standards must be met— 

(i) The terms on which an investment 
interest is offered to an investor must 
not be related to the previous or ex-
pected volume of referrals, services fur-
nished, or the amount of business oth-
erwise generated from that investor to 
the entity. 

(ii) The entity or any investor (or 
other individual or entity acting on be-
half of the entity or any investor) must 
not loan funds to or guarantee a loan 
for an investor if the investor uses any 
part of such loan to obtain the invest-
ment interest. 

(iii) The amount of payment to an in-
vestor in return for the investment 
must be directly proportional to the 
amount of the capital investment (in-
cluding the fair market value of any 
pre-operational services rendered) of 
that investor. 

(iv) The entity and any hospital or 
physician investor must treat patients 
receiving medical benefits or assist-
ance under any Federal health care 
program in a nondiscriminatory man-
ner. 

(v) The entity may not use space, in-
cluding, but not limited to, operating 
and recovery room space, located in or 
owned by any hospital investor, unless 
such space is leased from the hospital 
in accordance with a lease that com-
plies with all the standards of the 
space rental safe harbor set forth in 
paragraph (b) of this section; nor may 
it use equipment owned by or services 
provided by the hospital unless such 
equipment is leased in accordance with 
a lease that complies with the equip-
ment rental safe harbor set forth in 
paragraph (c) of this section, and such 
services are provided in accordance 
with a contract that complies with the 
personal services and management con-
tracts safe harbor set forth in para-
graph (d) of this section. 

(vi) All ancillary services for Federal 
health care program beneficiaries per-
formed at the entity must be directly 
and integrally related to primary pro-
cedures performed at the entity, and 
none may be separately billed to Medi-
care or other Federal health care pro-
grams. 

(vii) The hospital may not include on 
its cost report or any claim for pay-

ment from a Federal health care pro-
gram any costs associated with the 
ASC (unless such costs are required to 
be included by a Federal health care 
program). 

(viii) The hospital may not be in a 
position to make or influence referrals 
directly or indirectly to any investor 
or the entity. 

(5) For purposes of paragraph (r) of 
this section, procedures means any pro-
cedure or procedures on the list of 
Medicare-covered procedures for ambu-
latory surgical centers in accordance 
with regulations issued by the Depart-
ment and group practice means a group 
practice that meets all of the standards 
of paragraph (p) of this section. Sur-
gical group practice means a group prac-
tice that meets all of the standards of 
paragraph (p) of this section and is 
composed exclusively of surgeons who 
meet the requirements of paragraph 
(r)(1) of this section. 

(s) Referral arrangements for specialty 
services. As used in section 1128B of the 
Act, ‘‘remuneration’’ does not include 
any exchange of value among individ-
uals and entities where one party 
agrees to refer a patient to the other 
party for the provision of a specialty 
service payable in whole or in part 
under Medicare, Medicaid or any other 
Federal health care programs in return 
for an agreement on the part of the 
other party to refer that patient back 
at a mutually agreed upon time or cir-
cumstance as long as the following four 
standards are met— 

(1) The mutually agreed upon time or 
circumstance for referring the patient 
back to the originating individual or 
entity is clinically appropriate. 

(2) The service for which the referral 
is made is not within the medical ex-
pertise of the referring individual or 
entity, but is within the special exper-
tise of the other party receiving the re-
ferral. 

(3) The parties receive no payment 
from each other for the referral and do 
not share or split a global fee from any 
Federal health care program in connec-
tion with the referred patient. 

(4) Unless both parties belong to the 
same group practice as defined in para-
graph (p) of this section, the only ex-
change of value between the parties is 
the remuneration the parties receive 
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directly from third-party payors or the 
patient compensating the parties for 
the services they each have furnished 
to the patient. 

(t) Price reductions offered to eligible 
managed care organizations. (1) As used 
in section 1128(B) of the Act, ‘‘remu-
neration’’ does not include any pay-
ment between: 

(i) An eligible managed care organi-
zation and any first tier contractor for 
providing or arranging for items or 
services, as long as the following three 
standards are met— 

(A) The eligible managed care organi-
zation and the first tier contractor 
have an agreement that: 

(1) Is set out in writing and signed by 
both parties; 

(2) Specifies the items and services 
covered by the agreement; 

(3) Is for a period of at least one year; 
and 

(4) Specifies that the first tier con-
tractor cannot claim payment in any 
form directly or indirectly from a Fed-
eral health care program for items or 
services covered under the agreement, 
except for: 

(i) HMOs and competitive medical 
plans with cost-based contracts under 
section 1876 of the Act where the agree-
ment with the eligible managed care 
organization sets out the arrangements 
in accordance with which the first tier 
contractor is billing the Federal health 
care program; 

(ii) Federally qualified HMOs without 
a contract under sections 1854 or 1876 of 
the Act, where the agreement with the 
eligible managed care organization sets 
out the arrangements in accordance 
with which the first tier contractor is 
billing the Federal health care pro-
gram; or 

(iii) First tier contractors that are 
Federally qualified health centers that 
claim supplemental payments from a 
Federal health care program. 

(B) In establishing the terms of the 
agreement, neither party gives or re-
ceives remuneration in return for or to 
induce the provision or acceptance of 
business (other than business covered 
by the agreement) for which payment 
may be made in whole or in part by a 
Federal health care program on a fee- 
for-service or cost basis. 

(C) Neither party to the agreement 
shifts the financial burden of the agree-
ment to the extent that increased pay-
ments are claimed from a Federal 
health care program. 

(ii) A first tier contractor and a 
downstream contractor or between two 
downstream contractors to provide or 
arrange for items or services, as long 
as the following four standards are 
met— 

(A) The parties have an agreement 
that: 

(1) Is set out in writing and signed by 
both parties; 

(2) Specifies the items and services 
covered by the agreement; 

(3) Is for a period of at least one year; 
and 

(4) Specifies that the party providing 
the items or services cannot claim pay-
ment in any form from a Federal 
health care program for items or serv-
ices covered under the agreement. 

(B) In establishing the terms of the 
agreement, neither party gives or re-
ceives remuneration in return for or to 
induce the provision or acceptance of 
business (other than business covered 
by the agreement) for which payment 
may be made in whole or in part by a 
Federal health care program on a fee- 
for-service or cost basis. 

(C) Neither party shifts the financial 
burden of the agreement to the extent 
that increased payments are claimed 
from a Federal health care program. 

(D) The agreement between the eligi-
ble managed care organization and 
first tier contractor covering the items 
or services that are covered by the 
agreement between the parties does 
not involve: 

(1) A Federally qualified health cen-
ter receiving supplemental payments; 

(2) A HMO or CMP with a cost-based 
contract under section 1876 of the Act; 
or 

(3) A Federally qualified HMO, unless 
the items or services are covered by a 
risk based contract under sections 1854 
or 1876 of the Act. 

(2) For purposes of this paragraph, 
the following terms are defined as fol-
lows: 

(i) Downstream contractor means an 
individual or entity that has a sub-
contract directly or indirectly with a 
first tier contractor for the provision 
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1 The eligible managed care organizations 
in paragraphs (u)(2)(ii)(A)–(F) of this section 
are only eligible with respect to items or 
services covered by the contracts specified in 
those paragraphs. 

or arrangement of items or services 
that are covered by an agreement be-
tween an eligible managed care organi-
zation and the first tier contractor. 

(ii) Eligible managed care organization 1 
means— 

(A) A HMO or CMP with a risk or 
cost based contract in accordance with 
section 1876 of the Act; 

(B) Any Medicare Part C health plan 
that receives a capitated payment from 
Medicare and which must have its total 
Medicare beneficiary cost sharing ap-
proved by CMS under section 1854 of 
the Act; 

(C) Medicaid managed care organiza-
tions as defined in section 1903(m)(1)(A) 
that provide or arrange for items or 
services for Medicaid enrollees under a 
contract in accordance with section 
1903(m) of the Act (except for fee-for- 
service plans or medical savings ac-
counts); 

(D) Any other health plans that pro-
vide or arrange for items and services 
for Medicaid enrollees in accordance 
with a risk-based contract with a State 
agency subject to the upper payment 
limits in § 447.361 of this title or an 
equivalent payment cap approved by 
the Secretary; 

(E) Programs For All Inclusive Care 
For The Elderly (PACE) under sections 
1894 and 1934 of the Act, except for for- 
profit demonstrations under sections 
4801(h) and 4802(h) of Pub. L. 105–33; or 

(F) A Federally qualified HMO. 
(iii) First tier contractor means an in-

dividual or entity that has a contract 
directly with an eligible managed care 
organization to provide or arrange for 
items or services. 

(iv) Items and services means health 
care items, devices, supplies or services 
or those services reasonably related to 
the provision of health care items, de-
vices, supplies or services including, 
but not limited to, non-emergency 
transportation, patient education, at-
tendant services, social services (e.g., 
case management), utilization review 
and quality assurance. Marketing and 
other pre-enrollment activities are not 

‘‘items or services’’ for purposes of this 
section. 

(u) Price reductions offered by contrac-
tors with substantial financial risk to 
managed care organizations. (1) As used 
in section 1128(B) of the Act, ‘‘remu-
neration’’ does not include any pay-
ment between: 

(i) A qualified managed care plan and 
a first tier contractor for providing or 
arranging for items or services, where 
the following five standards are met— 

(A) The agreement between the quali-
fied managed care plan and first tier 
contractor must: 

(1) Be in writing and signed by the 
parties; 

(2) Specify the items and services 
covered by the agreement; 

(3) Be for a period of a least one year; 
(4) Require participation in a quality 

assurance program that promotes the 
coordination of care, protects against 
underutilization and specifies patient 
goals, including measurable outcomes 
where appropriate; and 

(5) Specify a methodology for deter-
mining payment that is commercially 
reasonable and consistent with fair 
market value established in an arms- 
length transaction and includes the in-
tervals at which payments will be 
made and the formula for calculating 
incentives and penalties, if any. 

(B) If a first tier contractor has an 
investment interest in a qualified man-
aged care plan, the investment interest 
must meet the criteria of paragraph 
(a)(1) of this section. 

(C) The first tier contractor must 
have substantial financial risk for the 
cost or utilization of services it is obli-
gated to provide through one of the fol-
lowing four payment methodologies: 

(1) A periodic fixed payment per pa-
tient that does not take into account 
the dates services are provided, the fre-
quency of services, or the extent or 
kind of services provided; 

(2) Percentage of premium; 
(3) Inpatient Federal health care pro-

gram diagnosis-related groups (DRGs) 
(other than those for psychiatric serv-
ices); 

(4) Bonus and withhold arrange-
ments, provided— 

(i) The target payment for first tier 
contractors that are individuals or 
non-institutional providers is at least 
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20 percent greater than the minimum 
payment, and for first tier contractors 
that are institutional providers, i.e., 
hospitals and nursing homes, is at least 
10 percent greater than the minimum 
payment; 

(ii) The amount at risk, i.e., the 
bonus or withhold, is earned by a first 
tier contractor in direct proportion to 
the ratio of the contractor’s actual uti-
lization to its target utilization; 

(iii) In calculating the percentage in 
accordance with paragraph 
(u)(1)(i)(C)(4)(i) of this section, both the 
target payment amount and the min-
imum payment amount include any 
performance bonus, e.g., payments for 
timely submission of paperwork, con-
tinuing medical education, meeting at-
tendance, etc., at a level achieved by 75 
percent of the first tier contractors 
who are eligible for such payments; 

(iv) Payment amounts, including any 
bonus or withhold amounts, are reason-
able given the historical utilization 
patterns and costs for the same or com-
parable populations in similar man-
aged care arrangements; and 

(v) Alternatively, for a first tier con-
tractor that is a physician, the quali-
fied managed care plan has placed the 
physician at risk for referral services 
in an amount that exceeds the substan-
tial financial risk threshold set forth 
in 42 CFR 417.479(f) and the arrange-
ment is in compliance with the stop- 
loss and beneficiary survey require-
ments of 42 CFR 417.479(g). 

(D) Payments for items and services 
reimbursable by Federal health care 
program must comply with the fol-
lowing two standards— 

(1) The qualified managed care plan 
(or in the case of a self-funded em-
ployer plan that contracts with a 
qualified managed care plan to provide 
administrative services, the self-funded 
employer plan) must submit the claims 
directly to the Federal health care pro-
gram, in accordance with a valid reas-
signment agreement, for items or serv-
ices reimbursed by the Federal health 
care program. (Notwithstanding the 
foregoing, inpatient hospital services, 
other than psychiatric services, will be 
deemed to comply if the hospital is re-
imbursed by a Federal health care pro-
gram under a DRG methodology.) 

(2) Payments to first tier contractors 
and any downstream contractors for 
providing or arranging for items or 
services reimbursed by a Federal 
health care program must be identical 
to payment arrangements to or be-
tween such parties for the same items 
or services provided to other bene-
ficiaries with similar health status, 
provided that such payments may be 
adjusted where the adjustments are re-
lated to utilization patterns or costs of 
providing items or services to the rel-
evant population. 

(E) In establishing the terms of an 
arrangement— 

(1) Neither party gives or receives re-
muneration in return for or to induce 
the provision or acceptance of business 
(other than business covered by the ar-
rangement) for which payment may be 
made in whole or in part by a Federal 
health care program on a fee-for-serv-
ice or cost basis; and 

(2) Neither party to the arrangement 
shifts the financial burden of such ar-
rangement to the extent that increased 
payments are claimed from a Federal 
health care program. 

(ii) A first tier contractor and a 
downstream contractor, or between 
downstream contractors, to provide or 
arrange for items or services, as long 
as the following three standards are 
met— 

(A) Both parties are being paid for 
the provision or arrangement of items 
or services in accordance with one of 
the payment methodologies set out in 
paragraph (u)(1)(i)(C) of this section; 

(B) Payment arrangements for items 
and services reimbursable by a Federal 
health care program comply with para-
graph (u)(1)(i)(D) of this section; and 

(C) In establishing the terms of an ar-
rangement— 

(1) Neither party gives or receives re-
muneration in return for or to induce 
the provision or acceptance of business 
(other than business covered by the ar-
rangement) for which payment may be 
made in whole or in part by a Federal 
health care program on a fee-for-serv-
ice or cost basis; and 

(2) Neither party to the arrangement 
shifts the financial burden of the ar-
rangement to the extent that increased 
payments are claimed from a Federal 
health care program. 
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(2) For purposes of this paragraph, 
the following terms are defined as fol-
lows: 

(i) Downstream contractor means an 
individual or entity that has a sub-
contract directly or indirectly with a 
first tier contractor for the provision 
or arrangement of items or services 
that are covered by an agreement be-
tween a qualified managed care plan 
and the first tier contractor. 

(ii) First tier contractor means an indi-
vidual or entity that has a contract di-
rectly with a qualified managed care 
plan to provide or arrange for items or 
services. 

(iii) Is obligated to provide for a con-
tractor refers to items or services: 

(A) Provided directly by an indi-
vidual or entity and its employees; 

(B) For which an individual or entity 
is financially responsible, but which 
are provided by downstream contrac-
tors; 

(C) For which an individual or entity 
makes referrals or arrangements; or 

(D) For which an individual or entity 
receives financial incentives based on 
its own, its provider group’s, or its 
qualified managed care plan’s perform-
ance (or combination thereof). 

(iv) Items and services means health 
care items, devices, supplies or services 
or those services reasonably related to 
the provision of health care items, de-
vices, supplies or services including, 
but not limited to, non-emergency 
transportation, patient education, at-
tendant services, social services (e.g., 
case management), utilization review 
and quality assurance. Marketing or 
other pre-enrollment activities are not 
‘‘items or services’’ for purposes of this 
definition in this paragraph. 

(v) Minimum payment is the guaran-
teed amount that a provider is entitled 
to receive under an agreement with a 
first tier or downstream contractor or 
a qualified managed care plan. 

(vi) Qualified managed care plan 
means a health plan as defined in para-
graph (l)(2) of this section that: 

(A) Provides a comprehensive range 
of health services; 

(B) Provides or arranges for— 
(1) Reasonable utilization goals to 

avoid inappropriate utilization; 
(2) An operational utilization review 

program; 

(3) A quality assurance program that 
promotes the coordination of care, pro-
tects against underutilization, and 
specifies patient goals, including meas-
urable outcomes where appropriate; 

(4) Grievance and hearing procedures; 
(5) Protection of enrollees from in-

curring financial liability other than 
copayments and deductibles; and 

(6) Treatment for Federal health care 
program beneficiaries that is not dif-
ferent than treatment for other enroll-
ees because of their status as Federal 
health care program beneficiaries; and 

(C) Covers a beneficiary population of 
which either— 

(1) No more than 10 percent are Medi-
care beneficiaries, not including per-
sons for whom a Federal health care 
program is the secondary payer; or 

(2) No more than 50 percent are Medi-
care beneficiaries (not including per-
sons for whom a Federal health care 
program is the secondary payer), pro-
vided that payment of premiums is on 
a periodic basis that does not take into 
account the dates services are ren-
dered, the frequency of services, or the 
extent or kind of services rendered, and 
provided further that such periodic 
payments for the non-Federal health 
care program beneficiaries do not take 
into account the number of Federal 
health care program fee-for-service 
beneficiaries covered by the agreement 
or the amount of services generated by 
such beneficiaries. 

(vii) Target payment means the fair 
market value payment established 
through arms length negotiations that 
will be earned by an individual or enti-
ty that: 

(A) Is dependent on the individual or 
entity’s meeting a utilization target or 
range of utilization targets that are set 
consistent with historical utilization 
rates for the same or comparable popu-
lations in similar managed care ar-
rangements, whether based on its own, 
its provider group’s or the qualified 
managed care plan’s utilization (or a 
combination thereof); and 

(B) Does not include any bonus or 
fees that the individual or entity may 
earn from exceeding the utilization 
target. 

(v) Ambulance replenishing. (1) As used 
in section 1128B of the Act, ‘‘remu-
neration’’ does not include any gift or 

VerDate Sep<11>2014 10:17 Nov 12, 2021 Jkt 253197 PO 00000 Frm 01058 Fmt 8010 Sfmt 8010 Q:\42\42V5.TXT PC31kp
ay

ne
 o

n 
V

M
O

F
R

W
IN

70
2 

w
ith

 $
$_

JO
B



1049 

Office of Inspector General—Health Care, HHS § 1001.952 

transfer of drugs or medical supplies 
(including linens) by a hospital or 
other receiving facility to an ambu-
lance provider for the purpose of re-
plenishing comparable drugs or med-
ical supplies (including linens) used by 
the ambulance provider (or a first re-
sponder) in connection with the trans-
port of a patient by ambulance to the 
hospital or other receiving facility if 
all of the standards in paragraph (v)(2) 
of this section are satisfied and all of 
the applicable standards in either para-
graph (v)(3)(i), (v)(3)(ii) or (v)(3)(iii) of 
this section are satisfied. However, to 
qualify under paragraph (v), the ambu-
lance that is replenished must be used 
to provide emergency ambulance serv-
ices an average of three times per 
week, as measured over a reasonable 
period of time. Drugs and medical sup-
plies (including linens) initially used 
by a first responder and replenished at 
the scene of the illness or injury by the 
ambulance provider that transports the 
patient to the hospital or other receiv-
ing facility will be deemed to have 
been used by the ambulance provider. 

(2) To qualify under paragraph (v) of 
this section, the ambulance replen-
ishing arrangement must satisfy all of 
the following four conditions— 

(i)(A) Under no circumstances may 
the ambulance provider (or first re-
sponder) and the receiving facility both 
bill for the same replenished drug or 
supply. Replenished drugs or supplies 
may only be billed (including claiming 
bad debt) to a Federal health care pro-
gram by either the ambulance provider 
(or first responder) or the receiving fa-
cility. 

(B) All billing or claims submission 
by the receiving facility, ambulance 
provider or first responder for replen-
ished drugs and medical supplies used 
in connection with the transport of a 
Federal health care program bene-
ficiary must comply with all applicable 
Federal health care program payment 
and coverage rules and regulations. 

(C) Compliance with paragraph 
(v)(2)(i)(B) of this section will be deter-
mined separately for the receiving fa-
cility and the ambulance provider (and 
first responder, if any), so long as the 
receiving facility, ambulance provider 
(or first responder) refrains from doing 
anything that would impede the other 

party or parties from meeting their ob-
ligations under paragraph (v)(2)(i)(B). 

(ii)(A) The receiving facility or am-
bulance provider, or both, must 

(1) Maintain records of the replen-
ished drugs and medical supplies and 
the patient transport to which the re-
plenished drugs and medical supplies 
related; 

(2) Provide a copy of such records to 
the other party within a reasonable 
time (unless the other party is sepa-
rately maintaining records of the re-
plenished drugs and medical supplies); 
and 

(3) Make those records available to 
the Secretary promptly upon request. 

(B) A pre-hospital care report (in-
cluding, but not limited to, a trip 
sheet, patient care report or patient 
encounter report) prepared by the am-
bulance provider and filed with the re-
ceiving facility will meet the require-
ments of paragraph (v)(2)(ii)(A) of this 
section, provided that it documents the 
specific type and amount of medical 
supplies and drugs used on the patient 
and subsequently replenished. 

(C) For purposes of paragraph 
(v)(2)(ii) of this section, documentation 
may be maintained and, if required, 
filed with the other party in hard copy 
or electronically. If a replenishing ar-
rangement includes linens, documenta-
tion need not be maintained for their 
exchange. If documentation is not 
maintained for the exchange of linens, 
the receiving facility will be presumed 
to have provided an exchange of com-
parable clean linens for soiled linens 
for each ambulance transport of a pa-
tient to the receiving facility. Records 
required under paragraph (v)(2)(ii)(A) 
of this section must be maintained for 
5 years. 

(iii) The replenishing arrangement 
must not take into account the volume 
or value of any referrals or business 
otherwise generated between the par-
ties for which payment may be made in 
whole or in part under any Federal 
health care program (other than the re-
ferral of the particular patient to 
whom the replenished drugs and med-
ical supplies were furnished). 

(iv) The receiving facility and the 
ambulance provider otherwise comply 
with all Federal, State, and local laws 
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regulating ambulance services, includ-
ing, but not limited to, emergency 
services, and the provision of drugs and 
medical supplies, including, but not 
limited to, laws relating to the han-
dling of controlled substances. 

(3) To qualify under paragraph (v) of 
this section, the arrangement must 
satisfy all of the standards in one of the 
following three categories: 

(i) General replenishing. (A) The re-
ceiving facility must replenish medical 
supplies or drugs on an equal basis for 
all ambulance providers that bring pa-
tients to the receiving facility in any 
one of the categories described in para-
graph (v)(3)(i)(A)(1), (2), or (3) of this 
section. A receiving facility may offer 
replenishing to one or more of the cat-
egories and may offer different replen-
ishing arrangements to different cat-
egories, so long as the replenishing is 
conducted uniformly within each cat-
egory. For example, a receiving facility 
may offer to replenish a broader array 
of drugs or supplies for ambulance pro-
viders that do no not charge for their 
services than for ambulance providers 
that charge for their services. Within 
each category, the receiving facility 
may limit its replenishing arrange-
ments to the replenishing of emergency 
ambulance transports only. A receiving 
facility may offer replenishing to one 
or more of the categories— 

(1) All ambulance providers that do 
not bill any patient or insurer (includ-
ing Federal health care programs) for 
ambulance services, regardless of the 
payor or the patient’s ability to pay 
(i.e., ambulance providers, such as vol-
unteer companies, that provide ambu-
lance services without charge to any 
person or entity); 

(2) All not-for-profit and State or 
local government ambulance service 
providers (including, but not limited 
to, municipal and volunteer ambulance 
services providers); or 

(3) All ambulance service providers. 
(B)(1) The replenishing arrangement 

must be conducted in an open and pub-
lic manner. A replenishing arrange-
ment will be considered to be con-
ducted in an open and public manner if 
one of the following two conditions are 
satisfied: 

(i) A written disclosure of the replen-
ishing program is posted conspicuously 

in the receiving facility’s emergency 
room or other location where the am-
bulance providers deliver patients and 
copies are made available upon request 
to ambulance providers, Government 
representatives, and members of the 
public (subject to reasonable 
photocopying charges). The written 
disclosure can take any reasonable 
form and should include the category 
of ambulance service providers that 
qualifies for replenishment; the drugs 
or medical supplies included in the re-
plenishment program; and the proce-
dures for documenting the replenish-
ment. A sample disclosure form is in-
cluded in appendix A to subpart C of 
this part for illustrative purposes only. 
No written contracts between the par-
ties are required for purposes of para-
graph (v)(3)(i)(B)(1)(i) of this section; or 

(ii) The replenishment arrangement 
operates in accordance with a plan or 
protocol of general application promul-
gated by an Emergency Medical Serv-
ices (EMS) Council or comparable enti-
ty, agency or organization, provided a 
copy of the plan or protocol is avail-
able upon request to ambulance pro-
viders, Government representatives 
and members of the public (subject to 
reasonable photocopying charges). 
While parties are encouraged to par-
ticipate in collaborative, comprehen-
sive, community-wide EMS systems to 
improve the delivery of EMS in their 
local communities, nothing in this 
paragraph shall be construed as requir-
ing the involvement of such organiza-
tions or the development or implemen-
tation of ambulance replenishment 
plans or protocols by such organiza-
tions. 

(2) Nothing in this paragraph (v)(3)(i) 
shall be construed as requiring disclo-
sure of confidential proprietary or fi-
nancial information related to the re-
plenishing arrangement (including, but 
not limited to, information about cost, 
pricing or the volume of replenished 
drugs or supplies) to ambulance pro-
viders or members of the general pub-
lic. 

(ii) Fair market value replenishing. (A) 
Except as otherwise provided in para-
graph (v)(3)(ii)(B) of this section, the 
ambulance provider must pay the re-
ceiving facility fair market value, 
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based on an arms-length transaction, 
for replenished medical supplies; and 

(B) If payment is not made at the 
same time as the replenishing of the 
medical supplies, the receiving facility 
and the ambulance provider must make 
commercially reasonable payment ar-
rangements in advance. 

(iii) Government mandated replen-
ishing. The replenishing arrangement is 
undertaken in accordance with a State 
or local statute, ordinance, regulation 
or binding protocol that requires hos-
pitals or receiving facilities in the area 
subject to such requirement to replen-
ish ambulances that deliver patients to 
the hospital with drugs or medical sup-
plies (including linens) that are used 
during the transport of that patient. 

(4) For purposes of paragraph (v) of 
this section— 

(i) A receiving facility is a hospital or 
other facility that provides emergency 
medical services. 

(ii) An ambulance provider is a pro-
vider or supplier of ambulance trans-
port services that provides emergency 
ambulance services. The term does not 
include a provider of ambulance trans-
port services that provides only non- 
emergency transport services. 

(iii) A first responder includes, but is 
not limited to, a fire department, para-
medic service or search and rescue 
squad that responds to an emergency 
call (through 9–1–1 or other emergency 
access number) and treats the patient, 
but does not transport the patient to 
the hospital or other receiving facility. 

(iv) An emergency ambulance service is 
a transport by ambulance initiated as a 
result of a call through 9–1–1 or other 
emergency access number or a call 
from another acute care facility unable 
to provide the higher level care re-
quired by the patient and available at 
the receiving facility. 

(v) Medical supplies includes linens, 
unless otherwise provided. 

(w) Health centers. As used in section 
1128B of the Act, ‘‘remuneration’’ does 
not include the transfer of any goods, 
items, services, donations or loans 
(whether the donation or loan is in 
cash or in-kind), or combination there-
of from an individual or entity to a 
health center (as defined in this para-
graph), as long as the following nine 
standards are met— 

(1)(i) The transfer is made pursuant 
to a contract, lease, grant, loan, or 
other agreement that— 

(A) Is set out in writing; 
(B) Is signed by the parties; and 
(C) Covers, and specifies the amount 

of, all goods, items, services, dona-
tions, or loans to be provided by the in-
dividual or entity to the health center. 

(ii) The amount of goods, items, serv-
ices, donations, or loans specified in 
the agreement in accordance with 
paragraph (w)(1)(i)(C) of this section 
may be a fixed sum, fixed percentage, 
or set forth by a fixed methodology. 
The amount may not be conditioned on 
the volume or value of Federal health 
care program business generated be-
tween the parties. The written agree-
ment will be deemed to cover all goods, 
items, services, donations, or loans 
provided by the individual or entity to 
the health center as required by para-
graph (w)(1)(i)(C) of this section if all 
separate agreements between the indi-
vidual or entity and the health center 
incorporate each other by reference or 
if they cross-reference a master list of 
agreements that is maintained cen-
trally, is kept up to date, and is avail-
able for review by the Secretary upon 
request. The master list should be 
maintained in a manner that preserves 
the historical record of arrangements. 

(2) The goods, items, services, dona-
tions, or loans are medical or clinical 
in nature or relate directly to services 
provided by the health center as part of 
the scope of the health center’s section 
330 grant (including, by way of exam-
ple, billing services, administrative 
support services, technology support, 
and enabling services, such as case 
management, transportation, and 
translation services, that are within 
the scope of the grant). 

(3) The health center reasonably ex-
pects the arrangement to contribute 
meaningfully to the health center’s 
ability to maintain or increase the 
availability, or enhance the quality, of 
services provided to a medically under-
served population served by the health 
center, and the health center docu-
ments the basis for the reasonable ex-
pectation prior to entering the ar-
rangement. The documentation must 
be made available to the Secretary 
upon request. 
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(4) At reasonable intervals, but at 
least annually, the health center must 
re-evaluate the arrangement to ensure 
that the arrangement is expected to 
continue to satisfy the standard set 
forth in paragraph (w)(3) of this sec-
tion, and must document the re-evalua-
tion contemporaneously. The docu-
mentation must be made available to 
the Secretary upon request. Arrange-
ments must not be renewed or renego-
tiated unless the health center reason-
ably expects the standard set forth in 
paragraph (w)(3) of this section to be 
satisfied in the next agreement term. 
Renewed or renegotiated agreements 
must comply with the requirements of 
paragraph (w)(3) of this section. 

(5) The individual or entity does not 
(i) Require the health center (or its af-
filiated health care professionals) to 
refer patients to a particular individual 
or entity, or 

(ii) restrict the health center (or its 
affiliated health care professionals) 
from referring patients to any indi-
vidual or entity. 

(6) Individuals and entities that offer 
to furnish goods, items, or services 
without charge or at a reduced charge 
to the health center must furnish such 
goods, items, or services to all patients 
from the health center who clinically 
qualify for the goods, items, or serv-
ices, regardless of the patient’s payor 
status or ability to pay. The individual 
or entity may impose reasonable limits 
on the aggregate volume or value of 
the goods, items, or services furnished 
under the arrangement with the health 
center, provided such limits do not 
take into account a patient’s payor 
status or ability to pay. 

(7) The agreement must not restrict 
the health center’s ability, if it choos-
es, to enter into agreements with other 
providers or suppliers of comparable 
goods, items, or services, or with other 
lenders or donors. Where a health cen-
ter has multiple individuals or entities 
willing to offer comparable remunera-
tion, the health center must employ a 
reasonable methodology to determine 
which individuals or entities to select 
and must document its determination. 
In making these determinations, 
health centers should look to the pro-
curement standards for beneficiaries of 

Federal grants set forth in 45 CFR 
75.326 through 75.340. 

(8) The health center must provide ef-
fective notification to patients of their 
freedom to choose any willing provider 
or supplier. In addition, the health cen-
ter must disclose the existence and na-
ture of an agreement under paragraph 
(w)(1) of this section to any patient 
who inquires. The health center must 
provide such notification or disclosure 
in a timely fashion and in a manner 
reasonably calculated to be effective 
and understood by the patient. 

(9) The health center may, at its op-
tion, elect to require that an individual 
or entity charge a referred health cen-
ter patient the same rate it charges 
other similarly situated patients not 
referred by the health center or that 
the individual or entity charge a re-
ferred health center patient a reduced 
rate (where the discount applies to the 
total charge and not just to the cost- 
sharing portion owed by an insured pa-
tient). 

NOTE TO PARAGRAPH (w): For purposes of 
this paragraph, the term ‘‘health center’’ 
means a Federally Qualified Health Center 
under section 1905(l)(2)(B)(i) or 
1905(l)(2)(B)(ii) of the Act, and ‘‘medically 
underserved population’’ means a medically 
underserved population as defined in regula-
tions at 42 CFR 51c.102(e). 

(x) Electronic prescribing items and 
services. As used in section 1128B of the 
Act, ‘‘remuneration’’ does not include 
nonmonetary remuneration (consisting 
of items and services in the form of 
hardware, software, or information 
technology and training services) nec-
essary and used solely to receive and 
transmit electronic prescription infor-
mation, if all of the following condi-
tions are met: 

(1) The items and services are pro-
vided by a— 

(i) Hospital to a physician who is a 
member of its medical staff; 

(ii) Group practice to a prescribing 
health care professional who is a mem-
ber of the group practice; and 

(iii) A PDP sponsor or MA organiza-
tion to pharmacists and pharmacies 
participating in the network of such 
sponsor or organization and to pre-
scribing health care professionals. 

(2) The items and services are pro-
vided as part of, or are used to access, 
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an electronic prescription drug pro-
gram that meets the applicable stand-
ards under Medicare Part D at the time 
the items and services are provided. 

(3) The donor (or any person on the 
donor’s behalf) does not take any ac-
tion to limit or restrict the use or com-
patibility of the items or services with 
other electronic prescribing or elec-
tronic health records systems. 

(4) For items or services that are of 
the type that can be used for any pa-
tient without regard to payor status, 
the donor does not restrict, or take any 
action to limit, the recipient’s right or 
ability to use the items or services for 
any patient. 

(5) Neither the recipient nor the re-
cipient’s practice (or any affiliated in-
dividual or entity) makes the receipt of 
items or services, or the amount or na-
ture of the items or services, a condi-
tion of doing business with the donor. 

(6) Neither the eligibility of a bene-
ficiary for the items or services, nor 
the amount or nature of the items or 
services, is determined in a manner 
that takes into account the volume or 
value of referrals or other business gen-
erated between the parties. 

(7) The arrangement is set forth in a 
written agreement that— 

(i) Is signed by the parties; 
(ii) Specifies the items and services 

being provided and the donor’s cost of 
the items and services; and 

(iii) Covers all of the electronic pre-
scribing items and services to be pro-
vided by the donor (or affiliated par-
ties). This requirement will be met if 
all separate agreements between the 
donor (and affiliated parties) and the 
beneficiary incorporate each other by 
reference or if they cross-reference a 
master list of agreements that is main-
tained and updated centrally and is 
available for review by the Secretary 
upon request. The master list should be 
maintained in a manner that preserves 
the historical record of agreements. 

(8) The donor does not have actual 
knowledge of, and does not act in reck-
less disregard or deliberate ignorance 
of, the fact that the beneficiary pos-
sesses or has obtained items or services 
equivalent to those provided by the 
donor. 

NOTE TO PARAGRAPH (x): For purposes of 
paragraph (x) of this section, group practice 

shall have the meaning set forth at 42 CFR 
411.352; member of the group practice shall 
mean all persons covered by the definition of 
‘‘member of the group or member of a group 
practice’’ at 42 CFR 411.351, as well as other 
prescribing health care professionals who are 
owners or employees of the group practice; 
prescribing health care professional shall mean 
a physician or other health care professional 
licensed to prescribe drugs in the State in 
which the drugs are dispensed; PDP sponsor 
or MA organization shall have the meanings 
set forth at 42 CFR 423.4 and 422.2, respec-
tively; prescription information shall mean in-
formation about prescriptions for drugs or 
for any other item or service normally ac-
complished through a written prescription; 
and electronic health record shall mean a re-
pository of consumer health status informa-
tion in computer processable form used for 
clinical diagnosis and treatment for a broad 
array of clinical conditions. 

(y) Electronic health records items and 
services. As used in section 1128B of the 
Act, ‘‘remuneration’’ does not include 
nonmonetary remuneration (consisting 
of items and services in the form of 
software or information technology 
and training services, including cyber-
security software and services) nec-
essary and used predominantly to cre-
ate, maintain, transmit, receive, or 
protect electronic health records, if all 
of the conditions in paragraphs (y)(1) 
through (13) of this section are met: 

(1) The items and services are pro-
vided to an individual or entity en-
gaged in the delivery of health care by: 

(i) An individual or entity, other 
than a laboratory company, that: 

(A) Provides services covered by a 
Federal health care program and sub-
mits claims or requests for payment, 
either directly or through reassign-
ment, to the Federal health care pro-
gram; or 

(B) Is comprised of the types of indi-
viduals or entities in paragraph 
(y)(1)(i)(A) of this section; or 

(ii) A health plan. 
(2) The software is interoperable at 

the time it is provided to the recipient. 
For purposes of this paragraph (y)(2) of 
this section, software is deemed to be 
interoperable if, on the date it is pro-
vided to the recipient, it is certified by 
a certifying body authorized by the Na-
tional Coordinator for Health Informa-
tion Technology to certification cri-
teria identified in the then-applicable 
version of 45 CFR part 170. 
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(3) [Reserved] 
(4) Neither the recipient nor the re-

cipient’s practice (or any affiliated in-
dividual or entity) makes the receipt of 
items or services, or the amount or na-
ture of the items or services, a condi-
tion of doing business with the donor. 

(5) Neither the eligibility of a recipi-
ent for the items or services, nor the 
amount or nature of the items or serv-
ices, is determined in a manner that di-
rectly takes into account the volume 
or value of referrals or other business 
generated between the parties. For the 
purposes of this paragraph (y)(5), the 
determination is deemed not to di-
rectly take into account the volume or 
value of referrals or other business gen-
erated between the parties if any one of 
the following conditions is met: 

(i) The determination is based on the 
total number of prescriptions written 
by the beneficiary (but not the volume 
or value of prescriptions dispensed or 
paid by the donor or billed to a Federal 
health care program); 

(ii) The determination is based on the 
size of the recipient’s medical practice 
(for example, total patients, total pa-
tient encounters, or total relative 
value units); 

(iii) The determination is based on 
the total number of hours that the re-
cipient practices medicine; 

(iv) The determination is based on 
the recipient’s overall use of auto-
mated technology in his or her medical 
practice (without specific reference to 
the use of technology in connection 
with referrals made to the donor); 

(v) The determination is based on 
whether the recipient is a member of 
the donor’s medical staff, if the donor 
has a formal medical staff; 

(vi) The determination is based on 
the level of uncompensated care pro-
vided by the recipient; or 

(vii) The determination is made in 
any reasonable and verifiable manner 
that does not directly take into ac-
count the volume or value of referrals 
or other business generated between 
the parties. 

(6) The arrangement is set forth in a 
written agreement that — 

(i) Is signed by the parties; 
(ii) Specifies the items and services 

being provided, the donor’s cost of 
those items and services, and the 

amount of the recipient’s contribution; 
and 

(iii) Covers all of the electronic 
health records items and services to be 
provided by the donor (or any affiliate). 
This requirement will be met if all sep-
arate agreements between the donor 
(and affiliated parties) and the bene-
ficiary incorporate each other by ref-
erence or if they cross-reference a mas-
ter list of agreements that is main-
tained and updated centrally and is 
available for review by the Secretary 
upon request. The master list should be 
maintained in a manner that preserves 
the historical record of agreements. 

(7) [Reserved] 
(8) For items or services that are of 

the type that can be used for any pa-
tient without regard to payor status, 
the donor does not restrict, or take any 
action to limit, the recipient’s right or 
ability to use the items or services for 
any patient. 

(9) The items and services do not in-
clude staffing of the recipient’s office 
and are not used primarily to conduct 
personal business or business unrelated 
to the recipient’s clinical practice or 
clinical operations. 

(10) [Reserved] 
(11) The recipient pays 15 percent of 

the donor’s cost for the items and serv-
ices. The following conditions apply to 
such contribution: 

(i) If the donation is the initial dona-
tion of EHR items and services, or the 
replacement of part or all of an exist-
ing system of EHR items and services, 
the recipient must pay 15 percent of 
the donor’s cost before receiving the 
items and services. The contribution 
for updates to previously donated EHR 
items and services need not be paid in 
advance of receiving the update; and 

(ii) The donor (or any affiliated indi-
vidual or entity) does not finance the 
recipient’s payment or loan funds to be 
used by the recipient to pay for the 
items and services. 

(12) The donor does not shift the 
costs of the items or services to any 
Federal health care program. 

(13) [Reserved] 
(14) For purposes of this paragraph 

(y), the following definitions apply: 
(i) Cybersecurity means the process of 

protecting information by preventing, 
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detecting, and responding to 
cyberattacks. 

(ii) Health plan shall have the mean-
ing set forth at § 1001.952(l)(2). 

(iii) Interoperable shall mean able to: 
(A) Securely exchange data with and 

use data from other health information 
technology; and 

(B) Allow for complete access, ex-
change, and use of all electronically 
accessible health information for au-
thorized use under applicable State or 
Federal law. 

(iv) Electronic health record shall 
mean a repository of consumer health 
status information in computer 
processable form used for clinical diag-
nosis and treatment for a broad array 
of clinical conditions. 

(z) Federally Qualified Health Centers 
and Medicare Advantage Organizations. 
As used in section 1128B of the Act, 
‘‘remuneration’’ does not include any 
remuneration between a federally 
qualified health center (or an entity 
controlled by such a health center) and 
a Medicare Advantage organization 
pursuant to a written agreement de-
scribed in section 1853(a)(4) of the Act. 

(aa) Medicare Coverage Gap Discount 
Program. As used in section 1128B of the 
Act, ‘‘remuneration’’ does not include 
a discount in the price of a drug when 
the discount is furnished to a bene-
ficiary under the Medicare Coverage 
Gap Discount Program established in 
section 1860D–14A of the Act, as long as 
all the following requirements are met: 

(1) The discounted drug meets the 
definition of ‘‘applicable drug’’ set 
forth in section 1860D–14A(g) of the 
Act; 

(2) The beneficiary receiving the dis-
count meets the definition of ‘‘applica-
ble beneficiary’’ set forth in section 
1860D–14A(g) of the Act; and 

(3) The manufacturer of the drug par-
ticipates in, and is in compliance with 
the requirements of, the Medicare Cov-
erage Gap Discount Program. 

(bb) Local Transportation. As used in 
section 1128B of the Act, ‘‘remunera-
tion’’ does not include free or dis-
counted local transportation made 
available by an eligible entity (as de-
fined in this paragraph (bb)): 

(1) To Federal health care program 
beneficiaries if all the following condi-
tions are met: 

(i) The availability of the free or dis-
counted local transportation services— 

(A) Is set forth in a policy, which the 
eligible entity applies uniformly and 
consistently; and 

(B) Is not determined in a manner re-
lated to the past or anticipated volume 
or value of Federal health care pro-
gram business; 

(ii) The free or discounted local 
transportation services are not air, 
luxury, or ambulance-level transpor-
tation; 

(iii) The eligible entity does not pub-
licly market or advertise the free or 
discounted local transportation serv-
ices, no marketing of health care items 
and services occurs during the course 
of the transportation or at any time by 
drivers who provide the transportation, 
and drivers or others arranging for the 
transportation are not paid on a per- 
beneficiary-transported basis; 

(iv) The eligible entity makes the 
free or discounted transportation avail-
able only: 

(A) To an individual who is: 
(1) An established patient (as defined 

in this paragraph (bb)) of the eligible 
entity that is providing the free or dis-
counted transportation, if the eligible 
entity is a provider or supplier of 
health care services; and 

(2) An established patient of the pro-
vider or supplier to or from which the 
individual is being transported; 

(B) Within 25 miles of the health care 
provider or supplier to or from which 
the patient would be transported, or 
within 75 miles if the patient resides in 
a rural area, as defined in this para-
graph (bb) except that, if the patient is 
discharged from an inpatient facility 
following inpatient admission or re-
leased from a hospital after being 
placed in observation status for at 
least 24 hours and transported to the 
patient’s residence, or another resi-
dence of the patient’s choice, the mile-
age limits in this paragraph 
(bb)(1)(iv)(B) shall not apply; and 

(C) For the purpose of obtaining 
medically necessary items and serv-
ices. 

(v) The eligible entity that makes 
the transportation available bears the 
costs of the free or discounted local 
transportation services and does not 
shift the burden of these costs onto any 
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Federal health care program, other 
payers, or individuals; and 

(2) In the form of a ‘‘shuttle service’’ 
(as defined in this paragraph (bb)) if all 
of the following conditions are met: 

(i) The shuttle service is not air, lux-
ury, or ambulance-level transpor-
tation; 

(ii) The shuttle service is not mar-
keted or advertised (other than posting 
necessary route and schedule details), 
no marketing of health care items and 
services occurs during the course of the 
transportation or at any time by driv-
ers who provide the transportation, 
and drivers or others arranging for the 
transportation are not paid on a per- 
beneficiary-transported basis; 

(iii) The eligible entity makes the 
shuttle service available only within 
the eligible entity’s local area, mean-
ing there are no more than 25 miles 
from any stop on the route to any stop 
at a location where health care items 
or services are provided, except that if 
a stop on the route is in a rural area, 
the distance may be up to 75 miles be-
tween that stop and any providers or 
suppliers on the route; 

(iv) The eligible entity that makes 
the shuttle service available bears the 
costs of the free or discounted shuttle 
services and does not shift the burden 
of these costs onto any Federal health 
care program, other payers, or individ-
uals. 

(3) For purposes of this paragraph 
(bb), the following definitions apply: 

(i) An eligible entity is any individual 
or entity, except for individuals or en-
tities (or family members or others 
acting on their behalf) that primarily 
supply health care items. 

(ii) An established patient is a person 
who has selected and initiated contact 
to schedule an appointment with a pro-
vider or supplier, or who previously has 
attended an appointment with the pro-
vider or supplier. 

(iii) A shuttle service is a vehicle that 
runs on a set route, on a set schedule. 

(iv) A rural area is an area that is not 
an urban area, as defined in paragraph 
(bb)(3)(v) of this section. 

(v) An urban area is: 
(A) A Metropolitan Statistical Area 

(MSA) or New England County Metro-
politan Area (NECMA), as defined by 

the Executive Office of Management 
and Budget; or 

(B) The following New England coun-
ties, which are deemed to be parts of 
urban areas under section 601(g) of the 
Social Security Amendments of 1983 
(Pub. L. 98–21, 42 U.S.C. 1395ww (note)): 
Litchfield County, Connecticut; York 
County, Maine; Sagadahoc County, 
Maine; Merrimack County, New Hamp-
shire; and Newport County, Rhode Is-
land. 

(cc)–(dd) [Reserved] 
(ee) Care coordination arrangements to 

improve quality, health outcomes, and ef-
ficiency. As used in section 1128B of the 
Act, ‘‘remuneration’’ does not include 
the exchange of anything of value be-
tween a VBE and VBE participant or 
between VBE participants pursuant to 
a value-based arrangement if all of the 
standards in paragraphs (ee)(1) through 
(13) of this section are met: 

(1) The remuneration exchanged: 
(i) Is in-kind; 
(ii) Is used predominantly to engage 

in value-based activities that are di-
rectly connected to the coordination 
and management of care for the target 
patient population and does not result 
in more than incidental benefits to per-
sons outside of the target patient popu-
lation; and 

(iii) Is not exchanged or used: 
(A) More than incidentally for the re-

cipient’s billing or financial manage-
ment services; or 

(B) For the purpose of marketing 
items or services furnished by the VBE 
or a VBE participant to patients or for 
patient recruitment activities. 

(2) The value-based arrangement is 
commercially reasonable, considering 
both the arrangement itself and all 
value-based arrangements within the 
VBE. 

(3) The terms of the value-based ar-
rangement are set forth in writing and 
signed by the parties in advance of, or 
contemporaneous with, the commence-
ment of the value-based arrangement 
and any material change to the value- 
based arrangement. The writing states 
at a minimum: 

(i) The value-based purpose(s) of the 
value-based activities provided for in 
the value-based arrangement; 
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(ii) The value-based activities to be 
undertaken by the parties to the value- 
based arrangement; 

(iii) The term of the value-based ar-
rangement; 

(iv) The target patient population; 
(v) A description of the remunera-

tion; 
(vi) Either the offeror’s cost for the 

remuneration and the reasonable ac-
counting methodology used by the of-
feror to determine its cost, or the fair 
market value of the remuneration; 

(vii) The percentage and amount con-
tributed by the recipient; 

(viii) If applicable, the frequency of 
the recipient’s contribution payments 
for ongoing costs; and 

(ix) The outcome or process meas-
ure(s) against which the recipient will 
be measured. 

(4) The parties to the value-based ar-
rangement establish one or more le-
gitimate outcome or process measures 
that: 

(i) The parties reasonably anticipate 
will advance the coordination and man-
agement of care for the target patient 
population based on clinical evidence 
or credible medical or health sciences 
support; 

(ii) Include one or more benchmarks 
that are related to improving or main-
taining improvements in the coordina-
tion and management of care for the 
target patient population; 

(iii) Are monitored, periodically as-
sessed, and prospectively revised as 
necessary to ensure that the measure 
and its benchmark continue to advance 
the coordination and management of 
care of the target patient population; 

(iv) Relate to the remuneration ex-
changed under the value-based arrange-
ment; and 

(v) Are not based solely on patient 
satisfaction or patient convenience. 

(5) The offeror of the remuneration 
does not take into account the volume 
or value of, or condition the remunera-
tion on: 

(i) Referrals of patients who are not 
part of the target patient population; 
or 

(ii) Business not covered under the 
value-based arrangement. 

(6) The recipient pays at least 15 per-
cent of the offeror’s cost for the remu-
neration, using any reasonable ac-

counting methodology, or the fair mar-
ket value of the in-kind remuneration. 
If it is a one-time cost, the recipient 
makes such contribution in advance of 
receiving the in-kind remuneration. If 
it is an ongoing cost, the recipient 
makes such contribution at reasonable, 
regular intervals. 

(7) The value-based arrangement does 
not: 

(i) Limit the VBE participant’s abil-
ity to make decisions in the best inter-
ests of its patients; 

(ii) Direct or restrict referrals to a 
particular provider, practitioner, or 
supplier if: 

(A) A patient expresses a preference 
for a different practitioner, provider, or 
supplier; 

(B) The patient’s payor determines 
the provider, practitioner, or supplier; 
or 

(C) Such direction or restriction is 
contrary to applicable law under titles 
XVIII and XIX of the Act; or 

(iii) Induce parties to furnish medi-
cally unnecessary items or services, or 
reduce or limit medically necessary 
items or services furnished to any pa-
tient. 

(8) The exchange of remuneration by 
a limited technology participant and 
another VBE participant or the VBE 
must not be conditioned on any recipi-
ent’s exclusive use or minimum pur-
chase of any item or service manufac-
tured, distributed, or sold by the lim-
ited technology participant. 

(9) The VBE, a VBE participant in 
the value-based arrangement acting on 
the VBE’s behalf, or the VBE’s ac-
countable body or responsible person 
reasonably monitors and assesses the 
following and reports the monitoring 
and assessment of the following to the 
VBE’s accountable body or responsible 
person, as applicable, no less fre-
quently than annually or at least once 
during the term of the value-based ar-
rangement for arrangements with 
terms of less than 1 year: 

(i) The coordination and management 
of care for the target patient popu-
lation in the value-based arrangement; 

(ii) Any deficiencies in the delivery 
of quality care under the value-based 
arrangement; and 

VerDate Sep<11>2014 10:17 Nov 12, 2021 Jkt 253197 PO 00000 Frm 01067 Fmt 8010 Sfmt 8010 Q:\42\42V5.TXT PC31kp
ay

ne
 o

n 
V

M
O

F
R

W
IN

70
2 

w
ith

 $
$_

JO
B



1058 

42 CFR Ch. V (10–1–21 Edition) § 1001.952 

(iii) Progress toward achieving the 
legitimate outcome or process meas-
ure(s) in the value-based arrangement. 

(10) If the VBE’s accountable body or 
responsible person determines, based 
on the monitoring and assessment con-
ducted pursuant to paragraph (ee)(9) of 
this section, that the value-based ar-
rangement has resulted in material de-
ficiencies in quality of care or is un-
likely to further the coordination and 
management of care for the target pa-
tient population, the parties must 
within 60 days either: 

(i) Terminate the arrangement; or 
(ii) Develop and implement a correc-

tive action plan designed to remedy the 
deficiencies within 120 days, and if the 
corrective action plan fails to remedy 
the deficiencies within 120 days, termi-
nate the value-based arrangement. 

(11) The offeror does not and should 
not know that the remuneration is 
likely to be diverted, resold, or used by 
the recipient for an unlawful purpose. 

(12) For a period of at least 6 years, 
the VBE or VBE participant makes 
available to the Secretary, upon re-
quest, all materials and records suffi-
cient to establish compliance with the 
conditions of this paragraph (ee). 

(13) The remuneration is not ex-
changed by: 

(i) A pharmaceutical manufacturer, 
distributor, or wholesaler; 

(ii) A pharmacy benefit manager; 
(iii) A laboratory company; 
(iv) A pharmacy that primarily com-

pounds drugs or primarily dispenses 
compounded drugs; 

(v) Except to the extent the entity is 
a limited technology participant, a 
manufacturer of a device or medical 
supply; 

(vi) Except to the extent the entity 
or individual is a limited technology 
participant, an entity or individual 
that sells or rents durable medical 
equipment, prosthetics, orthotics, or 
supplies covered by a Federal health 
care program (other than a pharmacy 
or a physician, provider, or other enti-
ty that primarily furnishes services); 
or 

(vii) A medical device distributor or 
wholesaler that is not otherwise a 
manufacturer of a device or medical 
supplies. 

(14) For purposes of this paragraph 
(ee), the following definitions apply: 

(i) Coordination and management of 
care (or coordinating and managing care) 
means the deliberate organization of 
patient care activities and sharing of 
information between two or more VBE 
participants, one or more VBE partici-
pants and the VBE, or one or more 
VBE participants and patients, that is 
designed to achieve safer, more effec-
tive, or more efficient care to improve 
the health outcomes of the target pa-
tient population. 

(ii) Digital health technology means 
hardware, software, or services that 
electronically capture, transmit, ag-
gregate, or analyze data and that are 
used for the purpose of coordinating 
and managing care; such term includes 
any internet or other connectivity 
service that is necessary and used to 
enable the operation of the item or 
service for that purpose. 

(iii) Limited technology participant 
means a VBE participant that ex-
changes digital health technology with 
another VBE participant or a VBE and 
that is: 

(A) A manufacturer of a device or 
medical supply, but not including a 
manufacturer of a device or medical 
supply that was obligated under 42 CFR 
403.906 to report one or more ownership 
or investment interests held by a phy-
sician or an immediate family member 
during the preceding calendar year, or 
that reasonably anticipates that it will 
be obligated to report one or more own-
ership or investment interests held by 
a physician or an immediate family 
member during the present calendar 
year (for purposes of this paragraph, 
the terms ‘‘ownership or investment 
interest,’’ ‘‘physician,’’ and ‘‘imme-
diate family member’’ have the same 
meaning as set forth in 42 CFR 403.902); 
or 

(B) An entity or individual that sells 
or rents durable medical equipment, 
prosthetics, orthotics, or supplies cov-
ered by a Federal health care program 
(other than a pharmacy or a physician, 
provider, or other entity that pri-
marily furnishes services). 

(iv) Manufacturer of a device or med-
ical supply means an entity that meets 
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the definition of applicable manufac-
turer in 42 CFR 403.902 because it is en-
gaged in the production, preparation, 
propagation, compounding, or conver-
sion of a device or medical supply that 
meets the definition of covered drug, 
device, biological, or medical supply in 
42 CFR 403.902, but not including enti-
ties under common ownership with 
such entity. 

(v) Target patient population means an 
identified patient population selected 
by the VBE or its VBE participants 
using legitimate and verifiable criteria 
that: 

(A) Are set out in writing in advance 
of the commencement of the value- 
based arrangement; and 

(B) Further the value-based enter-
prise’s value-based purpose(s). 

(vi) Value-based activity. (A) Means 
any of the following activities, pro-
vided that the activity is reasonably 
designed to achieve at least one value- 
based purpose of the value-based enter-
prise: 

(1) The provision of an item or serv-
ice; 

(2) The taking of an action; or 
(3) The refraining from taking an ac-

tion; and 
(B) Does not include the making of a 

referral. 
(vii) Value-based arrangement means 

an arrangement for the provision of at 
least one value-based activity for a tar-
get patient population to which the 
only parties are: 

(A) The value-based enterprise and 
one or more of its VBE participants; or 

(B) VBE participants in the same 
value-based enterprise. 

(viii) Value-based enterprise or VBE 
means two or more VBE participants: 

(A) Collaborating to achieve at least 
one value-based purpose; 

(B) Each of which is a party to a 
value-based arrangement with the 
other or at least one other VBE partic-
ipant in the value-based enterprise; 

(C) That have an accountable body or 
person responsible for financial and 
operational oversight of the value- 
based enterprise; and 

(D) That have a governing document 
that describes the value-based enter-
prise and how the VBE participants in-
tend to achieve its value-based pur-
pose(s). 

(ix) Value-based enterprise participant 
or VBE participant means an individual 
or entity that engages in at least one 
value-based activity as part of a value- 
based enterprise, other than a patient 
acting in their capacity as a patient. 

(x) Value-based purpose means: 
(A) Coordinating and managing the 

care of a target patient population; 
(B) Improving the quality of care for 

a target patient population; 
(C) Appropriately reducing the costs 

to or growth in expenditures of payors 
without reducing the quality of care 
for a target patient population; or 

(D) Transitioning from health care 
delivery and payment mechanisms 
based on the volume of items and serv-
ices provided to mechanisms based on 
the quality of care and control of costs 
of care for a target patient population. 

(ff) Value-based arrangements with sub-
stantial downside financial risk. As used 
in section 1128B of the Act, ‘‘remu-
neration’’ does not include the ex-
change of payments or anything of 
value between a VBE and a VBE partic-
ipant pursuant to a value-based ar-
rangement if all of the following stand-
ards in paragraphs (ff)(1) through (8) of 
this section are met: 

(1) The remuneration is not ex-
changed by: 

(i) A pharmaceutical manufacturer, 
distributor, or wholesaler; 

(ii) A pharmacy benefit manager; 
(iii) A laboratory company; 
(iv) A pharmacy that primarily com-

pounds drugs or primarily dispenses 
compounded drugs; 

(v) A manufacturer of a device or 
medical supply; 

(vi) An entity or individual that sells 
or rents durable medical equipment, 
prosthetics, orthotics, or supplies cov-
ered by a Federal health care program 
(other than a pharmacy or a physician, 
provider, or other entity that pri-
marily furnishes services); or 

(vii) A medical device distributor or 
wholesaler that is not otherwise a 
manufacturer of a device or medical 
supplies. 

(2) The VBE (directly or through a 
VBE participant, other than a payor, 
acting on the VBE’s behalf) has as-
sumed through a written contract or a 
value-based arrangement (or has en-
tered into a written contract or a 
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value-based arrangement to assume in 
the next 6 months) substantial down-
side financial risk from a payor for a 
period of at least 1 year. 

(3) The VBE participant (unless the 
VBE participant is the payor from 
which the VBE is assuming risk) is at 
risk for a meaningful share of the 
VBE’s substantial downside financial 
risk for providing or arranging for the 
provision of items and services for the 
target patient population. 

(4) The remuneration provided by, or 
shared among, the VBE and VBE par-
ticipant: 

(i) Is directly connected to one or 
more of the VBE’s value-based pur-
poses, at least one of which must be a 
value-based purpose defined in 
§ 1001.952(ee)(14)(x)(A), (B), or (C); 

(ii) Unless exchanged pursuant to 
risk methodologies defined in para-
graph (ff)(9)(i) or (ii) of this section, is 
used predominantly to engage in value- 
based activities that are directly con-
nected to the items and services for 
which the VBE has assumed (or has en-
tered into a written contract or value- 
based arrangement to assume in the 
next 6 months) substantial downside fi-
nancial risk; 

(iii) Does not include the offer or re-
ceipt of an ownership or investment in-
terest in an entity or any distributions 
related to such ownership or invest-
ment interest; and 

(iv) Is not exchanged or used for the 
purpose of marketing items or services 
furnished by the VBE or a VBE partici-
pant to patients or for patient recruit-
ment activities. 

(5) The value-based arrangement is 
set forth in writing, is signed by the 
parties in advance of, or contempora-
neous with, the commencement of the 
value-based arrangement and any ma-
terial change to the value-based ar-
rangement, and specifies all material 
terms including: 

(i) Terms evidencing that the VBE is 
at substantial downside financial risk 
or will assume such risk in the next 6 
months for the target patient popu-
lation; 

(ii) A description of the manner in 
which the VBE participant (unless the 
VBE participant is the payor from 
which the VBE is assuming risk) has a 

meaningful share of the VBE’s substan-
tial downside financial risk; and 

(iii) The value-based activities, the 
target patient population, and the type 
of remuneration exchanged. 

(6) The VBE or VBE participant of-
fering the remuneration does not take 
into account the volume or value of, or 
condition the remuneration on: 

(i) Referrals of patients who are not 
part of the target patient population; 
or 

(ii) Business not covered under the 
value-based arrangement. 

(7) The value-based arrangement does 
not: 

(i) Limit the VBE participant’s abil-
ity to make decisions in the best inter-
ests of its patients; 

(ii) Direct or restrict referrals to a 
particular provider, practitioner, or 
supplier if: 

(A) A patient expresses a preference 
for a different practitioner, provider, or 
supplier; 

(B) The patient’s payor determines 
the provider, practitioner, or supplier; 
or 

(C) Such direction or restriction is 
contrary to applicable law under titles 
XVIII and XIX of the Act; or 

(iii) Induce parties to reduce or limit 
medically necessary items or services 
furnished to any patient. 

(8) For a period of at least 6 years, 
the VBE or VBE participant makes 
available to the Secretary, upon re-
quest, all materials and records suffi-
cient to establish compliance with the 
conditions of this paragraph (ff). 

(9) For purposes of this paragraph 
(ff), the following definitions apply: 

(i) Substantial downside financial risk 
means: 

(A) Financial risk equal to at least 30 
percent of any loss, where losses and 
savings are calculated by comparing 
current expenditures for all items and 
services that are covered by the appli-
cable payor and furnished to the target 
patient population to a bona fide bench-
mark designed to approximate the ex-
pected total cost of such care; 

(B) Financial risk equal to at least 20 
percent of any loss, where: 

(1) Losses and savings are calculated 
by comparing current expenditures for 
all items and services furnished to the 
target patient population pursuant to a 
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defined clinical episode of care that are 
covered by the applicable payor to a 
bona fide benchmark designed to ap-
proximate the expected total cost of 
such care for the defined clinical epi-
sode of care; and 

(2) The parties design the clinical 
episode of care to cover items and serv-
ices collectively furnished in more 
than one care setting; or 

(C) The VBE receives from the payor 
a prospective, per-patient payment 
that is: 

(1) Designed to produce material sav-
ings; and 

(2) Paid on a monthly, quarterly, or 
annual basis for a predefined set of 
items and services furnished to the tar-
get patient population, designed to ap-
proximate the expected total cost of 
expenditures for the predefined set of 
items and services. 

(ii) Meaningful share means the VBE 
participant: 

(A) Assumes two-sided risk for at 
least 5 percent of the losses and sav-
ings, as applicable, realized by the VBE 
pursuant to its assumption of substan-
tial downside financial risk; or 

(B) Receives from the VBE a prospec-
tive, per-patient payment on a month-
ly, quarterly, or annual basis for a 
predefined set of items and services 
furnished to the target patient popu-
lation, designed to approximate the ex-
pected total cost of expenditures for 
the predefined set of items and serv-
ices, and does not claim payment in 
any form from the payor for the 
predefined items and services. 

(iii) Manufacturer of a device or med-
ical supply, target patient population, 
value-based activity, value-based arrange-
ment, value-based enterprise, value-based 
purpose, and VBE participant shall have 
the meaning set forth in paragraph (ee) 
of this section. 

(gg) Value-based arrangements with 
full financial risk. As used in section 
1128B of the Act, ‘‘remuneration’’ does 
not include the exchange of payments 
or anything of value between the VBE 
and a VBE participant pursuant to a 
value-based arrangement if all of the 
standards in paragraphs (gg)(1) through 
(9) of this section are met: 

(1) The remuneration is not ex-
changed by: 

(i) A pharmaceutical manufacturer, 
distributor, or wholesaler; 

(ii) A pharmacy benefit manager; 
(iii) A laboratory company; 
(iv) A pharmacy that primarily com-

pounds drugs or primarily dispenses 
compounded drugs; 

(v) A manufacturer of a device or 
medical supply; 

(vi) An entity or individual that sells 
or rents durable medical equipment, 
prosthetics, orthotics, or supplies cov-
ered by a Federal health care program 
(other than a pharmacy or a physician, 
provider, or other entity that pri-
marily furnishes services); or 

(vii) A medical device distributor or 
wholesaler that is not otherwise a 
manufacturer of a device or medical 
supplies. 

(2) The VBE (directly or through a 
VBE participant, other than a payor, 
acting on behalf of the VBE) has as-
sumed through a written contract or a 
value-based arrangement (or has en-
tered into a written contract or a 
value-based arrangement to assume in 
the next 1 year) full financial risk from 
a payor. 

(3) The value-based arrangement is 
set forth in writing, is signed by the 
parties, and specifies all material 
terms, including the value-based ac-
tivities and the term. 

(4) The VBE participant (unless the 
VBE participant is a payor) does not 
claim payment in any form from the 
payor for items or services covered 
under the contract or value-based ar-
rangement between the VBE and the 
payor described in paragraph (2). 

(5) The remuneration provided by, or 
shared among, the VBE and VBE par-
ticipant: 

(i) Is directly connected to one or 
more of the VBE’s value-based pur-
poses; 

(ii) Does not include the offer or re-
ceipt of an ownership or investment in-
terest in an entity or any distributions 
related to such ownership or invest-
ment interest; and 

(iii) Is not exchanged or used for the 
purpose of marketing items or services 
furnished by the VBE or a VBE partici-
pant to patients or for patient recruit-
ment activities. 

(6) The value-based arrangement does 
not induce parties to reduce or limit 

VerDate Sep<11>2014 10:17 Nov 12, 2021 Jkt 253197 PO 00000 Frm 01071 Fmt 8010 Sfmt 8010 Q:\42\42V5.TXT PC31kp
ay

ne
 o

n 
V

M
O

F
R

W
IN

70
2 

w
ith

 $
$_

JO
B



1062 

42 CFR Ch. V (10–1–21 Edition) § 1001.952 

medically necessary items or services 
furnished to any patient. 

(7) The VBE or VBE participant of-
fering the remuneration does not take 
into account the volume or value of, or 
condition the remuneration on: 

(i) Referrals of patients who are not 
part of the target patient population; 
or 

(ii) Business not covered under the 
value-based arrangement. 

(8) The VBE provides or arranges for 
a quality assurance program for serv-
ices furnished to the target patient 
population that: 

(i) Protects against underutilization; 
and 

(ii) Assesses the quality of care fur-
nished to the target patient popu-
lation. 

(9) For a period of at least 6 years, 
the VBE or VBE participant makes 
available to the Secretary, upon re-
quest, all materials and records suffi-
cient to establish compliance with the 
conditions of this paragraph (gg). 

(10) For purposes of this paragraph 
(gg), the following definitions apply: 

(i) Full financial risk means the VBE 
is financially responsible on a prospec-
tive basis for the cost of all items and 
services covered by the applicable 
payor for each patient in the target pa-
tient population for a term of at least 
1 year. 

(ii) Prospective basis means that the 
VBE has assumed financial responsi-
bility for the cost of all items and serv-
ices covered by the applicable payor 
prior to the provision of items and 
services to patients in the target pa-
tient population. 

(iii) Items and services means health 
care items, devices, supplies, and serv-
ices. 

(iv) Manufacturer of a device or med-
ical supply, target patient population, 
value-based activity, value-based arrange-
ment, value-based enterprise, value-based 
purpose, and VBE participant shall have 
the meaning set forth in paragraph (ee) 
of this section. 

(hh) Arrangements for patient engage-
ment and support to improve quality, 
health outcomes, and efficiency. As used 
in section 1128B of the Act, ‘‘remu-
neration’’ does not include a patient 
engagement tool or support furnished 
by a VBE participant to a patient in 

the target patient population of a 
value-based arrangement to which the 
VBE participant is a party if all of the 
conditions in paragraphs (hh)(1) 
through (9) of this section are met: 

(1) The VBE participant is not: 
(i) A pharmaceutical manufacturer, 

distributor, or wholesaler; 
(ii) A pharmacy benefit manager; 
(iii) A laboratory company; 
(iv) A pharmacy that primarily com-

pounds drugs or primarily dispenses 
compounded drugs; 

(v) A manufacturer of a device or 
medical supply, unless the patient en-
gagement tool or support is digital 
health technology; 

(vi) An entity or individual that sells 
or rents durable medical equipment, 
prosthetics, orthotics, or supplies cov-
ered by a Federal health care program 
(other than a pharmacy, a manufac-
turer of a device or medical supply, or 
a physician, provider, or other entity 
that primarily furnishes services); 

(vii) A medical device distributor or 
wholesaler that is not otherwise a 
manufacturer of a device or medical 
supply; or 

(viii) A manufacturer of a device or 
medical supply that was obligated 
under 42 CFR 403.906 to report one or 
more ownership or investment inter-
ests held by a physician or an imme-
diate family member during the pre-
ceding calendar year, or that reason-
ably anticipates that it will be obli-
gated to report one or more ownership 
or investment interests held by a phy-
sician or an immediate family member 
during the present calendar year, even 
if the patient engagement tool or sup-
port is digital health technology (for 
purposes of this paragraph, the terms 
‘‘ownership or investment interest,’’ 
‘‘physician,’’ and ‘‘immediate family 
member’’ have the same meaning as set 
forth in 42 CFR 403.902). 

(2) The patient engagement tool or 
support is furnished directly to the pa-
tient (or the patient’s caregiver, family 
member, or other individual acting on 
the patient’s behalf) by a VBE partici-
pant that is a party to the value-based 
arrangement or its eligible agent. 

(3) The patient engagement tool or 
support: 

(i) Is an in-kind item, good, or serv-
ice; 
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(ii) That has a direct connection to 
the coordination and management of 
care of the target patient population; 

(iii) Does not include any cash or 
cash equivalent; 

(iv) Does not result in medically un-
necessary or inappropriate items or 
services reimbursed in whole or in part 
by a Federal health care program; 

(v) Is recommended by the patient’s 
licensed health care professional; and 

(vi) Advances one or more of the fol-
lowing goals: 

(A) Adherence to a treatment regi-
men determined by the patient’s li-
censed health care professional. 

(B) Adherence to a drug regimen de-
termined by the patient’s licensed 
health care professional. 

(C) Adherence to a followup care plan 
established by the patient’s licensed 
health care professional. 

(D) Prevention or management of a 
disease or condition as directed by the 
patient’s licensed health care profes-
sional. 

(E) Ensure patient safety. 
(4) The patient engagement tool or 

support is not funded or contributed 
by: 

(i) A VBE participant that is not a 
party to the applicable value-based ar-
rangement; or 

(ii) An entity listed in paragraph 
(hh)(1) of this section. 

(5) The aggregate retail value of pa-
tient engagement tools and supports 
furnished to a patient by a VBE partic-
ipant on an annual basis does not ex-
ceed $500. The monetary cap set forth 
in this paragraph (hh)(5) is adjusted 
each calendar year to the nearest 
whole dollar by the increase in the 
Consumer Price Index—Urban All 
Items (CPI–U) for the 12-month period 
ending the preceding September 30. 
OIG will publish guidance after Sep-
tember 30 of each year reflecting the 
increase in the CPI–U for the 12-month 
period ending September 30 and the 
new monetary cap applicable for the 
following calendar year. 

(6) The VBE participant or any eligi-
ble agent does not exchange or use the 
patient engagement tools or supports 
to market other reimbursable items or 
services or for patient recruitment pur-
poses. 

(7) For a period of at least 6 years, 
the VBE participant makes available 
to the Secretary, upon request, all ma-
terials and records sufficient to estab-
lish that the patient engagement tool 
or support was distributed in a manner 
that meets the conditions of this para-
graph (hh). 

(8) The availability of a tool or sup-
port is not determined in a manner 
that takes into account the type of in-
surance coverage of the patient. 

(9) For purposes of this paragraph 
(hh), the following definitions apply: 

(i) Eligible agent means any person or 
entity that is not identified in para-
graphs (hh)(1)(i) through (viii) of this 
section as ineligible to furnish pro-
tected tools and supports under this 
paragraph. 

(ii) Coordination and management of 
care, target patient population, value- 
based arrangement, VBE, VBE partici-
pant, manufacturer of a device or medical 
supply, and digital health technology 
shall have the meaning set forth in 
paragraph (ee) of this section. 

(ii) CMS-sponsored model arrangements 
and CMS-sponsored model patient incen-
tives. 

(1) As used in section 1128B of the 
Act, ‘‘remuneration’’ does not include 
an exchange of anything of value be-
tween or among CMS-sponsored model 
parties under a CMS-sponsored model 
arrangement for which CMS has deter-
mined that this safe harbor is available 
if all of the following conditions are 
met: 

(i) The CMS-sponsored model parties 
reasonably determine that the CMS- 
sponsored model arrangement will ad-
vance one or more goals of the CMS- 
sponsored model; 

(ii) The exchange of value does not 
induce CMS-sponsored model parties or 
other providers or suppliers to furnish 
medically unnecessary items or serv-
ices, or reduce or limit medically nec-
essary items or services furnished to 
any patient; 

(iii) The CMS-sponsored model par-
ties do not offer, pay, solicit, or receive 
remuneration in return for, or to in-
duce or reward, any Federal health 
care program referrals or other Federal 
health care program business gen-
erated outside of the CMS-sponsored 
model; 
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(iv) The CMS-sponsored model par-
ties in advance of or contemporaneous 
with the commencement of the CMS- 
sponsored model arrangement set forth 
the terms of the CMS-sponsored model 
arrangement in a signed writing. The 
writing must specify at a minimum the 
activities to be undertaken by the 
CMS-sponsored model parties and the 
nature of the remuneration to be ex-
changed under the CMS-sponsored 
model arrangement; 

(v) The parties to the CMS-sponsored 
model arrangement make available to 
the Secretary, upon request, all mate-
rials and records sufficient to establish 
whether the remuneration was ex-
changed in a manner that meets the 
conditions of this safe harbor; and 

(vi) The CMS-sponsored model par-
ties satisfy such programmatic require-
ments as may be imposed by CMS in 
connection with the use of this safe 
harbor. 

(2) As used in section 1128B of the 
Act, ‘‘remuneration’’ does not include 
a CMS-sponsored model patient incen-
tive for which CMS has determined 
that this safe harbor is available if all 
of the following conditions are met: 

(i) The CMS-sponsored model partici-
pant reasonably determines that the 
CMS-sponsored model patient incen-
tive will advance one or more goals of 
the CMS-sponsored model; 

(ii) The CMS-sponsored model pa-
tient incentive has a direct connection 
to the patient’s health care unless the 
participation documentation expressly 
specifies a different standard; 

(iii) The CMS-sponsored model pa-
tient incentive is furnished by a CMS- 
sponsored model participant (or by an 
agent of the CMS-sponsored model par-
ticipant under the CMS-sponsored 
model participant’s direction and con-
trol), unless otherwise specified by the 
participation documentation; 

(iv) The CMS-sponsored model partic-
ipant makes available to the Sec-
retary, upon request, all materials and 
records sufficient to establish whether 
the CMS-sponsored model patient in-
centive was distributed in a manner 
that meets the conditions of this safe 
harbor; and 

(v) The CMS-sponsored model patient 
incentive is furnished consistent with 
the CMS-sponsored model and satisfies 

such programmatic requirements as 
may be imposed by CMS in connection 
with the use of this safe harbor. 

(3) For purposes of this paragraph 
(ii), the following definitions apply: 

(i) CMS-sponsored model means: 
(A) A model being tested under sec-

tion 1115A(b) of the Act or a model ex-
panded under section 1115A(c) of the 
Act; or 

(B) The Medicare shared savings pro-
gram under section 1899 of the Act. 

(ii) CMS-sponsored model arrangement 
means a financial arrangement be-
tween or among CMS-sponsored model 
parties to engage in activities under 
the CMS-sponsored model that is con-
sistent with, and is not a type of ar-
rangement prohibited by, the partici-
pation documentation. 

(iii) CMS-sponsored model participant 
means an individual or entity that is 
subject to and is operating under par-
ticipation documentation with CMS to 
participate in a CMS-sponsored model. 

(iv) CMS-sponsored model party means: 
(A) A CMS-sponsored model partici-

pant; or 
(B) Another individual or entity 

whom the participation documentation 
specifies may enter into a CMS-spon-
sored model arrangement. 

(v) CMS-sponsored model patient incen-
tive means remuneration not of a type 
prohibited by the participation docu-
mentation that is furnished to a pa-
tient under the terms of a CMS-spon-
sored model. 

(vi) Participation documentation 
means the participation agreement, 
legal instrument setting forth the 
terms and conditions of a grant or co-
operative agreement, regulations, or 
model-specific addendum to an existing 
contract with CMS that specifies the 
terms of a CMS-sponsored model. 

(4) For purposes of remuneration that 
satisfies this paragraph (ii), the safe 
harbor protects: 

(i) For a CMS-sponsored model gov-
erned by participation documentation 
other than the legal instrument setting 
forth the terms and conditions of a 
grant or a cooperative agreement, the 
exchange of remuneration between 
CMS-sponsored model parties that oc-
curs on or after the first day on which 
services under the CMS-sponsored 
model begin and no later than 6 
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months after the final payment deter-
mination made by CMS under the 
model; 

(ii) For a CMS-sponsored model gov-
erned by the legal instrument setting 
forth the terms and conditions of a 
grant or cooperative agreement, the 
exchange of remuneration between 
CMS-sponsored model parties that oc-
curs on or after the first day of the pe-
riod of performance (as defined at 45 
CFR 75.2) or such other date specified 
in the participation documentation and 
no later than 6 months after closeout 
occurs pursuant to 45 CFR 75.381; and 

(iii) For a CMS-sponsored model pa-
tient incentive, an incentive given on 
or after the first day on which patient 
care services may be furnished under 
the CMS-sponsored model as specified 
by CMS in the participation docu-
mentation and no later than the last 
day on which patient care services may 
be furnished under the CMS-sponsored 
model, unless a different timeframe is 
established in the participation docu-
mentation. A patient may retain any 
incentives furnished in compliance 
with paragraph (ii)(2) of this section. 

(jj) Cybersecurity technology and re-
lated services. As used in section 1128B 
of the Act, ‘‘remuneration’’ does not 
include nonmonetary remuneration 
(consisting of cybersecurity technology 
and services) that is necessary and 
used predominantly to implement, 
maintain, or reestablish effective cy-
bersecurity if all of the conditions in 
paragraphs (jj)(1) through (4) of this 
section are met. 

(1) The donor does not: 
(i) Directly take into account the 

volume or value of referrals or other 
business generated between the parties 
when determining the eligibility of a 
potential recipient for the technology 
or services, or the amount or nature of 
the technology or services to be do-
nated; or 

(ii) Condition the donation of tech-
nology or services, or the amount or 
nature of the technology or services to 
be donated, on future referrals. 

(2) Neither the recipient nor the re-
cipient’s practice (or any affiliated in-
dividual or entity) makes the receipt of 
technology or services, or the amount 
or nature of the technology or services, 

a condition of doing business with the 
donor. 

(3) A general description of the tech-
nology and services being provided and 
the amount of the recipient’s contribu-
tion, if any, are set forth in writing and 
signed by the parties. 

(4) The donor does not shift the costs 
of the technology or services to any 
Federal health care program. 

(5) For purposes of this paragraph (jj) 
the following definitions apply: 

(i) Cybersecurity means the process of 
protecting information by preventing, 
detecting, and responding to 
cyberattacks. 

(ii) Technology means any software or 
other types of information technology. 

(kk) ACO Beneficiary Incentive Pro-
gram. As used in section 1128B of the 
Act, ‘‘remuneration’’ does not include 
an incentive payment made by an ACO 
to an assigned beneficiary under a ben-
eficiary incentive program established 
under section 1899(m) of the Act, as 
amended by Congress from time to 
time, if the incentive payment is made 
in accordance with the requirements 
found in such subsection. 

[57 FR 3330, Jan. 29, 1992, as amended at 57 
FR 52729, Nov. 5, 1992; 61 FR 2135, Jan. 25, 
1996; 64 FR 63513, Nov. 19, 1999; 64 FR 63551, 
Nov. 19, 1999; 64 FR 71317, Dec. 21, 1999; 66 FR 
62989, Dec. 4, 2001; 66 FR 63749, Dec. 10, 2001; 
67 FR 11933, Mar. 18, 2002; 71 FR 45136, Aug. 8, 
2006; 72 FR 56644, Oct. 4, 2007; 78 FR 79219, 
Dec. 27, 2013; 81 FR 3012, Jan. 20, 2016; 81 FR 
88407, Dec. 7, 2016; 85 FR 77887, Dec. 2, 2020] 

EFFECTIVE DATE NOTE: At 85 FR 76730, Nov. 
30, 2020, § 1001.952 was amended. Portions 
were effective Jan. 29, 2021 and portions were 
effective Jan. 1, 2022. The amendments were 
corrected and a portion was delayed until 
Mar. 22, 2021, at 86 FR 7815, Feb. 2, 2021. The 
amendments were further corrected at 86 FR 
7815, Feb. 2, 2021. Certain amendments and 
corrections were further delayed until Jan. 1, 
2023, at 86 FR 10181, Feb. 19, 2021. Certain 
amendments and corrections were further 
delayed until Jan. 1, 2023, at 86 FR 15076, 
Mar. 22, 2021. 

§ 1001.1001 Exclusion of entities 
owned or controlled by a sanc-
tioned person. 

(a) Circumstance for exclusion. The 
OIG may exclude an entity: 

(1) If a person with a relationship 
with such entity— 
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(i) Has been convicted of a criminal 
offense as described in sections 1128(a) 
and 1128(b)(1), (2), or (3) of the Act; 

(ii) Has had civil money penalties or 
assessments imposed under section 
1128A of the Act; or 

(iii) Has been excluded from partici-
pation in Medicare or any State health 
care program, and 

(2) Such a person has a direct or indi-
rect ownership or control interest in 
the entity, or formerly held an owner-
ship or control interest in the entity 
but no longer holds an ownership or 
control interest because of a transfer of 
the interest to an immediate family 
member or a member of the person’s 
household in anticipation of or fol-
lowing a conviction, imposition of a 
civil money penalty or assessment 
under section 1128A of the Act, or im-
position of an exclusion. 

(b) Length of exclusion. (1) Except as 
provided in § 1001.3002(c), exclusions 
under this section will be for the same 
period as that of the individual whose 
relationship with the entity is the 
basis for this exclusion, if the indi-
vidual has been or is being excluded. 

(2) If the individual was not excluded, 
the length of the entity’s exclusion will 
be determined by considering the fac-
tors that would have been considered if 
the individual had been excluded. 

(3) An entity excluded under this sec-
tion may apply for reinstatement at 
any time in accordance with the proce-
dures set forth in § 1001.3001(a)(2). 

[57 FR 3330, Jan. 29, 1992, as amended at 64 
FR 39427, July 22, 1999; 82 FR 4114, Jan. 12, 
2017] 

§ 1001.1101 Failure to disclose certain 
information. 

(a) Circumstance for exclusion. The 
OIG may exclude any entity that did 
not fully and accurately, or com-
pletely, make disclosures as required 
by section 1124, 1124A or 1126 of the Act, 
and by part 455, subpart B and part 420, 
subpart C of this title. 

(b) Length of exclusion. The following 
factors will be considered in deter-
mining the length of an exclusion 
under this section— 

(1) The number of instances where 
full and accurate, or complete, disclo-
sure was not made; 

(2) The significance of the undis-
closed information; 

(3) Whether the individual or entity 
has a documented history of criminal, 
civil or administrative wrongdoing 
(The lack of any prior record is to be 
considered neutral); 

(4) Any other facts that bear on the 
nature or seriousness of the conduct; 
and 

(5) The extent to which the entity 
knew that the disclosures made were 
not full or accurate. 

[57 FR 3330, Jan. 29, 1992, as amended at 63 
FR 46689, Sept. 2, 1998; 82 FR 4115, Jan. 12, 
2017] 

§ 1001.1201 Failure to provide payment 
information. 

(a) Circumstance for exclusion. The 
OIG may exclude any individual or en-
tity that furnishes, orders, refers for 
furnishing, or certifies the need for 
items or services for which payment 
may be made under Medicare or any of 
the State health care programs and 
that— 

(1) Fails to provide such information 
as is necessary to determine whether 
such payments are or were due and the 
amounts thereof, or 

(2) Has refused to permit such exam-
ination and duplication of its records 
as may be necessary to verify such in-
formation. 

(b) Length of exclusion. The following 
factors will be considered in deter-
mining the length of an exclusion 
under this section— 

(1) The number of instances where in-
formation was not provided; 

(2) The circumstances under which 
such information was not provided; 

(3) The amount of the payments at 
issue; and 

(4) Whether the individual or entity 
has a documented history of criminal, 
civil, or administrative wrongdoing. 
(The lack of any prior record is to be 
considered neutral). 

[57 FR 3330, Jan. 29, 1992, as amended at 63 
FR 46689, Sept. 2, 1998; 82 FR 4115, Jan. 12, 
2017] 
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§ 1001.1301 Failure to grant immediate 
access. 

(a) Circumstance for exclusion. (1) The 
OIG may exclude any individual or en-
tity that fails to grant immediate ac-
cess upon reasonable request to— 

(i) The Secretary, a State survey 
agency or other authorized entity for 
the purpose of determining, in accord-
ance with section 1864(a) of the Act, 
whether— 

(A) An institution is a hospital or 
skilled nursing facility; 

(B) An agency is a home health agen-
cy; 

(C) An agency is a hospice program; 
(D) A facility is a rural health clinic 

as defined in section 1861(aa)(2) of the 
Act, or a comprehensive outpatient re-
habilitation facility as defined in sec-
tion 1861(cc)(2) of the Act; 

(E) A laboratory is meeting the re-
quirements of section 1861(s) (15) and 
(16) of the Act, and section 353(f) of the 
Public Health Service Act; 

(F) A clinic, rehabilitation agency or 
public health agency is meeting the re-
quirements of section 1861(p)(4) (A) or 
(B) of the Act; 

(G) An ambulatory surgical center is 
meeting the standards specified under 
section 1832(a)(2)(F)(i) of the Act; 

(H) A portable x-ray unit is meeting 
the requirements of section 1861(s)(3) of 
the Act; 

(I) A screening mammography serv-
ice is meeting the requirements of sec-
tion 1834(c)(3) of the Act; 

(J) An end-stage renal disease facil-
ity is meeting the requirements of sec-
tion 1881(b) of the Act; 

(K) A physical therapist in inde-
pendent practice is meeting the re-
quirements of section 1861(p) of the 
Act; 

(L) An occupational therapist in 
independent practice is meeting the re-
quirements of section 1861(g) of the 
Act; 

(M) An organ procurement organiza-
tion meets the requirements of section 
1138(b) of the Act; or. 

(N) A rural primary care hospital 
meets the requirements of section 
1820(i)(2) of the Act; 

(ii) The Secretary, a State survey 
agency or other authorized entity to 
perform the reviews and surveys re-
quired under State plans in accordance 

with sections 1902(a)(26) (relating to in-
patient mental hospital services), 
1902(a)(31) (relating to intermediate 
care facilities for individuals with in-
tellectual disabilities), 1919(g) (relating 
to nursing facilities), 1929(i) (relating 
to providers of home and community 
care and community care settings), 
1902(a)(33) and 1903(g) of the Act; 

(iii) The OIG for reviewing records, 
documents, and other material or data 
in any medium (including electroni-
cally stored information and any tan-
gible thing) necessary to the OIG’s 
statutory functions; or 

(iv) A State Medicaid fraud control 
unit for the purpose of conducting its 
activities. 

(2) For purposes of paragraphs 
(a)(1)(i) and (a)(1)(ii) of this section, the 
term— 

Failure to grant immediate access 
means the failure to grant access at 
the time of a reasonable request or to 
provide a compelling reason why access 
may not be granted. 

Reasonable request means a written 
request made by a properly identified 
agent of the Secretary, of a State sur-
vey agency or of another authorized 
entity, during hours that the facility, 
agency or institution is open for busi-
ness. 

The request will include a statement 
of the authority for the request, the 
rights of the entity in responding to 
the request, the definition of reasonable 
request and immediate access, and the 
penalties for failure to comply, includ-
ing when the exclusion will take effect. 

(3) For purposes of paragraphs 
(a)(1)(iii) and (a)(1)(iv) of this section, 
the term— 

Failure to grant immediate access 
means— 

(i) The failure to produce or make 
available for inspection and copying 
the requested material upon reasonable 
request, or to provide a compelling rea-
son why they cannot be produced, with-
in 24 hours of such request, except 
when the OIG or State Medicaid Fraud 
Control Unit (MFCU) reasonably be-
lieves that the requested material is 
about to be altered or destroyed, or 

(ii) When the OIG or MFCU has rea-
son to believe that the requested mate-
rial is about to be altered or destroyed, 
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the failure to provide access to the re-
quested material at the time the re-
quest is made. 

Reasonable request means a written 
request, signed by a designated rep-
resentative of the OIG or MFCU and 
made by a properly identified agent of 
the OIG or an MFCU during reasonable 
business hours, where there is informa-
tion to suggest that the person has vio-
lated statutory or regulatory require-
ments under Titles V, XI, XVIII, XIX, 
or XX of the Act. The request will in-
clude a statement of the authority for 
the request, the person’s rights in re-
sponding to the request, the definition 
of ‘‘reasonable request’’ and ‘‘failure to 
grant immediate access’’ under part 
1001, and the effective date, length, and 
scope and effect of the exclusion that 
would be imposed for failure to comply 
with the request, and the earliest date 
that a request for reinstatement would 
be considered. 

(4) Nothing in this section shall in 
any way limit access otherwise author-
ized under State or Federal law. 

(b) Length of exclusion. (1) An exclu-
sion of an individual under this section 
may be for a period equal to the sum 
of: 

(i) The length of the period during 
which the immediate access was not 
granted, and 

(ii) An additional period of up to 90 
days. 

(2) The exclusion of an entity may be 
for a longer period than the period in 
which immediate access was not grant-
ed based on consideration of the fol-
lowing factors— 

(i) The impact of the failure to grant 
the requested immediate access on 
Medicare or any of the State health 
care programs, beneficiaries or the 
public; 

(ii) The circumstances under which 
such access was refused; 

(iii) The impact of the exclusion on 
Medicare, Medicaid or any of the other 
Federal health care programs, bene-
ficiaries or the public; and 

(iv) Whether the entity has a docu-
mented history of criminal, civil or ad-
ministrative wrongdoing (The lack of 
any prior record is to be considered 
neutral). 

(3) For purposes of paragraphs (b)(1) 
and (b)(2) of this section, the length of 

the period in which immediate access 
was not granted will be measured from 
the time the request is made, or from 
the time by which access was required 
to be granted, whichever is later. 

(c) The exclusion will be effective as 
of the date immediate access was not 
granted. 

[57 FR 3330, Jan. 29, 1992, as amended at 58 
FR 40753, July 30, 1993; 63 FR 46689, Sept. 2, 
1998; 64 FR 39427, July 22, 1999; 82 FR 4115, 
Jan. 12, 2017] 

§ 1001.1401 Violations of PPS correc-
tive action. 

(a) Circumstance for exclusion. The 
OIG may exclude any hospital that 
CMS determines has failed substan-
tially to comply with a corrective ac-
tion plan required by CMS under sec-
tion 1886(f)(2)(B) of the Act. 

(b) Length of exclusion. The following 
factors will be considered in deter-
mining the length of exclusion under 
this section— 

(1) The impact of the hospital’s fail-
ure to comply on Medicare, Medicaid 
or any of the other Federal health care 
programs, program beneficiaries or 
other individuals; 

(2) The circumstances under which 
the failure occurred; 

(3) The nature of the failure to com-
ply; 

(4) The impact of the exclusion on 
Medicare, Medicaid or any of the other 
Federal health care programs, bene-
ficiaries or the public; and 

(5) Whether the individual or entity 
has a documented history of criminal, 
civil or administrative wrongdoing 
(The lack of any prior record is to be 
considered neutral). 

[57 FR 3330, Jan. 29, 1992, as amended at 63 
FR 46689, Sept. 2, 1998; 64 FR 39427, July 22, 
1999] 

§ 1001.1501 Default of health education 
loan or scholarship obligations. 

(a) Circumstance for exclusion. (1) Ex-
cept as provided in paragraph (a)(4) of 
this section, the OIG may exclude any 
individual that the administrator of 
the health education loan, scholarship, 
or loan repayment program determines 
is in default on repayments of scholar-
ship obligations or loans, or the obliga-
tions of any loan repayment program, 
in connection with health professions 
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education made or secured in whole or 
in part by the Secretary. 

(2) Before imposing an exclusion in 
accordance with paragraph (a)(1) of 
this section, the OIG must determine 
that the administrator of the health 
education loan, scholarship, or loan re-
payment program has taken all reason-
able administrative steps to secure re-
payment of the loans or obligations. 
When an individual has been offered a 
Medicare offset arrangement as re-
quired by section 1892 of the Act, the 
OIG will find that all reasonable steps 
have been taken. 

(3) The OIG will take into account 
access of beneficiaries to physicians’ 
services for which payment may be 
made under Medicare, Medicaid or 
other Federal health care programs in 
determining whether to impose an ex-
clusion. 

(4) The OIG will not exclude a physi-
cian who is the sole community physi-
cian or the sole source of essential spe-
cialized services in a community if a 
State requests that the physician not 
be excluded. 

(b) Length of exclusion. The individual 
will be excluded until the adminis-
trator of the health education loan, 
scholarship, or loan repayment pro-
gram notifies the OIG that the default 
has been cured or that there is no 
longer an outstanding debt. Upon such 
notice, the OIG will inform the indi-
vidual of his or her right to apply for 
reinstatement. 

[57 FR 3330, Jan. 29, 1992, as amended at 64 
FR 39427, July 22, 1999; 67 FR 11935, Mar. 18, 
2002; 82 FR 4115, Jan. 12, 2017] 

§ 1001.1551 Exclusion of individuals 
with ownership or control interest 
in sanctioned entities. 

(a) Circumstance for exclusion. The 
OIG may exclude any individual who— 

(1) Has a direct or indirect ownership 
or control interest in a sanctioned en-
tity, and who knows or should know (as 
defined in section 1128A(i)(6) of the Act) 
of the action constituting the basis for 
the conviction or exclusion set forth in 
paragraph (b) of this section; or 

(2) Is an officer or managing em-
ployee (as defined in section 1126(b) of 
the Act) of such an entity. 

(b) For purposes of paragraph (a) of 
this section, the term ‘‘sanctioned en-
tity’’ means an entity that— 

(1) Has been convicted of any offense 
described in §§ 1001.101 through 1001.401 
of this part; or 

(2) Has been terminated or excluded 
from participation in Medicare, Med-
icaid and all other Federal health care 
programs. 

(c) Length of exclusion. (1) If the enti-
ty has been excluded, the length of the 
individual’s exclusion will be for the 
same period as that of the sanctioned 
entity. 

(2) If the entity was not excluded, the 
length of the individual’s exclusion 
will be determined by considering the 
factors that would have been consid-
ered if the entity had been excluded. 

(3) An individual excluded under this 
section may apply for reinstatement in 
accordance with the procedures set 
forth in § 1001.3001. 

[63 FR 46689, Sept. 2, 1998. Redesignated and 
amended at 82 FR 4115, Jan. 12, 2017] 

§ 1001.1552 Making false statements or 
misrepresentation of material facts. 

(a) Circumstance for exclusion. The 
OIG may exclude any individual or en-
tity that it determines has knowingly 
made or caused to be made any false 
statement, omission, or misrepresenta-
tion of a material fact in any applica-
tion, agreement, bid, or contract to 
participate or enroll as a provider of 
services or supplier under a Federal 
health care program, including Medi-
care Advantage organizations under 
Part C of Medicare, prescription drug 
plan sponsors under Part D of Medi-
care, Medicaid managed care organiza-
tions, and entities that apply to par-
ticipate as providers of services or sup-
pliers in such managed care organiza-
tions and such plans. 

(b) Definition of ‘‘Material’’. For pur-
poses of this section, the term ‘‘mate-
rial’’ means having a natural tendency 
to influence or be capable of influ-
encing the decision to approve or deny 
the request to participate or enroll as a 
provider of services or supplier under a 
Federal health care program. 

(c) Sources. The OIG’s determination 
under paragraph (a) of this section will 
be made on the basis of information 
from the following sources: 
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(1) CMS; 
(2) Medicaid State agencies; 
(3) Fiscal agents or contractors or 

private insurance companies; 
(4) Law enforcement agencies; 
(5) State or local licensing or certifi-

cation authorities; 
(6) State or local professional soci-

eties; or 
(7) Any other sources deemed appro-

priate by the OIG. 
(d) Length of exclusion. In deter-

mining the length of an exclusion im-
posed in accordance with this section, 
the OIG will consider the following fac-
tors: 

(1) The nature and circumstances 
surrounding the false statement; 

(2) Whether and to what extent pay-
ments were requested or received from 
the Federal health care program under 
the application, agreement, bid, or con-
tract on which the false statement, 
omission, or misrepresentation was 
made; and 

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

[82 FR 4115, Jan. 12, 2017] 

§ 1001.1601 Violations of the limita-
tions on physician charges. 

(a) Circumstance for exclusion. (1) The 
OIG may exclude a physician whom it 
determines— 

(i) Is a non-participating physician 
under section 1842(j) of the Act; 

(ii) Furnished services to a bene-
ficiary; 

(iii) Knowingly and willfully billed— 
(A) On a repeated basis for such serv-

ices actual charges in excess of the 
maximum allowable actual charge de-
termined in accordance with section 
1842(j)(1)(C) of the Act for the period 
January 1, 1987 through December 31, 
1990, or 

(B) Individuals enrolled under part B 
of title XVIII of the Act during the 
statutory freeze for actual charges in 
excess of such physician’s actual 
charges determined in accordance with 
section 1842(j)(1)(A) of the Act for the 
period July 1, 1984 to December 31, 1986; 
and’’ 

(iv) Is not the sole community physi-
cian or sole source of essential special-
ized services in the community. 

(2) The OIG will take into account 
access of beneficiaries to physicians’ 
services for which Medicare payment 
may be made in determining whether 
to impose an exclusion. 

(b) Length of exclusion. (1) In deter-
mining the length of an exclusion in 
accordance with this section, the OIG 
will consider the following factors— 

(i) The number of services for which 
the physician billed in excess of the 
maximum allowable charges; 

(ii) The number of beneficiaries for 
whom services were billed in excess of 
the maximum allowable charges; 

(iii) The amount of the charges that 
were in excess of the maximum allow-
able charges; and 

(iv) Whether the physician has a doc-
umented history of criminal, civil, or 
administrative wrongdoing (the lack of 
any prior record is to be considered 
neutral). 

(2) The period of exclusion may not 
exceed 5 years. 

[57 FR 3329, Jan. 29, 1992; 57 FR 9669, Mar. 20, 
1992, as amended at 63 FR 46689, Sept. 2, 1998; 
82 FR 4116, Jan. 12, 2017] 

§ 1001.1701 Billing for services of as-
sistant at surgery during cataract 
operations. 

(a) Circumstance for exclusion. The 
OIG may exclude a physician whom it 
determines— 

(1) Has knowingly and willfully pre-
sented or caused to be presented a 
claim, or billed an individual enrolled 
under Part B of the Medicare program 
(or his or her representative) for: 

(i) Services of an assistant at surgery 
during a cataract operation, or 

(ii) Charges that include a charge for 
an assistant at surgery during a cata-
ract operation; 

(2) Has not obtained prior approval 
for the use of such assistant from the 
appropriate Utilization and Quality 
Control Quality Improvement Organi-
zation (QIO) or Medicare carrier; and 

(3) Is not the sole community physi-
cian or sole source of essential special-
ized services in the community. 

(b) The OIG will take into account 
access of beneficiaries to physicians’ 
services for which Medicare payment 
may be made in determining whether 
to impose an exclusion. 
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(c) Length of exclusion. (1) In deter-
mining the length of an exclusion in 
accordance with this section, the OIG 
will consider the following factors— 

(i) The number of instances for which 
claims were submitted or beneficiaries 
were billed for unapproved use of as-
sistants during cataract operations; 

(ii) The amount of the claims or bills 
presented; 

(iii) The circumstances under which 
the claims or bills were made, includ-
ing whether the services were medi-
cally necessary; 

(iv) Whether approval for the use of 
an assistant was requested from the 
QIO or carrier; and 

(v) Whether the physician has a docu-
mented history of criminal, civil, or 
administrative wrongdoing (the lack of 
any prior record is to be considered 
neutral). 

(2) The period of exclusion may not 
exceed 5 years. 

[57 FR 3330, Jan. 29, 1992, as amended at 63 
FR 46690, Sept. 2, 1998; 82 FR 4116, Jan. 12, 
2017] 

APPENDIX A TO SUBPART C OF PART 1001 

The following is a sample written disclo-
sure for purposes of satisfying the require-
ments of § 1001.952(v)(3)(i)(B)(1)(i) of this part. 
This form is for illustrative purposes only; 
parties may, but are not required to, adapt 
this sample written disclosure form. 

NOTICE OF AMBULANCE RESTOCKING PROGRAM 

Hospital X offers the following ambulance 
restocking program: 

1. We will restock all ambulance providers 
(other than ambulance providers that do not 
provide emergency services) that bring pa-
tients to Hospital X [or to a subpart of Hos-
pital X, such as the emergency room] in the 
following category or categories: [insert de-
scription of category of ambulances to be re-
stocked, i.e., all ambulance providers, all 
ambulance providers that do not charge pa-
tients or insurers for their services, or all 
nonprofit and Government ambulance pro-
viders]. [Optional: We only offer restocking 
of emergency transports.] 

2. The restocking will include the following 
drugs and medical supplies, and linens, used 
for patient prior to delivery of the patient to 
Hospital X: [insert description of drugs and 
medical supplies, and linens to be restocked]. 

3. The ambulance providers [will/will not] 
be required to pay for the restocked drugs 
and medical supplies, and linens. 

4. The restocked drugs and medical sup-
plies, and linens, must be documented as fol-

lows: [insert description consistent with the 
documentation requirements described in 
§ 1001.952(v). By way of example only, docu-
mentation may be by a patient care report 
filed with the receiving facility within 24 
hours of delivery of the patient that records 
the name of the patient, the date of the 
transport, and the relevant drugs and med-
ical supplies.] 

5. This restocking program does not apply 
to the restocking of ambulances that only 
provide non-emergency services or to the 
general stocking of an ambulance provider’s 
inventory. 

6. To ensure that Hospital X does not bill 
any Federal health care program for re-
stocked drugs or supplies for which a partici-
pating ambulance provider bills or is eligible 
to bill, all participating ambulance providers 
must notify Hospital X if they intend to sub-
mit claims for restocked drugs or supplies to 
any Federal health care program. Partici-
pating ambulance providers must agree to 
work with Hospital X to ensure that only 
one party bills for a particular restocked 
drug or supply. 

7. All participants in this ambulance re-
stocking arrangement that bill Federal 
health care programs for restocked drugs or 
supplies must comply with all applicable 
Federal program billing and claims filing 
rules and regulations. 

8. For further information about our re-
stocking program or to obtain a copy of this 
notice, please contact [name] at [telephone 
number]. 

Dated:llll 

/s/llll 

Appropriate officer or official 

[66 FR 62991, Dec. 4, 2001] 

Subpart D—Waivers and Effect of 
Exclusion 

§ 1001.1801 Waivers of exclusions. 

(a) The OIG has the authority to 
grant or deny a request from the ad-
ministrator of a Federal health care 
program (as defined in section 1128B(f) 
of the Act) that an exclusion from that 
program be waived with respect to an 
individual or entity, except that no 
waiver may be granted with respect to 
an exclusion under § 1001.101(b). The re-
quest must be in writing and from an 
individual directly responsible for ad-
ministering the Federal health care 
program. 

(b) With respect to exclusions under 
§ 1001.101(a), (c), or (d), a request from a 
Federal health care program for a 
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waiver of the exclusion will be consid-
ered only if the Federal health care 
program administrator determines 
that— 

(1) The individual or entity is the 
sole community physician or the sole 
source of essential specialized services 
in a community; and 

(2) The exclusion would impose a 
hardship on beneficiaries (as defined in 
section 1128A(i)(5) of the Act) of that 
program. 

(c) With respect to exclusions im-
posed under subpart C of this part, a 
request for waiver will only be granted 
if the OIG determines that imposition 
of the exclusion would not be in the 
public interest. 

(d) If the basis for the waiver ceases 
to exist, the waiver will be rescinded, 
and the individual or entity will be ex-
cluded for the period remaining on the 
exclusion, measured from the time the 
exclusion would have been imposed if 
the waiver had not been granted. 

(e) In the event a waiver is granted, 
it is applicable only to the program(s) 
for which waiver is requested. 

(f) The decision to grant, deny or re-
scind a request for a waiver is not sub-
ject to administrative or judicial re-
view. 

[57 FR 3330, Jan. 29, 1992, as amended at 82 
FR 4116, Jan. 12, 2017] 

§ 1001.1901 Scope and effect of exclu-
sion. 

(a) Scope of exclusion. Exclusions of 
individuals and entities under this title 
will be from Medicare, Medicaid and 
any of the other Federal health care 
programs, as defined in § 1001.2. 

(b) Effect of exclusion on excluded indi-
viduals and entities. (1) Unless and until 
an individual or entity is reinstated 
into the Medicare, Medicaid, and other 
Federal health care programs in ac-
cordance with subpart F of this part, 
no payment will be made by Medicare, 
including Medicare Advantage and Pre-
scription Drug Plans, Medicaid, or any 
other Federal health care program for 
any item or service furnished, on or 
after the effective date specified in the 
notice— 

(i) By an excluded individual or enti-
ty; or 

(ii) At the medical direction or on 
the prescription of a physician or an 

authorized individual who is excluded 
when the person furnishing such item 
or service knew, or had reason to 
know, of the exclusion. 

(2) This section applies regardless of 
whether an individual or entity has ob-
tained a program provider number or 
equivalent, either as an individual or 
as a member of a group, prior to being 
reinstated. 

(3) An excluded individual or entity 
may not take assignment of an enroll-
ee’s claim on or after the effective date 
of exclusion. 

(4) An excluded individual or entity 
that submits, or causes to be sub-
mitted, 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 and other provi-
sions. In addition, submitting claims, 
or causing claims to be submitted or 
payments to be made, for items or 
services furnished, ordered, or pre-
scribed, including administrative and 
management services or salary, may 
serve as the basis for denying rein-
statement to the programs. 

(c) Exceptions to paragraph (b)(1) of 
this section. (1) If an enrollee of Part B 
of Medicare submits an otherwise pay-
able claim for items or services fur-
nished by an excluded individual or en-
tity, or under the medical direction or 
on the prescription of an excluded phy-
sician or other authorized individual 
after the effective date of exclusion, 
CMS will pay the first claim submitted 
by the enrollee and immediately notify 
the enrollee of the exclusion. 

(2) CMS will not pay an enrollee for 
items or services furnished by an ex-
cluded individual or entity, or under 
the medical direction or on the pre-
scription of an excluded physician or 
other authorized individual more than 
15 days after the date on the notice to 
the enrollee, or after the effective date 
of the exclusion, whichever is later. 

(3) Unless the Secretary determines 
that the health and safety of bene-
ficiaries receiving services under Medi-
care, Medicaid or any of the other Fed-
eral health care programs warrants the 
exclusion taking effect earlier, pay-
ment may be made under such program 
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for up to 30 days after the effective 
date of the exclusion for— 

(i) Inpatient institutional services 
furnished to an individual who was ad-
mitted to an excluded institution be-
fore the date of the exclusion, 

(ii) Home health services and hospice 
care furnished to an individual under a 
plan of care established before the ef-
fective date of the exclusion, and 

(iii) Any health care items that are 
ordered by a practitioner, provider or 
supplier from an excluded manufac-
turer before the effective date of the 
exclusion and delivered within 30 days 
of the effective date of such exclusion. 
(For the period October 2, 1998, to Octo-
ber 4, 1999, payment may be made 
under Medicare or a State health care 
program for up to 60 days after the ef-
fective date of the exclusion for any 
health care items that are ordered by a 
practitioner, provider or supplier from 
an excluded manufacturer before the 
effective date of such exclusion and de-
livered within 60 days of the effect of 
the exclusion.) 

(4) CMS will not pay any claims sub-
mitted by, or for items or services or-
dered or prescribed by, an excluded pro-
vider for dates of service 15 days or 
more after the notice of the provider’s 
exclusion was mailed to the supplier. 

(5)(i) Notwithstanding the other pro-
visions of this section, payment may be 
made under Medicare, Medicaid or 
other Federal health care programs for 
certain emergency items or services 
furnished by an excluded individual or 
entity, or at the medical direction or 
on the prescription of an excluded phy-
sician or other authorized individual 
during the period of exclusion. To be 
payable, a claim for such emergency 
items or services must be accompanied 
by a sworn statement of the person fur-
nishing the items or services specifying 
the nature of the emergency and why 
the items or services could not have 
been furnished by an individual or enti-
ty eligible to furnish or order such 
items or services. 

(ii) Notwithstanding paragraph 
(c)(5)(i) of this section, no claim for 
emergency items or services will be 
payable if such items or services were 
provided by an excluded individual 
who, through an employment, contrac-
tual or any other arrangement, rou-

tinely provides emergency health care 
items or services. 

[57 FR 3330, Jan. 29, 1992, as amended at 60 
FR 32917, June 26, 1995; 63 FR 46690, Sept. 2, 
1998; 64 FR 39427, July 22, 1999; 82 FR 4116, 
Jan. 12, 2017] 

Subpart E—Notice and Appeals 

§ 1001.2001 Notice of intent to exclude. 

(a) Except as provided in paragraph 
(c) of this section, if the OIG proposes 
to exclude an individual or entity in 
accordance with subpart C of this part, 
or in accordance with subpart B of this 
part where the exclusion is for a period 
exceeding 5 years, it will send written 
notice of its intent, the basis for the 
proposed exclusion and the potential 
effect of an exclusion. Within 30 days of 
receipt of notice, which will be deemed 
to be 5 days after the date on the no-
tice, the individual or entity may sub-
mit documentary evidence and written 
argument concerning whether the ex-
clusion is warranted and any related 
issues. 

(b) If the OIG intends to exclude an 
individual or entity under the provi-
sions of § 1001.701, § 1001.801, or 
§ 1001.1552, in conjunction with the sub-
mission of documentary evidence and 
written argument, an individual or en-
tity may request an opportunity to 
present oral argument to an OIG offi-
cial. 

(c) Exception. If the OIG intends to 
exclude an individual or entity under 
the provisions of § 1001.901, § 1001.951, 
§ 1001.1301, § 1001.1401, § 1001.1601, or 
§ 1001.1701, paragraph (a) of this section 
will not apply. 

(d) If an entity has a provider agree-
ment under section 1866 of the Act, and 
the OIG proposes to terminate that 
agreement in accordance with section 
1866(b)(2)(C) of the Act, the notice pro-
vided for in paragraph (a) of this sec-
tion will so state. 

[63 FR 46690, Sept. 2, 1998, as amended at 63 
FR 57918, Oct. 29, 1998; 82 FR 4116, Jan. 12, 
2017] 

§ 1001.2002 Notice of exclusion. 

(a) Except as provided in § 1001.2003, if 
the OIG determines that exclusion is 
warranted, it will send a written notice 
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of this decision to the affected indi-
vidual or entity. 

(b) The exclusion will be effective 20 
days from the date of the notice. 

(c) The written notice will state— 
(1) The basis for the exclusion; 
(2) The length of the exclusion and, 

where applicable, the factors consid-
ered in setting the length; 

(3) The effect of the exclusion; 
(4) The earliest date on which the 

OIG will consider a request for rein-
statement; 

(5) The requirements and procedures 
for reinstatement; and 

(6) The appeal rights available to the 
excluded individual or entity. 

(d) Paragraph (b) of this section does 
not apply to exclusions imposed in ac-
cordance with § 1001.1301. 

(e) No later than 15 days prior to the 
final exhibit exchanges required under 
§ 1005.8 of this chapter, the OIG may 
amend its notice letter if information 
comes to light that justifies the impo-
sition of a different period of exclusion 
other than the one proposed in the 
original notice letter. 

[57 FR 3330, Jan. 29, 1992, as amended at 63 
FR 46690, Sept. 2, 1998] 

§ 1001.2003 Notice of proposal to ex-
clude. 

(a) Except as provided in paragraph 
(c) of this section, if the OIG proposes 
to exclude an individual or entity in 
accordance with § 1001.901, § 1001.951, 
§ 1001.1601, or § 1001.1701, it will send a 
written notice of proposal to exclude to 
the affected individual or entity. The 
written notice will provide the same 
information set forth in § 1001.2002(c). If 
an entity has a provider agreement 
under section 1866 of the Act, and the 
OIG also proposes to terminate that 
agreement in accordance with section 
1866(b)(2)(C) of the Act, the notice will 
so indicate. The exclusion will be effec-
tive 60 days after the receipt of the no-
tice (as defined in § 1005.2 of this chap-
ter) unless, within that period, the in-
dividual or entity files a written re-
quest for a hearing in accordance with 
part 1005 of this chapter. Such request 
must set forth— 

(1) The specific issues or statements 
in the notice with which the individual 
or entity disagrees; 

(2) The basis for that disagreement; 

(3) The defenses on which reliance is 
intended; 

(4) Any reasons why the proposed 
length of exclusion should be modified; 
and 

(5) Reasons why the health or safety 
of individuals receiving services under 
Medicare or any of the State health 
care programs does not warrant the ex-
clusion going into effect prior to the 
completion of an administrative law 
judge (ALJ) proceeding in accordance 
with part 1005 of this chapter. 

(b) If the individual or entity makes 
a timely written request for a hearing 
and the OIG has determined that the 
health or safety of individuals receiv-
ing services under Medicare or any of 
the State health care programs does 
not warrant immediate exclusion, an 
exclusion will only go into effect as of 
the date of the ALJ’s decision, if the 
ALJ upholds the decision to exclude. 

(c) If, prior to issuing a notice of pro-
posal to exclude under paragraph (a) of 
this section, the OIG determines that 
the health or safety of individuals re-
ceiving services under Medicare or any 
of the State health care programs war-
rants the exclusion taking place prior 
to the completion of an ALJ pro-
ceeding in accordance with part 1005 of 
this chapter, the OIG will proceed 
under §§ 1001.2001 and 1001.2002. 

[57 FR 3330, Jan. 29, 1992, as amended at 63 
FR 46690, Sept. 2, 1998; 65 FR 24414, Apr. 26, 
2000; 82 FR 4116, Jan. 12, 2017] 

§ 1001.2004 Notice to State agencies. 
HHS will promptly notify each appro-

priate State agency administering or 
supervising the administration of each 
State health care program of: 

(a) The facts and circumstances of 
each exclusion, and 

(b) The period for which the State 
agency is being directed to exclude the 
individual or entity. 

§ 1001.2005 Notice to State licensing 
agencies. 

(a) HHS will promptly notify the ap-
propriate State(s) or local agencies or 
authorities having responsibility for 
the licensing or certification of an in-
dividual or entity excluded (or directed 
to be excluded) from participation of 
the facts and circumstances of the ex-
clusion. 
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(b) HHS will request that appropriate 
investigations be made and sanctions 
invoked in accordance with applicable 
State law and policy, and will request 
that the State or local agency or au-
thority keep the Secretary and the OIG 
fully and currently informed with re-
spect to any actions taken in response 
to the request. 

§ 1001.2006 Notice to others regarding 
exclusion. 

(a) HHS will give notice of the exclu-
sion and the effective date to the pub-
lic, to beneficiaries (in accordance with 
§ 1001.1901(c)), and, as appropriate, to— 

(1) Any entity in which the excluded 
individual is known to be serving as an 
employee, administrator, operator, or 
in which the individual is serving in 
any other capacity and is receiving 
payment for providing services (The 
lack of this notice will not affect 
CMS’s ability to deny payment for 
services); 

(2) State Medicaid Fraud Control 
Units; 

(3) Utilization and Quality Control 
Quality Improvement Organizations; 

(4) Hospitals, skilled nursing facili-
ties, home health agencies and health 
maintenance organizations; 

(5) Medical societies and other pro-
fessional organizations; 

(6) Contractors, health care prepay-
ment plans, private insurance compa-
nies and other affected agencies and or-
ganizations; 

(7) The State and Area Agencies on 
Aging established under title III of the 
Older Americans Act; 

(8) The National Practitioner Data 
Bank. 

(9) Other Departmental operating di-
visions, Federal agencies, and other 
agencies or organizations, as appro-
priate. 

(b) In the case of an exclusion under 
§ 1001.101 of this chapter, if section 
304(a)(5) of the Controlled Substances 
Act (21 U.S.C. 824(a)(5)) applies, HHS 
will give notice to the Attorney Gen-
eral of the United States of the facts 
and circumstances of the exclusion and 
the length of the exclusion. 

[57 FR 3330, Jan. 29, 1992, as amended at 63 
FR 46690, Sept. 2, 1998] 

§ 1001.2007 Appeal of exclusions. 

(a)(1) Except as provided in § 1001.2003, 
an individual or entity excluded under 
this part may file a request for a hear-
ing before an ALJ only on the issues of 
whether: 

(i) The basis for the imposition of the 
sanction exists, and 

(ii) The length of exclusion is unrea-
sonable. 

(2) When the OIG imposes an exclu-
sion under subpart B of this part for a 
period of 5 years, paragraph (a)(1)(ii) of 
this section will not apply. 

(3) The request for a hearing should 
contain the information set forth in 
§ 1005.2(d) of this chapter. 

(b) The excluded individual or entity 
has 60 days from the receipt of notice 
of exclusion provided for in § 1001.2002 
to file a request for such a hearing. 

(c) The standard of proof at a hearing 
is preponderance of the evidence. 

(d) When the exclusion is based on 
the existence of a criminal conviction 
or a civil judgment imposing liability 
by Federal, State or local court, a de-
termination by another Government 
agency, or any other prior determina-
tion where the facts were adjudicated 
and a final decision was made, the 
basis for the underlying conviction, 
civil judgment or determination is not 
reviewable and the individual or entity 
may not collaterally attack it either 
on substantive or procedural grounds 
in this appeal. 

(e) The procedures in part 1005 of this 
chapter will apply to the appeal. 

[57 FR 3330, Jan. 29, 1992, as amended at 67 
FR 11935, Mar. 18, 2002] 

Subpart F—Reinstatement into the 
Programs 

§ 1001.3001 Timing and method of re-
quest for reinstatement. 

(a)(1) Except as provided in para-
graph (a)(2) of this section or in 
§ 1001.501(b)(2), § 1001.501(c), or 
§ 1001.601(b)(4), an excluded individual 
or entity (other than those excluded in 
accordance with §§ 1001.1001 and 
1001.1501) may submit a written request 
for reinstatement to the OIG only after 
the date specified in the notice of ex-
clusion. Obtaining a program provider 
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number or equivalent does not rein-
state eligibility. 

(2) An entity excluded under 
§ 1001.1001 may apply for reinstatement 
prior to the date specified in the notice 
of exclusion by submitting a written 
request for reinstatement that includes 
documentation demonstrating that the 
standards set forth in § 1001.3002(c) have 
been met. 

(b) Upon receipt of a written request, 
the OIG will require the requestor to 
furnish specific information and au-
thorization to obtain information from 
private health insurers, peer review 
bodies, probation officers, professional 
associates, investigative agencies and 
such others as may be necessary to de-
termine whether reinstatement should 
be granted. 

(c) Failure to furnish the required in-
formation or authorization will result 
in the continuation of the exclusion. 

(d) If a period of exclusion is reduced 
on appeal (regardless of whether fur-
ther appeal is pending), the individual 
or entity may request reinstatement 
once the reduced exclusion period ex-
pires. 

[57 FR 3330, Jan. 29, 1992, as amended at 63 
FR 46691, Sept. 2, 1998; 82 FR 4117, Jan. 12, 
2017] 

§ 1001.3002 Basis for reinstatement. 
(a) The OIG will authorize reinstate-

ment if it determines that— 
(1) The period of exclusion has ex-

pired; 
(2) There are reasonable assurances 

that the types of actions that formed 
the basis for the original exclusion 
have not recurred and will not recur; 
and 

(3) There is no additional basis under 
sections 1128(a) or (b) or 1128A of the 
Act for continuation of the exclusion. 

(b) In making the reinstatement de-
termination described in paragraph (a) 
of this section, the OIG will consider— 

(1) Conduct of the individual or enti-
ty occurring prior to the date of the 
notice of exclusion, if not known to the 
OIG at the time of the exclusion; 

(2) Conduct of the individual or enti-
ty after the date of the notice of exclu-
sion; 

(3) Whether all fines and all debts due 
and owing (including overpayments) to 
any Federal, State, or local govern-

ment that relate to Medicare, Med-
icaid, and all other Federal health care 
programs have been paid or satisfac-
tory arrangements have been made to 
fulfill obligations; 

(4) Whether CMS has determined that 
the individual or entity complies with, 
or has made satisfactory arrangements 
to fulfill, all the applicable conditions 
of participation or supplier conditions 
for coverage under the statutes and 
regulations; 

(5) Whether the individual or entity 
has, during the period of exclusion, 
submitted claims, or caused claims to 
be submitted or payment to be made by 
any Federal health care program, for 
items or services the excluded party 
furnished, ordered, or prescribed, in-
cluding health care administrative 
services. This section applies regard-
less of whether an individual or entity 
has obtained a program provider num-
ber or equivalent, either as an indi-
vidual or as a member of a group, prior 
to being reinstated; and 

(c) If the OIG determines that the 
criteria in paragraphs (a)(2) and (3) of 
this section have been met, an entity 
excluded in accordance with § 1001.1001 
will be reinstated upon a determina-
tion by the OIG that the individual 
whose conviction, exclusion, or civil 
money penalty was the basis for the 
entity’s exclusion— 

(1) Has properly reduced his or her 
ownership or control interest in the en-
tity below 5 percent; 

(2) Is no longer an officer, director, 
agent or managing employee of the en-
tity; or 

(3) Has been reinstated in accordance 
with paragraph (a) of this section or 
§ 1001.3005. 

(d) Reinstatement will not be effec-
tive until the OIG grants the request 
and provides notice under § 1001.3003(a) 
of this part. Reinstatement will be ef-
fective as provided in the notice. 

(e) A determination with respect to 
reinstatement is not appealable or re-
viewable except as provided in 
§ 1001.3004. 

(f) An ALJ may not require rein-
statement of an individual or entity in 
accordance with this chapter. 

[57 FR 3330, Jan. 29, 1992, as amended at 63 
FR 46691, Sept. 2, 1998; 64 FR 39427, July 22, 
1999; 82 FR 4117, Jan. 12, 2017] 
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§ 1001.3003 Approval of request for re-
instatement. 

(a) If the OIG grants a request for re-
instatement, the OIG will— 

(1) Give written notice to the ex-
cluded individual or entity specifying 
the date of reinstatement; 

(2) Notify CMS of the date of the in-
dividual’s or entity’s reinstatement; 

(3) Notify appropriate Federal and 
State agencies that administer health 
care programs that the individual or 
entity has been reinstated into all Fed-
eral health care programs; and 

(4) To the extent applicable, give no-
tice to others that were originally no-
tified of the exclusion. 

(b) A determination by the OIG to re-
instate an individual or entity has no 
effect if a Federal health care program 
has imposed a longer period of exclu-
sion under its own authorities. 

[64 FR 39428, July 22, 1999] 

§ 1001.3004 Denial of request for rein-
statement. 

(a) If a request for reinstatement is 
denied, OIG will give written notice to 
the requesting individual or entity. 
Within 30 days of the date on the no-
tice, the excluded individual or entity 
may submit: 

(1) Documentary evidence and writ-
ten argument against the continued ex-
clusion, 

(2) A written request to present writ-
ten evidence and oral argument to an 
OIG official, or 

(3) Both documentary evidence and a 
written request. 

(b) After evaluating any additional 
evidence submitted by the excluded in-
dividual or entity (or at the end of the 
30-day period, if none is submitted), the 
OIG will send written notice either 
confirming the denial, and indicating 
that a subsequent request for rein-
statement will not be considered until 
at least one year after the date of de-
nial, or approving the request con-
sistent with the procedures set forth in 
§ 1001.3003(a). 

(c) The decision to deny reinstate-
ment will not be subject to administra-
tive or judicial review. 

§ 1001.3005 Withdrawal of exclusion 
for reversed or vacated decisions. 

(a) An exclusion will be withdrawn 
and an individual or entity will be rein-
stated into Medicare, Medicaid, and 
other Federal health care programs 
retroactive to the effective date of the 
exclusion when such exclusion is based 
on— 

(1) A conviction that is reversed or 
vacated on appeal; 

(2) An action by another agency, such 
as a State agency or licensing board, 
that is reversed or vacated on appeal; 
or 

(3) An OIG exclusion action that is 
reversed or vacated at any stage of an 
individual’s or entity’s administrative 
appeal process. 

(b) If an individual or entity is rein-
stated in accordance with paragraph 
(a) of this section, CMS and other Fed-
eral health care programs will make 
payment for services covered under 
such program that were furnished or 
performed during the period of exclu-
sion. 

(c) The OIG will give notice of a rein-
statement under this section in accord-
ance with § 1001.3003(a). 

(d) An action taken by the OIG under 
this section will not require any other 
Federal health care program to rein-
state the individual or entity if such 
program has imposed an exclusion 
under its own authority. 

(e) If an action which results in the 
retroactive reinstatement of an indi-
vidual or entity is subsequently over-
turned, the OIG may reimpose the ex-
clusion for the initial period of time, 
less the period of time that was served 
prior to the reinstatement of the indi-
vidual or entity. 

[57 FR 3330, Jan. 29, 1992, as amended at 64 
FR 39428, July 22, 1999; 67 FR 11935, Mar. 18, 
2002; 82 FR 4117, Jan. 12, 2017] 

PART 1002—PROGRAM INTEG-
RITY—STATE-INITIATED EXCLU-
SIONS FROM MEDICAID 

Subpart A—General Provisions 

Sec. 
1002.1 Basis and scope. 
1002.2 Other applicable regulations. 
1002.3 General authority. 

VerDate Sep<11>2014 10:17 Nov 12, 2021 Jkt 253197 PO 00000 Frm 01087 Fmt 8010 Sfmt 8010 Q:\42\42V5.TXT PC31kp
ay

ne
 o

n 
V

M
O

F
R

W
IN

70
2 

w
ith

 $
$_

JO
B



1078 

42 CFR Ch. V (10–1–21 Edition) § 1002.1 

1002.4 Disclosure by providers and State 
Medicaid agencies. 

1002.5 State plan requirement. 
1002.6 Payment prohibitions. 

Subpart B—State Exclusion of Certain 
Managed Care Entities 

1002.203 State exclusion of certain managed 
care entities. 

Subpart C—Procedures for State-Initiated 
Exclusions 

1002.210 General authority. 
1002.211 [Reserved] 
1002.212 State agency notifications. 
1002.213 Appeals of exclusions. 
1002.214 Basis for reinstatement after State 

agency-initiated exclusion. 
1002.215 Action on request for reinstate-

ment. 

Subpart D—Notification to OIG of State or 
Local Convictions of Crimes Against 
Medicaid 

1002.230 Notification of State or local con-
victions of crimes against Medicaid. 

AUTHORITY: 42 U.S.C. 1302, 1320a–3, 1320a–5, 
1320a–7, 1396(a)(4)(A), 1396a(p), 1396a(a)(39), 
1396a(a)(41), and 1396b(i)(2). 

SOURCE: 57 FR 3343, Jan. 29, 1992, unless 
otherwise noted. 

Subpart A—General Provisions 
§ 1002.1 Basis and scope. 

(a) Statutory basis. This part imple-
ments sections 1902(a)(4), 1902(a)(39), 
1902(a)(41), 1902(p), 1903(i)(2), 1124, 1126, 
and 1128 of the Act. 

(1) Under authority of section 
1902(a)(4) of the Act, this part sets 
forth methods of administration and 
procedures the State agency must fol-
low to exclude a provider from partici-
pation in the State Medicaid program. 
State-initiated exclusion from Med-
icaid may lead to OIG exclusion from 
all Federal health care programs. 

(2) Under authority of sections 1124 
and 1126 of the Act, this part requires 
the Medicaid agency to obtain and dis-
close to the OIG certain provider own-
ership and control information, along 
with actions taken on a provider’s ap-
plication to participate in the program. 

(3) Under authority of sections 
1902(a)(41) and 1128 of the Act, this part 
requires the State agency to notify the 
OIG of sanctions and other actions the 

State takes to limit a provider’s par-
ticipation in Medicaid. 

(4) Section 1902(p) of the Act permits 
the State to exclude an individual or 
entity from Medicaid for any reason 
the Secretary can exclude and requires 
the State to exclude certain managed 
care entities that could be excluded by 
the OIG. 

(5) Sections 1902(a)(39) and 1903(i)(2) 
of the Act prohibit State payments to 
providers and deny Federal financial 
participation (FFP) in State expendi-
tures for items or services furnished by 
an individual or entity that has been 
excluded by the OIG from participation 
in Federal health care programs. 

(b) Scope. This part specifies certain 
bases upon which the State may or, in 
some cases, must exclude an individual 
or entity from participation in the 
Medicaid program and the administra-
tive procedures the State must follow 
to do so. These regulations specifically 
address the authority of State agencies 
to exclude on their own initiative, re-
gardless of whether the OIG has ex-
cluded an individual or entity under 
part 1001 of this chapter. In addition, 
this part delineates the States’ obliga-
tion to obtain certain information 
from Medicaid providers and to inform 
the OIG of information received and ac-
tions taken. 

[82 FR 4117, Jan. 12, 2017] 

§ 1002.2 Other applicable regulations. 
(a) Part 455, subpart B, of this title 

sets forth requirements for disclosure 
of ownership and control information 
to the State Medicaid agency by pro-
viders and fiscal agents. 

(b) Part 438, subpart J, of this title 
sets forth payment and exclusion re-
quirements specific to Medicaid man-
aged care organizations. 

[82 FR 4118, Jan. 12, 2017] 

§ 1002.3 General authority. 
(a) In addition to any other authority 

it may have, a State may exclude an 
individual or entity from participation 
in the Medicaid program for any reason 
for which the Secretary could exclude 
that individual or entity from partici-
pation in Federal health care programs 
under sections 1128, 1128A, or 1866(b)(2) 
of the Act. 
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(b) Nothing contained in this part 
should be construed to limit a State’s 
own authority to exclude an individual 
or entity from Medicaid for any reason 
or period authorized by State law. 

[57 FR 3343, Jan. 29, 1992, as amended at 64 
FR 39428, July 22, 1999. Redesignated and 
amended at 82 FR 4118, Jan. 12, 2017] 

§ 1002.4 Disclosure by providers and 
State Medicaid agencies. 

(a) Information that must be disclosed. 
Before the Medicaid agency enters into 
or renews a provider agreement, or at 
any time upon written request by the 
Medicaid agency, the provider must 
disclose to the Medicaid agency the 
identity of any person described in 
§ 1001.1001(a)(1) of this chapter. 

(b) Notification to Inspector General. (1) 
The Medicaid agency must notify the 
Inspector General of any disclosures 
made under paragraph (a) of this sec-
tion within 20 working days from the 
date it receives the information. 

(2) The agency must promptly notify 
the Inspector General of any action it 
takes on the provider’s application for 
participation in the program. 

(3) The agency must also promptly 
notify the Inspector General of any ac-
tion it takes to limit the ability of an 
individual or entity to participate in 
its program, regardless of what such an 
action is called. This includes, but is 
not limited to, suspension actions, set-
tlement agreements and situations 
where an individual or entity volun-
tarily withdraws from the program to 
avoid a formal sanction. 

(c) Denial or termination of provider 
participation. (1) The Medicaid agency 
may refuse to enter into or renew an 
agreement with a provider if any per-
son who has an ownership or control 
interest, or who is an agent or man-
aging employee of the provider, in the 
provider has been convicted of a crimi-
nal offense related to that person’s in-
volvement in any program established 
under Medicare, Medicaid, Title V, 
Title XX, or Title XXI of the Act. 

(2) The Medicaid agency may refuse 
to enter into, or terminate, a provider 
agreement if it determines that the 
provider did not fully and accurately 

make any disclosure required under 
paragraph (a) of this section. 

[57 FR 3343, Jan. 29, 1992, as amended at 63 
FR 46691, Sept. 2, 1998. Redesignated and 
amended at 82 FR 4118, Jan. 12, 2017] 

§ 1002.5 State plan requirement. 
The plan must provide that the re-

quirements of this subpart are met. 
However, the provisions of these regu-
lations are minimum requirements. 
The agency may impose broader sanc-
tions if it has the authority to do so 
under State law. 

[57 FR 3343, Jan. 29, 1992. Redesignated at 82 
FR 4118, Jan. 12, 2017] 

§ 1002.6 Payment prohibitions. 
(a) Denial of payment by State agen-

cies. Except as provided for in 
§ 1001.1901(c)(3), (4) and (5)(i) of this 
chapter, no payment may be made by 
the State agency for any item or serv-
ice furnished on or after the effective 
date specified in the notice: 

(1) By an individual or entity ex-
cluded by the OIG or 

(2) At the medical direction or on the 
prescription of a physician or other au-
thorized individual who is excluded by 
the OIG when a person furnishing such 
item or service knew, or had reason to 
know, of the exclusion. 

(b) Denial of Federal financial partici-
pation (FFP). FFP is not available for 
any item or service for which the State 
agency is required to deny payment 
under paragraph (a) of this section. 
FFP will be available for items and 
services furnished after the excluded 
individual or entity is reinstated in the 
Medicaid program. 

[82 FR 4118, Jan. 12, 2017] 

Subpart B—State Exclusion of 
Certain Managed Care Entities 

§ 1002.203 State exclusion of certain 
managed care entities. 

(a) The State agency, in order to re-
ceive FFP, must provide that it will 
exclude from participation any man-
aged care organization (as defined in 
section 1903(m) of the Act) or entity 
furnishing services under a waiver ap-
proved under section 1915(b)(1) of the 
Act, if such organization or entity— 
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(1) Has a prohibited ownership or 
control relationship with any indi-
vidual or entity that could subject the 
managed care organization or entity to 
exclusion under § 1001.1001 or § 1001.1551 
of this chapter or 

(2) Has, directly or indirectly, a sub-
stantial contractual relationship with 
an individual or entity that could be 
excluded under § 1001.1001 or § 1001.1551 
of this chapter. 

(b) As used in this section, the term— 
Exclude includes the refusal to enter 

into or renew a participation agree-
ment or the termination of such an 
agreement. 

Substantial contractual relationship is 
one in which the sanctioned individual 
described in § 1001.1001 of this chapter 
has direct or indirect business trans-
actions with the organization or entity 
that, in any fiscal year, amount to 
more than $25,000 or 5 percent of the or-
ganization’s or entity’s total operating 
expenses, whichever is less. Business 
transactions include, but are not lim-
ited to, contracts, agreements, pur-
chase orders, or leases to obtain serv-
ices, supplies, equipment, space or sal-
aried employment. 

[57 FR 3343, Jan. 29, 1992, as amended at 63 
FR 46691, Sept. 2, 1998; 82 FR 4118, Jan. 12, 
2017] 

Subpart C—Procedures for State- 
Initiated Exclusions 

§ 1002.210 General authority. 
The State agency must have adminis-

trative procedures in place that enable 
it to exclude an individual or entity for 
any reason for which the Secretary 
could exclude such individual or entity 
under parts 1001 or 1003 of this chapter. 
The period of such exclusion is at the 
discretion of the State agency. 

§ 1002.211 [Reserved] 

§ 1002.212 State agency notifications. 
When the State agency initiates an 

exclusion under § 1002.210, it must pro-
vide to the individual or entity subject 
to the exclusion notification consistent 
with that required in subpart E of part 
1001 of this chapter, and must notify 
other State agencies, the State med-
ical licensing board (where applicable), 
the public, beneficiaries, and others as 

provided in §§ 1001.2005 and 1001.2006 of 
this chapter. 

§ 1002.213 Appeals of exclusions. 

Before imposing an exclusion under 
§ 1002.210, the State agency must give 
the individual or entity the oppor-
tunity to submit documents and writ-
ten argument against the exclusion. 
The individual or entity must also be 
given any additional appeals rights 
that would otherwise be available 
under procedures established by the 
State. 

§ 1002.214 Basis for reinstatement 
after State agency-initiated exclu-
sion. 

(a) The provisions of this section and 
§ 1002.215 apply to the reinstatement in 
the Medicaid program of all individuals 
or entities excluded in accordance with 
§ 1002.210, if a State affords reinstate-
ment opportunity to those excluded 
parties. 

(b) An individual or entity who has 
been excluded from Medicaid may be 
reinstated only by the Medicaid agency 
that imposed the exclusion. 

(c) An individual or entity may sub-
mit to the State agency a request for 
reinstatement at any time after the 
date specified in the notice of exclu-
sion. 

§ 1002.215 Action on request for rein-
statement. 

(a) The State agency may grant rein-
statement only if it is reasonably cer-
tain that the types of actions that 
formed the basis for the original exclu-
sion have not recurred and will not 
recur. In making this determination, 
the agency will consider, in addition to 
any factors set forth in State law— 

(1) The conduct of the individual or 
entity occurring prior to the date of 
the notice of exclusion, if not known to 
the agency at the time of the exclu-
sion; 

(2) The conduct of the individual or 
entity after the date of the notice of 
exclusion; and 

(3) Whether all fines, and all debts 
due and owing (including overpay-
ments) to any Federal, State or local 
government that relate to Medicare or 
any of the State health care programs, 

VerDate Sep<11>2014 10:17 Nov 12, 2021 Jkt 253197 PO 00000 Frm 01090 Fmt 8010 Sfmt 8010 Q:\42\42V5.TXT PC31kp
ay

ne
 o

n 
V

M
O

F
R

W
IN

70
2 

w
ith

 $
$_

JO
B



1081 

Office of Inspector General—Health Care, HHS Pt. 1003 

have been paid, or satisfactory ar-
rangements have been made, that ful-
fill these obligations. 

(b) Notice of action on request for re-
instatement. (1) If the State agency ap-
proves the request for reinstatement, it 
must give written notice to the ex-
cluded party, and to all others who 
were informed of the exclusion in ac-
cordance with § 1002.212, specifying the 
date on which Medicaid program par-
ticipation may resume. 

(2) If the State agency does not ap-
prove the request for reinstatement, it 
will notify the excluded party of its de-
cision. Any appeal of a denial of rein-
statement will be in accordance with 
State procedures and need not be sub-
ject to administrative or judicial re-
view, unless required by State law. 

Subpart D—Notification to OIG of 
State or Local Convictions of 
Crimes Against Medicaid 

§ 1002.230 Notification of State or local 
convictions of crimes against Med-
icaid. 

(a) The State agency must notify the 
OIG whenever a State or local court 
has convicted an individual who is re-
ceiving reimbursement under Medicaid 
of a criminal offense related to partici-
pation in the delivery of health care 
items or services under the Medicaid 
program, except where the State Med-
icaid Fraud Control Unit (MFCU) has 
so notified the OIG. 

(b) If the State agency was involved 
in the investigation or prosecution of 
the case, it must send notice within 15 
days after the conviction. 

(c) If the State agency was not so in-
volved, it must give notice within 15 
days after it learns of the conviction. 

PART 1003—CIVIL MONEY PEN-
ALTIES, ASSESSMENTS AND EX-
CLUSIONS 

Subpart A—General Provisions 

Sec. 
1003.100 Basis and purpose. 
1003.110 Definitions. 
1003.120 Liability for penalties and assess-

ments. 
1003.130 Assessments. 

1003.140 Determinations regarding the 
amount of penalties and assessments and 
the period of exclusion. 

1003.150 Delegation of authority. 
1003.160 Waiver of exclusion. 

Subpart B—CMPs, Assessments, and Exclu-
sions for False or Fraudulent Claims 
and Other Similar Misconduct 

1003.200 Basis for civil money penalties, as-
sessments, and exclusions. 

1003.210 Amount of penalties and assess-
ments. 

1003.220 Determinations regarding the 
amount of penalties and assessments and 
the period of exclusion. 

Subpart C—CMPs, Assessments, and Ex-
clusions for Anti-Kickback and Physi-
cian Self-Referral Violations 

1003.300 Basis for civil money penalties, as-
sessments, and exclusions. 

1003.310 Amount of penalties and assess-
ments. 

1003.320 Determinations regarding the 
amount of penalties and assessments and 
the period of exclusion. 

Subpart D—CMPs and Assessments for 
Contracting Organization Misconduct 

1003.400 Basis for civil money penalties and 
assessments. 

1003.410 Amount of penalties and assess-
ments for Contracting Organizations. 

1003.420 Determinations regarding the 
amount of penalties and assessments. 

Subpart E—CMPs and Exclusions for 
EMTALA Violations 

1003.500 Basis for civil money penalties and 
exclusions. 

1003.510 Amount of penalties. 
1003.520 Determinations regarding the 

amount of penalties and the period of ex-
clusion. 

Subpart F—CMPs for Section 1140 
Violations 

1003.600 Basis for civil money penalties. 
1003.610 Amount of penalties. 
1003.620 Determinations regarding the 

amount of penalties. 

Subpart G [Reserved] 

Subpart H—CMPs for Adverse Action 
Reporting and Disclosure Violations 

1003.800 Basis for civil money penalties. 
1003.810 Amount of penalties. 
1003.820 Determinations regarding the 

amount of penalties. 
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Subpart I—CMPs for Select Agent Program 
Violations 

1003.900 Basis for civil money penalties. 
1003.910 Amount of penalties. 
1003.920 Determinations regarding the 

amount of penalties. 

Subpart J—CMPs, Assessments, and Exclu-
sions for Beneficiary Inducement Vio-
lations 

1003.1000 Basis for civil money penalties, as-
sessments, and exclusions. 

1003.1010 Amount of penalties and assess-
ments. 

1003.1020 Determinations regarding the 
amount of penalties and assessments and 
the period of exclusion. 

Subpart K—CMPs for the Sale of Medicare 
Supplemental Policies 

1003.1100 Basis for civil money penalties. 
1003.1110 Amount of penalties. 
1003.1120 Determinations regarding the 

amount of penalties. 

Subpart L—CMPs for Drug Price Reporting 

1003.1200 Basis for civil money penalties. 
1003.1210 Amount of penalties. 
1003.1220 Determinations regarding the 

amount of penalties. 

Subpart M—CMPs for Notifying a Skilled 
Nursing Facility, Nursing Facility, Home 
Health Agency, or Community Care 
Setting of a Survey 

1003.1300 Basis for civil money penalties. 
1003.1310 Amount of penalties. 
1003.1320 Determinations regarding the 

amount of penalties. 

Subpart N [Reserved] 

Subpart O—Procedures for the Imposition 
of CMPs, Assessments, and Exclusions 

1003.1500 Notice of proposed determination. 
1003.1510 Failure to request a hearing. 
1003.1520 Collateral estoppel. 
1003.1530 Settlement. 
1003.1540 Judicial review. 
1003.1550 Collection of penalties and assess-

ments. 
1003.1560 Notice to other agencies. 
1003.1570 Limitations. 
1003.1580 Statistical sampling. 
1003.1590 Effect of exclusion. 
1003.1600 Reinstatement. 

AUTHORITY: 42 U.S.C. 262a, 1302, 1320–7, 
1320a–7a, 1320b–10, 1395u(j), 1395u(k), 1395cc(j), 
1395w–141(i)(3), 1395dd(d)(1), 1395mm, 
1395nn(g), 1395ss(d), 1396b(m), 11131(c), and 
11137(b)(2). 

SOURCE: 51 FR 34777, Sept. 30, 1986, unless 
otherwise noted. 

Subpart A—General Provisions 
§ 1003.100 Basis and purpose. 

(a) Basis. This part implements sec-
tions 1128(c), 1128A, 1140, 1819(b)(3)(B), 
1819(g)(2)(A), 1857(g)(2)(A), 1860D– 
12(b)(3)(E), 1860D–31(i)(3), 1862(b)(3)(C), 
1867(d)(1), 1876(i)(6), 1877(g), 1882(d), 
1891(c)(1); 1903(m)(5), 1919(b)(3)(B), 
1919(g)(2)(A), 1927(b)(3)(B), 1927(b)(3)(C), 
and 1929(i)(3) of the Social Security 
Act; sections 421(c) and 427(b)(2) of Pub-
lic Law 99–660; and section 201(i) of 
Public Law 107–188 (42 U.S.C. 1320a–7(c), 
1320a–7a, 1320b–10, 1395i–3(b)(3)(B), 1395i– 
3(g)(2)(A), 1395w–27(g)(2)(A), 1395w– 
112(b)(3)(E), 1395w–141(i)(3), 
1395y(b)(3)(B), 1395dd(d)(1), 
1395mm(i)(6), 1395nn(g), 1395ss(d), 
1395bbb(c)(1), 1396b(m)(5), 1396r(b)(3)(B), 
1396r(g)(2)(A), 1396r–8(b)(3)(B), 1396r– 
8(b)(3)(C), 1396t(i)(3), 11131(c), 
11137(b)(2), and 262a(i)). 

(b) Purpose. This part— 
(1) Provides for the imposition of 

civil money penalties and, as applica-
ble, assessments and exclusions against 
persons who have committed an act or 
omission that violates one or more pro-
visions of this part and 

(2) Sets forth the appeal rights of per-
sons subject to a penalty, assessment, 
and exclusion. 

[81 FR 88354, Dec. 7, 2016] 

§ 1003.110 Definitions. 
For purposes of this part: 
Assessment means the amounts de-

scribed in this part and includes the 
plural of that term. 

Claim means an application for pay-
ment for an item or service under a 
Federal health care program. 

Contracting organization means a pub-
lic or private entity, including a health 
maintenance organization, Medicare 
Advantage organization, Prescription 
Drug Plan sponsor, or other organiza-
tion that has contracted with the De-
partment or a State to furnish, or oth-
erwise pay for, items and services to 
Medicare or Medicaid beneficiaries pur-
suant to sections 1857, 1860D–12, 1876(b), 
or 1903(m) of the Act. 

Enrollee means an individual who is 
eligible for Medicare or Medicaid and 
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who enters into an agreement to re-
ceive services from a contracting orga-
nization. 

Items and services or items or services 
includes without limitation, any item, 
device, drug, biological, supply, or 
service (including management or ad-
ministrative services), including, but 
not limited to, those that are listed in 
an itemized claim for program pay-
ment or a request for payment; for 
which payment is included in any Fed-
eral or State health care program re-
imbursement method, such as a pro-
spective payment system or managed 
care system; or that are, in the case of 
a claim based on costs, required to be 
entered in a cost report, books of ac-
count, or other documents supporting 
the claim (whether or not actually en-
tered). 

Knowingly means that a person, with 
respect to an act, has actual knowledge 
of the act, acts in deliberate ignorance 
of the act, or acts in reckless disregard 
of the act, and no proof of specific in-
tent to defraud is required. 

Material means having a natural 
tendency to influence, or be capable of 
influencing, the payment or receipt of 
money or property. 

Maternal and Child Health Services 
Block Grant program means the program 
authorized under Title V of the Act. 

Medical malpractice claim or action 
means a written complaint or claim de-
manding payment based on a physi-
cian’s, dentist’s, or other health care 
practitioner’s provision of, or failure to 
provide, health care services and in-
cludes the filing of a cause of action 
based on the law of tort brought in any 
State or Federal court or other adju-
dicative body. 

Non-separately-billable item or service 
means an item or service that is a com-
ponent of, or otherwise contributes to 
the provision of, an item or a service, 
but is not itself a separately billable 
item or service. 

Overpayment means any funds that a 
person receives or retains under Medi-
care or Medicaid to which the person, 
after applicable reconciliation, is not 
entitled under such program. 

Participating hospital means either a 
hospital or a critical access hospital, as 
defined in section 1861(mm)(1) of the 
Act, that has entered into a Medicare 

provider agreement under section 1866 
of the Act. 

Penalty means the amount described 
in this part and includes the plural of 
that term. 

Person means an individual, trust or 
estate, partnership, corporation, pro-
fessional association or corporation, or 
other entity, public or private. 

Physician incentive plan means any 
compensation arrangement between a 
contracting organization and a physi-
cian or physician group that may di-
rectly or indirectly have the effect of 
reducing or limiting services provided 
with respect to enrollees in the organi-
zation. 

Preventive care, for purposes of the 
definition of the term Remuneration as 
set forth in this section and the pre-
ventive care exception to section 231(h) 
of HIPAA, means any service that— 

(1) Is a prenatal service or a post- 
natal well-baby visit or is a specific 
clinical service described in the cur-
rent U.S. Preventive Services Task 
Force’s Guide to Clinical Preventive Serv-
ices, and 

(2) Is reimbursable in whole or in 
part by Medicare or an applicable 
State health care program. 

Reasonable request, with respect to 
§ 1003.200(b)(10), means a written re-
quest, signed by a designated rep-
resentative of the OIG and made by a 
properly identified agent of the OIG 
during reasonable business hours. The 
request will include: A statement of 
the authority for the request, the per-
son’s rights in responding to the re-
quest, the definition of ‘‘reasonable re-
quest’’ and ‘‘failure to grant timely ac-
cess’’ under part 1003, the deadline by 
which the OIG requests access, and the 
amount of the civil money penalty or 
assessment that could be imposed and 
the effective date, length, and scope 
and effect of the exclusion that would 
be imposed for failure to comply with 
the request, and the earliest date that 
a request for reinstatement would be 
considered. 

Remuneration, for the purposes of 
§ 1003.1000(a) of this part, is consistent 
with the definition in section 
1128A(i)(6) of the Act and includes the 
waiver of copayment, coinsurance and 
deductible amounts (or any part there-
of) and transfers of items or services 
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for free or for other than fair market 
value. The term ‘‘remuneration’’ does 
not include: 

(1) The waiver of coinsurance and de-
ductible amounts by a person, if the 
waiver is not offered as part of any ad-
vertisement or solicitation; the person 
does not routinely waive coinsurance 
or deductible amounts; and the person 
waives coinsurance and deductible 
amounts after determining in good 
faith that the individual is in financial 
need or failure by the person to collect 
coinsurance or deductible amounts 
after making reasonable collection ef-
forts; 

(2) Any permissible practice as speci-
fied in section 1128B(b)(3) of the Act or 
in regulations issued by the Secretary; 

(3) Differentials in coinsurance and 
deductible amounts as part of a benefit 
plan design (as long as the differentials 
have been disclosed in writing to all 
beneficiaries, third party payers and 
providers), to whom claims are pre-
sented; 

(4) Incentives given to individuals to 
promote the delivery of preventive care 
services where the delivery of such 
services is not tied (directly or indi-
rectly) to the provision of other serv-
ices reimbursed in whole or in part by 
Medicare or an applicable State health 
care program. Such incentives may in-
clude the provision of preventive care, 
but may not include— 

(i) Cash or instruments convertible 
to cash; or 

(ii) An incentive the value of which is 
disproportionally large in relationship 
to the value of the preventive care 
service (i.e., either the value of the 
service itself or the future health care 
costs reasonably expected to be avoided 
as a result of the preventive care). 

(5) A reduction in the copayment 
amount for covered OPD services under 
section 1833(t)(8)(B) of the Act; 

(6) Items or services that improve a 
beneficiary’s ability to obtain items 
and services payable by Medicare or 
Medicaid, and pose a low risk of harm 
to Medicare and Medicaid beneficiaries 
and the Medicare and Medicaid pro-
grams by— 

(i) Being unlikely to interfere with, 
or skew, clinical decision making; 

(ii) Being unlikely to increase costs 
to Federal health care programs or 

beneficiaries through overutilization 
or inappropriate utilization; and 

(iii) Not raising patient safety or 
quality-of-care concerns; 

(7) The offer or transfer of items or 
services for free or less than fair mar-
ket value by a person if— 

(i) The items or services consist of 
coupons, rebates, or other rewards 
from a retailer; 

(ii) The items or services are offered 
or transferred on equal terms available 
to the general public, regardless of 
health insurance status; and 

(iii) The offer or transfer of the items 
or services is not tied to the provision 
of other items or services reimbursed 
in whole or in part by the program 
under Title XVIII or a State health 
care program (as defined in section 
1128(h) of the Act); 

(8) The offer or transfer of items or 
services for free or less than fair mar-
ket value by a person, if— 

(i) The items or services are not of-
fered as part of any advertisement or 
solicitation; 

(ii) The offer or transfer of the items 
or services is not tied to the provision 
of other items or services reimbursed 
in whole or in part by the program 
under Title XVIII or a State health 
care program (as defined in section 
1128(h) of the Act); 

(iii) There is a reasonable connection 
between the items or services and the 
medical care of the individual; and 

(iv) The person provides the items or 
services after determining in good 
faith that the individual is in financial 
need; 

(9) Waivers by a Part D Plan sponsor 
(as that term is defined in 42 CFR 423.4) 
of any copayment for the first fill of a 
covered Part D drug (as defined in sec-
tion 1860D–2(e)) that is a generic drug 
(as defined in 42 CFR 423.4) or an au-
thorized generic drug (as defined in 21 
CFR 314.3) for individuals enrolled in 
the Part D plan (as that term is defined 
in 42 CFR 423.4), as long as such waiv-
ers are included in the benefit design 
package submitted to CMS. This excep-
tion is applicable to coverage years be-
ginning on or after January 1, 2018. 

(10) The provision of telehealth tech-
nologies by a provider of services, phy-
sician, or a renal dialysis facility (as 
such terms are defined for purposes of 
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title XVIII of the Act) to an individual 
with end-stage renal disease who is re-
ceiving home dialysis for which pay-
ment is being made under part B of 
such title, if: 

(i) The telehealth technologies are 
furnished to the individual by the pro-
vider of services, physician, or the 
renal dialysis facility that is currently 
providing the in-home dialysis, tele-
health services, or other end-stage 
renal disease care to the individual, or 
has been selected or contacted by the 
individual to schedule an appointment 
or provide services; 

(ii) The telehealth technologies are 
not offered as part of any advertise-
ment or solicitation; and 

(iii) The telehealth technologies are 
provided for the purpose of furnishing 
telehealth services related to the indi-
vidual’s end-stage renal disease. 

Request for payment means an applica-
tion submitted by a person to any per-
son for payment for an item or service. 

Respondent means the person upon 
whom the Department has imposed, or 
proposes to impose, a penalty, assess-
ment or exclusion. 

Responsible Official means the indi-
vidual designated pursuant to 42 CFR 
part 73 to serve as the Responsible Offi-
cial for the person holding a certificate 
of registration to possess, use, or trans-
fer select agents or toxins. 

Responsible physician means a physi-
cian who is responsible for the exam-
ination, treatment, or transfer of an 
individual who comes to a partici-
pating hospital’s emergency depart-
ment requesting examination or treat-
ment, including any physician who is 
on-call for the care of such individual 
and fails or refuses to appear within a 
reasonable time at such hospital to 
provide services relating to the exam-
ination, treatment, or transfer of such 
individual. Responsible physician also 
includes a physician who is responsible 
for the examination or treatment of in-
dividuals at hospitals with specialized 
capabilities or facilities, as provided 
under section 1867(g) of the Act, includ-
ing any physician who is on-call for the 
care of such individuals and refuses to 
accept an appropriate transfer or fails 
or refuses to appear within a reason-
able time to provide services related to 

the examination or treatment of such 
individuals. 

Select agents and toxins is defined con-
sistent with the definition of ‘‘select 
agent and/or toxin’’ and ‘‘overlap select 
agent and/or toxin’’ as set forth in 42 
CFR part 73. 

Separately billable item or service 
means an item or service for which an 
identifiable payment may be made 
under a Federal health care program, 
e.g., an itemized claim or a payment 
under a prospective payment system or 
other reimbursement methodology. 

Should know, or should have known, 
means that a person, with respect to 
information, either acts in deliberate 
ignorance of the truth or falsity of the 
information or acts in reckless dis-
regard of the truth or falsity of the in-
formation. For purposes of this defini-
tion, no proof of specific intent to de-
fraud is required. 

Social Services Block Grant Program 
means the program authorized under 
Title XX of the Act. 

Telehealth technologies, for purposes 
of paragraph (10) of the definition of 
the term ‘‘remuneration’’ as set forth 
in this section, means hardware, soft-
ware, and services that support distant 
or remote communication between the 
patient and provider, physician, or 
renal dialysis facility for diagnosis, 
intervention, or ongoing care manage-
ment. 

Timely basis means, in accordance 
with § 1003.300(a) of this part, the 60-day 
period from the time the prohibited 
amounts are collected by the indi-
vidual or the entity. 

[51 FR 34777, Sept. 30, 1986, as amended at 56 
FR 28492, June 21, 1991; 57 FR 3345, Jan. 29, 
1992; 59 FR 32124, June 22, 1994; 59 FR 36086, 
July 15, 1994; 60 FR 16584, Mar. 31, 1995; 61 FR 
13449, Mar. 27, 1996; 65 FR 24415, Apr. 26, 2000; 
65 FR 35584, June 5, 2000; 66 FR 39452, July 31, 
2001; 67 FR 11935, Mar. 18, 2002; 67 FR 76905, 
Dec. 13, 2002; 69 FR 28845, May 19, 2004. Redes-
ignated and amended at 81 FR 88355, 88409, 
Dec. 7, 2016; 85 FR 77894, Dec. 2, 2020] 

§ 1003.120 Liability for penalties and 
assessments. 

(a) In any case in which it is deter-
mined that more than one person was 
responsible for a violation described in 
this part, each such person may be held 
liable for the penalty prescribed by this 
part. 
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(b) In any case in which it is deter-
mined that more than one person was 
responsible for a violation described in 
this part, an assessment may be im-
posed, when authorized, against any 
one such person or jointly and sever-
ally against two or more such persons, 
but the aggregate amount of the as-
sessments collected may not exceed 
the amount that could be assessed if 
only one person was responsible. 

(c) Under this part, a principal is lia-
ble for penalties and assessments for 
the actions of his or her agent acting 
within the scope of his or her agency. 
This provision does not limit the un-
derlying liability of the agent. 

[81 FR 88356, Dec. 7, 2016] 

§ 1003.130 Assessments. 
The assessment in this part is in lieu 

of damages sustained by the Depart-
ment or a State agency because of the 
violation. 

[81 FR 88356, Dec. 7, 2016] 

§ 1003.140 Determinations regarding 
the amount of penalties and assess-
ments and the period of exclusion. 

(a) Except as otherwise provided in 
this part, in determining the amount of 
any penalty or assessment or the pe-
riod of exclusion in accordance with 
this part, the OIG will consider the fol-
lowing factors— 

(1) The nature and circumstances of 
the violation; 

(2) The degree of culpability of the 
person against whom a civil money 
penalty, assessment, or exclusion is 
proposed. It should be considered an 
aggravating circumstance if the re-
spondent had actual knowledge where a 
lower level of knowledge was required 
to establish liability (e.g., for a provi-
sion that establishes liability if the re-
spondent ‘‘knew or should have 
known’’ a claim was false or fraudu-
lent, it will be an aggravating cir-
cumstance if the respondent knew the 
claim was false or fraudulent). It 
should be a mitigating circumstance if 
the person took appropriate and timely 
corrective action in response to the 
violation. For purposes of this part, 
corrective action must include dis-
closing the violation to the OIG 
through the Self-Disclosure Protocol 

and fully cooperating with the OIG’s 
review and resolution of such disclo-
sure, or in cases of physician self-refer-
ral law violations, disclosing the viola-
tion to CMS through the Self-Referral 
Disclosure Protocol; 

(3) The history of prior offenses. Ag-
gravating circumstances include, if at 
any time prior to the violation, the in-
dividual—or in the case of an entity, 
the entity itself; any individual who 
had a direct or indirect ownership or 
control interest (as defined in section 
1124(a)(3) of the Act) in a sanctioned 
entity at the time the violation oc-
curred and who knew, or should have 
known, of the violation; or any indi-
vidual who was an officer or a man-
aging employee (as defined in section 
1126(b) of the Act) of such an entity at 
the time the violation occurred—was 
held liable for criminal, civil, or ad-
ministrative sanctions in connection 
with a program covered by this part or 
in connection with the delivery of a 
health care item or service; 

(4) Other wrongful conduct. Aggra-
vating circumstances include proof 
that the individual—or in the case of 
an entity, the entity itself; any indi-
vidual who had a direct or indirect 
ownership or control interest (as de-
fined in section 1124(a)(3) of the Act) in 
a sanctioned entity at the time the vio-
lation occurred and who knew, or 
should have known, of the violation; or 
any individual who was an officer or a 
managing employee (as defined in sec-
tion 1126(b) of the Act) of such an enti-
ty at the time the violation occurred— 
engaged in wrongful conduct, other 
than the specific conduct upon which 
liability is based, relating to a govern-
ment program or in connection with 
the delivery of a health care item or 
service. The statute of limitations gov-
erning civil money penalty proceedings 
does not apply to proof of other wrong-
ful conduct as an aggravating cir-
cumstance; and 

(5) Such other matters as justice may 
require. Other circumstances of an ag-
gravating or mitigating nature should 
be considered if, in the interests of jus-
tice, they require either a reduction or 
an increase in the penalty, assessment, 
or period of exclusion to achieve the 
purposes of this part. 
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(b)(1) After determining the amount 
of any penalty and assessment in ac-
cordance with this part, the OIG con-
siders the ability of the person to pay 
the proposed civil money penalty or as-
sessment. The person shall provide, in 
a time and manner requested by the 
OIG, sufficient financial documenta-
tion, including, but not limited to, au-
dited financial statements, tax returns, 
and financial disclosure statements, 
deemed necessary by the OIG to deter-
mine the person’s ability to pay the 
penalty or assessment. 

(2) If the person requests a hearing in 
accordance with 42 CFR 1005.2, the only 
financial documentation subject to re-
view is that which the person provided 
to the OIG during the administrative 
process, unless the ALJ finds that ex-
traordinary circumstances prevented 
the person from providing the financial 
documentation to the OIG in the time 
and manner requested by the OIG prior 
to the hearing request. 

(c) In determining the amount of any 
penalty and assessment to be imposed 
under this part the following cir-
cumstances are also to be considered— 

(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 maximum permitted 
by this part 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 to or at the maximum 
permitted by this part to reflect that 
fact. 

(3) Unless there are extraordinary 
mitigating circumstances, the aggre-
gate amount of the penalty and assess-
ment should not be less than double 
the approximate amount of damages 
and costs (as defined by paragraph 
(e)(2) of this section) sustained by the 
United States, or any State, as a result 
of the violation. 

(4) The presence of any single aggra-
vating circumstance may justify im-
posing a penalty and assessment at or 
close to the maximum even when one 
or more mitigating factors is present. 

(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 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 
attributable to the investigation, pros-
ecution, and administrative review of 
the case. 

(3) Nothing in this part limits the au-
thority of the Department or the OIG 
to settle any issue or case as provided 
by § 1003.1530 or to compromise any ex-
clusion and any penalty and assess-
ment as provided by § 1003.1550. 

(4) Penalties, assessments, and exclu-
sions imposed under this part are in ad-
dition to any other penalties, assess-
ments, or other sanctions prescribed by 
law. 

[81 FR 88356, Dec. 7, 2016] 

§ 1003.150 Delegation of authority. 

The OIG is delegated authority from 
the Secretary to impose civil money 
penalties and, as applicable, assess-
ments and exclusions against any per-
son who has violated one or more pro-
visions of this part. The delegation of 
authority includes all powers to impose 
and compromise civil monetary pen-
alties, assessments, and exclusion 
under section 1128A of the Act. 

[81 FR 88356, Dec. 7, 2016] 

§ 1003.160 Waiver of exclusion. 

(a) The OIG will consider a request 
from the administrator of a Federal 
health care program for a waiver of an 
exclusion imposed under this part as 
set forth in paragraph (b) of this sec-
tion. The request must be in writing 
and from an individual directly respon-
sible for administering the Federal 
health care program. 

(b) If the OIG subsequently obtains 
information that the basis for a waiver 
no longer exists, the waiver will cease 
and the person will be fully excluded 
from the Federal health care programs 
for the remainder of the exclusion pe-
riod, measured from the time the full 
exclusion would have been imposed if 
the waiver had not been granted. 
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(c) The OIG will notify the adminis-
trator of the Federal health care pro-
gram whether his or her request for a 
waiver has been granted or denied. 

(d) If a waiver is granted, it applies 
only to the program(s) for which waiv-
er is requested. 

(e) The decision to grant, deny, or re-
scind a waiver is not subject to admin-
istrative or judicial review. 

[81 FR 88356, Dec. 7, 2016] 

Subpart B—CMPs, Assessments, 
and Exclusions for False or 
Fraudulent Claims and Other 
Similar Misconduct 

SOURCE: 81 FR 88357, Dec. 7, 2016, unless 
otherwise noted. 

§ 1003.200 Basis for civil money pen-
alties, assessments, and exclusions. 

(a) The OIG may impose a penalty, 
assessment, and an exclusion against 
any person who it determines has 
knowingly presented, or caused to be 
presented, a claim that was for— 

(1) An item or service that the person 
knew, or should have known, was not 
provided as claimed, including a claim 
that was part of a pattern or practice 
of claims based on codes that the per-
son knew, or should have known, would 
result in greater payment to the person 
than the code applicable to the item or 
service actually provided; 

(2) An item or service for which the 
person knew, or should have known, 
that the claim was false or fraudulent; 

(3) An item or service furnished dur-
ing a period in which the person was 
excluded from participation in the Fed-
eral health care program to which the 
claim was presented; 

(4) A physician’s services (or an item 
or service) for which the person knew, 
or should have known, that the indi-
vidual who furnished (or supervised the 
furnishing of) the service— 

(i) Was not licensed as a physician; 
(ii) Was licensed as a physician, but 

such license had been obtained through 
a misrepresentation of material fact 
(including cheating on an examination 
required for licensing); or 

(iii) Represented to the patient at the 
time the service was furnished that the 
physician was certified by a medical 

specialty board when he or she was not 
so certified; or 

(5) An item or service that a person 
knew, or should have known was not 
medically necessary, and which is part 
of a pattern of such claims. 

(b) The OIG may impose a penalty; 
an exclusion; and, where authorized, an 
assessment against any person who it 
determines— 

(1) Has knowingly presented, or 
caused to be presented, a request for 
payment in violation of the terms of— 

(i) An agreement to accept payments 
on the basis of an assignment under 
section 1842(b)(3)(B)(ii) of the Act; 

(ii) An agreement with a State agen-
cy or other requirement of a State 
Medicaid plan not to charge a person 
for an item or service in excess of the 
amount permitted to be charged; 

(iii) An agreement to be a partici-
pating physician or supplier under sec-
tion 1842(h)(1) of the Act; or 

(iv) An agreement in accordance with 
section 1866(a)(1)(G) of the Act not to 
charge any person for inpatient hos-
pital services for which payment had 
been denied or reduced under section 
1886(f)(2) of the Act; 

(2) Has knowingly given, or caused to 
be given, to any person, in the case of 
inpatient hospital services subject to 
section 1886 of the Act, information 
that he or she knew, or should have 
known, was false or misleading and 
that could reasonably have been ex-
pected to influence the decision when 
to discharge such person or another 
person from the hospital; 

(3) Is an individual who is excluded 
from participating in a Federal health 
care program under section 1128 or 
1128A of the Act, and who— 

(i) Knows, or should know, of the ac-
tion constituting the basis for the ex-
clusion and retains a direct or indirect 
ownership or control interest of 5 per-
cent or more in an entity that partici-
pates in a Federal health care program 
or 

(ii) Is an officer or a managing em-
ployee (as defined in section 1126(b) of 
the Act) of such entity; 

(4) Arranges or contracts (by employ-
ment or otherwise) with an individual 
or entity that the person knows, or 
should know, is excluded from partici-
pation in Federal health care programs 
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1 The penalty amounts in this section are 
updated annually, as adjusted in accordance 
with the Federal Civil Monetary Penalty In-
flation Adjustment Act of 1990 (Pub. L. 101– 
140), as amended by the Federal Civil Pen-
alties Inflation Adjustment Act Improve-
ments Act of 2015 (section 701 of Pub. L. 114– 
74). Annually adjusted amounts are pub-
lished at 45 CFR part 102. 

for the provision of items or services 
for which payment may be made under 
such a program; 

(5) Has knowingly and willfully pre-
sented, or caused to be presented, a bill 
or request for payment for items and 
services furnished to a hospital patient 
for which payment may be made under 
a Federal health care program if that 
bill or request is inconsistent with an 
arrangement under section 1866(a)(1)(H) 
of the Act or violates the requirements 
for such an arrangement; 

(6) Orders or prescribes a medical or 
other item or service during a period in 
which the person was excluded from a 
Federal health care program, in the 
case when the person knows, or should 
know, that a claim for such medical or 
other item or service will be made 
under such a program; 

(7) Knowingly makes, or causes to be 
made, any false statement, omission, 
or misrepresentation of a material fact 
in any application, bid, or contract to 
participate or enroll as a provider of 
services or a supplier under a Federal 
health care program, including con-
tracting organizations, and entities 
that apply to participate as providers 
of services or suppliers in such con-
tracting organizations; 

(8) Knows of an overpayment and 
does not report and return the overpay-
ment in accordance with section 
1128J(d) of the Act; 

(9) Knowingly makes, uses, or causes 
to be made or used, a false record or 
statement material to a false or fraud-
ulent claim for payment for items and 
services furnished under a Federal 
health care program; or 

(10) Fails to grant timely access to 
records, documents, and other material 
or data in any medium (including elec-
tronically stored information and any 
tangible thing), upon reasonable re-
quest, to the OIG, for the purpose of 
audits, investigations, evaluations, or 
other OIG statutory functions. Such 
failure to grant timely access means: 

(i) Except when the OIG reasonably 
believes that the requested material is 
about to be altered or destroyed, the 
failure to produce or make available 
for inspection and copying the re-
quested material upon reasonable re-
quest or to provide a compelling reason 
why they cannot be produced, by the 

deadline specified in the OIG’s written 
request, and 

(ii) When the OIG has reason to be-
lieve that the requested material is 
about to be altered or destroyed, the 
failure to provide access to the re-
quested material at the time the re-
quest is made. 

(c) The OIG may impose a penalty 
against any person who it determines, 
in accordance with this part, is a phy-
sician and who executes a document 
falsely by certifying that a Medicare 
beneficiary requires home health serv-
ices when the physician knows that the 
beneficiary does not meet the eligi-
bility requirements in section 
1814(a)(2)(C) or 1835(a)(2)(A) of the Act. 

(d) The OIG may impose a penalty 
against any person who it determines 
knowingly certifies, or causes another 
individual to certify, a material and 
false statement in a resident assess-
ment pursuant to sections 1819(b)(3)(B) 
and 1919(b)(3)(B). 

§ 1003.210 Amount of penalties and as-
sessments. 

(a) Penalties.1 (1) Except as provided 
in this section, the OIG may impose a 
penalty of not more than $10,000 for 
each individual violation that is sub-
ject to a determination under this sub-
part. 

(2) The OIG may impose a penalty of 
not more than $15,000 for each person 
with respect to whom a determination 
was made that false or misleading in-
formation was given under 
§ 1003.200(b)(2). 

(3) The OIG may impose a penalty of 
not more than $10,000 per day for each 
day that the prohibited relationship 
described in § 1003.200(b)(3) occurs. 

(4) For each individual violation of 
§ 1003.200(b)(4), the OIG may impose a 
penalty of not more than $10,000 for 
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each separately billable or non-sepa-
rately-billable item or service pro-
vided, furnished, ordered, or prescribed 
by an excluded individual or entity. 

(5) The OIG may impose a penalty of 
not more than $2,000 for each bill or re-
quest for payment for items and serv-
ices furnished to a hospital patient in 
violation of § 1003.200(b)(5). 

(6) The OIG may impose a penalty of 
not more than $50,000 for each false 
statement, omission, or misrepresenta-
tion of a material fact in violation of 
§ 1003.200(b)(7). 

(7) The OIG may impose a penalty of 
not more than $50,000 for each false 
record or statement in violation of 
§ 1003.200(b)(9). 

(8) The OIG may impose a penalty of 
not more than $10,000 for each item or 
service related to an overpayment that 
is not reported and returned in accord-
ance with section 1128J(d) of the Act in 
violation of § 1003.200(b)(8). 

(9) The OIG may impose a penalty of 
not more than $15,000 for each day of 
failure to grant timely access in viola-
tion of § 1003.200(b)(10). 

(10) For each false certification in 
violation of § 1003.200(c), the OIG may 
impose a penalty of not more than the 
greater of— 

(i) $5,000; or 
(ii) Three times the amount of Medi-

care payments for home health services 
that are made with regard to the false 
certification of eligibility by a physi-
cian, as prohibited by section 
1814(a)(2)(C) or 1835(a)(2)(A) of the Act. 

(11) For each false certification in 
violation of § 1003.200(d), the OIG may 
impose a penalty of not more than— 

(i) $1,000 with respect to an individual 
who willfully and knowingly falsely 
certifies a material and false state-
ment in a resident assessment; and 

(ii) $5,000 with respect to an indi-
vidual who willfully and knowingly 
causes another individual to falsely 
certify a material and false statement 
in a resident assessment. 

(b) Assessments. (1) Except for viola-
tions of § 1003.200(b)(4), (5), and (7), and 
§ 1003.200(c) and (d), the OIG may im-
pose an assessment for each individual 
violation of § 1003.200, of not more than 
3 times the amount claimed for each 
item or service. 

(2) For violations of § 1003.200(b)(4), 
the OIG may impose an assessment of 
not more than 3 times— 

(i) The amount claimed for each sep-
arately billable item or service pro-
vided, furnished, ordered, or prescribed 
by an excluded individual or entity or 

(ii) The total costs (including salary, 
benefits, taxes, and other money or 
items of value) related to the excluded 
individual or entity incurred by the 
person that employs, contracts with, or 
otherwise arranges for an excluded in-
dividual or entity to provide, furnish, 
order, or prescribe a non-separately- 
billable item or service. 

(3) For violations of § 1003.200(b)(7), 
the OIG may impose an assessment of 
not more than 3 times the total 
amount claimed for each item or serv-
ice for which payment was made based 
upon the application containing the 
false statement, omission, or misrepre-
sentation of material fact. 

§ 1003.220 Determinations regarding 
the amount of penalties and assess-
ments and the period of exclusion. 

In considering the factors listed in 
§ 1003.140— 

(a) It should be considered a miti-
gating circumstance if all the items or 
services or violations 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 violations, 
and the total amount claimed or re-
quested for such items or services was 
less than $5,000. 

(b) Aggravating circumstances in-
clude— 

(1) The violations were of several 
types or occurred over a lengthy period 
of time; 

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

(3) The amount claimed or requested 
for such items or services, or the 
amount of the overpayment was $50,000 
or more; 
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2 The penalty amounts in this section are 
adjusted for inflation annually. Adjusted 
amounts are published at 45 CFR part 102. 

(4) The violation resulted, or could 
have resulted, in patient harm, pre-
mature discharge, or a need for addi-
tional services or subsequent hospital 
admission; or 

(5) The amount or type of financial, 
ownership, or control interest or the 
degree of responsibility a person has in 
an entity was substantial with respect 
to an action brought under 
§ 1003.200(b)(3). 

Subpart C—CMPs, Assessments, 
and Exclusions for Anti-Kick-
back and Physician Self-Re-
ferral Violations 

SOURCE: 81 FR 88357, Dec. 7, 2016, unless 
otherwise noted. 

§ 1003.300 Basis for civil money pen-
alties, assessments, and exclusions. 

The OIG may impose a penalty, an 
assessment, and an exclusion against 
any person who it determines in ac-
cordance with this part— 

(a) Has not refunded on a timely 
basis, as defined in § 1003.110, amounts 
collected as a result of billing an indi-
vidual, third party payer, or other enti-
ty for a designated health service fur-
nished pursuant to a prohibited refer-
ral as described in 42 CFR 411.353. 

(b) Is a physician or other person who 
enters into any arrangement or scheme 
(such as a cross-referral arrangement) 
that the physician or other person 
knows, or should know, has a principal 
purpose of ensuring referrals by the 
physician to a particular person that, 
if the physician directly made referrals 
to such person, would be in violation of 
the prohibitions of 42 CFR 411.353. 

(c) Has knowingly presented, or 
caused to be presented, a claim that is 
for a payment that such person knows, 
or should know, may not be made 
under 42 CFR 411.353; 

(d) Has violated section 1128B(b) of 
the Act by unlawfully offering, paying, 
soliciting, or receiving remuneration 
to induce or in return for the referral 
of business paid for, in whole or in 
part, by Medicare, Medicaid, or other 
Federal health care programs. 

§ 1003.310 Amount of penalties and as-
sessments. 

(a) Penalties.2 The OIG may impose a 
penalty of not more than— 

(1) $15,000 for each claim or bill for a 
designated health service, as defined in 
§ 411.351 of this title, that is subject to 
a determination under § 1003.300(a) or 
(c); 

(2) $100,000 for each arrangement or 
scheme that is subject to a determina-
tion under § 1003.300(b); and 

(3) $50,000 for each offer, payment, so-
licitation, or receipt of remuneration 
that is subject to a determination 
under § 1003.300(d). 

(b) Assessments. The OIG may impose 
an assessment of not more than 3 
times— 

(1) The amount claimed for each des-
ignated health service that is subject 
to a determination under § 1003.300(a), 
(b), or (c). 

(2) The total remuneration offered, 
paid, solicited, or received that is sub-
ject to a determination under 
§ 1003.300(d). Calculation of the total re-
muneration for purposes of an assess-
ment shall be without regard to wheth-
er a portion of such remuneration was 
offered, paid, solicited, or received for 
a lawful purpose. 

§ 1003.320 Determinations regarding 
the amount of penalties and assess-
ments and the period of exclusion. 

In considering the factors listed in 
§ 1003.140: 

(a) It should be considered a miti-
gating circumstance if all the items, 
services, or violations 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, services, or violations; and 
the total amount claimed or requested 
for such items or services was less than 
$5,000. 

(b) Aggravating circumstances in-
clude— 

(1) The violations were of several 
types or occurred over a lengthy period 
of time; 

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

(3) The amount claimed or requested 
for such items or services or the 
amount of the remuneration was 
$50,000 or more; or 

(4) The violation resulted, or could 
have resulted, in harm to the patient, a 
premature discharge, or a need for ad-
ditional services or subsequent hospital 
admission. 

Subpart D—CMPs and Assess-
ments for Contracting Organi-
zation Misconduct 

SOURCE: 81 FR 88357, Dec. 7, 2016, unless 
otherwise noted. 

§ 1003.400 Basis for civil money pen-
alties and assessments. 

(a) All contracting organizations. The 
OIG may impose a penalty against any 
contracting organization that— 

(1) Fails substantially to provide an 
enrollee with medically necessary 
items and services that are required 
(under the Act, applicable regulations, 
or contract with the Department or a 
State) to be provided to such enrollee 
and the failure adversely affects (or has 
the substantial likelihood of adversely 
affecting) the enrollee; 

(2) Imposes a premium on an enrollee 
in excess of the amounts permitted 
under the Act; 

(3) Engages in any practice that 
would reasonably be expected to have 
the effect of denying or discouraging 
enrollment by beneficiaries whose med-
ical condition or history indicates a 
need for substantial future medical 
services, except as permitted by the 
Act; 

(4) Misrepresents or falsifies informa-
tion furnished to a person under sec-
tions 1857, 1860D–12, 1876, or 1903(m) of 
the Act; 

(5) Misrepresents or falsifies informa-
tion furnished to the Secretary or a 
State, as applicable, under sections 
1857, 1860D–12, 1876, or 1903(m) of the 
Act; 

(6) Fails to comply with the require-
ments of 42 CFR 417.479(d) through (i) 
for Medicare and 42 CFR 417.479(d) 
through (g) and (i) for Medicaid regard-

ing certain prohibited incentive pay-
ments to physicians; or 

(7) Fails to comply with applicable 
requirements of the Act regarding 
prompt payment of claims. 

(b) All Medicare contracting organiza-
tions. The OIG may impose a penalty 
against any contracting organization 
with a contract under section 1857, 
1860D–12, or 1876 of the Act that— 

(1) Acts to expel or to refuse to re-
enroll a beneficiary in violation of the 
Act; or 

(2) Employs or contracts with a per-
son excluded, under section 1128 or 
1128A of the Act, from participation in 
Medicare for the provision of health 
care, utilization review, medical social 
work, or administrative services, or 
employs or contracts with any entity 
for the provision of such services (di-
rectly or indirectly) through an ex-
cluded person. 

(c) Medicare Advantage and Part D 
contracting organizations. The OIG may 
impose a penalty, and for § 1003.400(c)(4) 
or (5), an assessment, against a con-
tracting organization with a contract 
under section 1857 or 1860D–12 of the 
Act that: 

(1) Enrolls an individual without the 
individual’s (or his or her designee’s) 
prior consent, except as provided under 
subparagraph (C) or (D) of section 
1860D–1(b)(1) of the Act; 

(2) Transfers an enrollee from one 
plan to another without the individ-
ual’s (or his or her designee’s) prior 
consent; 

(3) Transfers an enrollee solely for 
the purpose of earning a commission; 

(4) Fails to comply with marketing 
restrictions described in subsection (h) 
or (j) of section 1851 of the Act or appli-
cable implementing regulations or 
guidance; or 

(5) Employs or contracts with any 
person who engages in the conduct de-
scribed in paragraphs (a) through (c) of 
this section. 

(d) Medicare Advantage contracting or-
ganizations. The OIG may impose a pen-
alty against a contracting organization 
with a contract under section 1857 of 
the Act that fails to comply with the 
requirements of section 1852(j)(3) or 
1852(k)(2)(A)(ii) of the Act. 

(e) Medicaid contracting organizations. 
The OIG may impose a penalty against 
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3 The penalty amounts in this section are 
adjusted for inflation annually. Adjusted 
amounts are published at 45 CFR part 102. 

4 This penalty amount is adjusted for infla-
tion annually. Adjusted amounts are pub-
lished at 45 CFR part 102. 

any contracting organization with a 
contract under section 1903(m) of the 
Act that acts to discriminate among 
individuals in violation of the Act, in-
cluding expulsion or refusal to reenroll 
an individual or engaging in any prac-
tice that would reasonably be expected 
to have the effect of denying or dis-
couraging enrollment by eligible indi-
viduals with the contracting organiza-
tion whose medical condition or his-
tory indicates a need for substantial 
future medical services. 

§ 1003.410 Amount of penalties and as-
sessments for Contracting Organi-
zation. 

(a) Penalties.3 (1) The OIG may impose 
a penalty of up to $25,000 for each indi-
vidual violation under § 1001.400, except 
as provided in this section. 

(2) The OIG may impose a penalty of 
up to $100,000 for each individual viola-
tion under § 1003.400(a)(3), (a)(5), or (e). 

(b) Additional penalties. In addition to 
the penalties described in paragraph (a) 
of this section, the OIG may impose— 

(1) An additional penalty equal to 
double the amount of excess premium 
charged by the contracting organiza-
tion for each individual violation of 
§ 1003.400(a)(2). The excess premium 
amount will be deducted from the pen-
alty and returned to the enrollee. 

(2) An additional $15,000 4 penalty for 
each individual expelled or not enrolled 
in violation of § 1003.400(a)(3) or (e). 

(c) Assessments. The OIG may impose 
an assessment against a contracting 
organization with a contract under sec-
tion 1857 or 1860D–12 of the Act (Medi-
care Advantage or Part D) of not more 
than the amount claimed in violation 
of § 1003.400(a)(4) or (a)(5) on the basis of 
the misrepresentation or falsified in-
formation involved. 

(d) The OIG may impose a penalty or, 
when applicable, an assessment, 
against a contracting organization 
with a contract under section 1857 or 
1860D–12 of the Act (Medicare Advan-
tage or Part D) if any of its employees, 
agents, or contracting providers or sup-

pliers engages in any of the conduct de-
scribed in § 1003.400(a) through (d). 

§ 1003.420 Determinations regarding 
the amount of penalties and assess-
ments. 

In considering the factors listed in 
§ 1003.140, aggravating circumstances 
include— 

(a) Such violations were of several 
types or occurred over a lengthy period 
of time; 

(b) There were many such violations 
(or the nature and circumstances indi-
cate a pattern of incidents); 

(c) The amount of money, remunera-
tion, damages, or tainted claims in-
volved in the violation was $15,000 or 
more; or 

(d) Patient harm, premature dis-
charge, or a need for additional serv-
ices or subsequent hospital admission 
resulted, or could have resulted, from 
the incident; and 

(e) The contracting organization 
knowingly or routinely engaged in any 
prohibited practice that acted as an in-
ducement to reduce or limit medically 
necessary services provided with re-
spect to a specific enrollee in the orga-
nization. 

Subpart E—CMPs and Exclusions 
for EMTALA Violations 

SOURCE: 81 FR 88357, Dec. 7, 2016, unless 
otherwise noted. 

§ 1003.500 Basis for civil money pen-
alties and exclusions. 

(a) The OIG may impose a penalty 
against any participating hospital with 
an emergency department or special-
ized capabilities or facilities for each 
negligent violation of section 1867 of 
the Act or § 489.24 (other than § 489.24(j)) 
of this title. 

(b) The OIG may impose a penalty 
against any responsible physician for 
each— 

(1) Negligent violation of section 1867 
of the Act; 

(2) Certification signed under section 
1867(c)(l)(A) of the Act if the physician 
knew, or should have known, that the 
benefits of transfer to another facility 
did not outweigh the risks of such a 
transfer; or 
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5 The penalty amounts in this section are 
adjusted for inflation annually. Adjusted 
amounts are published at 45 CFR part 102. 

(3) Misrepresentation made con-
cerning an individual’s condition or 
other information, including a hos-
pital’s obligations under section 1867 of 
the Act. 

(c) The OIG may, in lieu of or in addi-
tion to any penalty available under 
this subpart, exclude any responsible 
physician who commits a gross and fla-
grant, or repeated, violation of this 
subpart from participation in Federal 
health care programs. 

(d) For purposes of this subpart, a 
‘‘gross and flagrant violation’’ is a vio-
lation that presents an imminent dan-
ger to the health, safety, or well-being 
of the individual who seeks examina-
tion and treatment or places that indi-
vidual unnecessarily in a high-risk sit-
uation. 

§ 1003.510 Amount of penalties. 

The OIG may impose 5— 
(a) Against each participating hos-

pital, a penalty of not more than 
$50,000 for each individual violation, ex-
cept that if the participating hospital 
has fewer than 100 State-licensed, 
Medicare-certified beds on the date the 
penalty is imposed, the penalty will 
not exceed $25,000 for each violation, 
and 

(b) Against each responsible physi-
cian, a penalty of not more than $50,000 
for each individual violation. 

§ 1003.520 Determinations regarding 
the amount of penalties and the pe-
riod of exclusion. 

In considering the factors listed in 
§ 1003.140, 

(a) It should be considered a miti-
gating circumstance if a hospital took 
appropriate and timely corrective ac-
tion in response to the violation. For 
purposes of this subpart, corrective ac-
tion must be completed prior to CMS 
initiating an investigation of the hos-
pital for violations of section 1867 of 
the Act and must include disclosing 
the violation to CMS prior to CMS re-
ceiving a complaint regarding the vio-
lation from another source or other-
wise learning of the violation. 

(b) Aggravating circumstances in-
clude: 

(1) Requesting proof of insurance, 
prior authorization, or a monetary 
payment prior to appropriately screen-
ing or initiating stabilizing treatment 
for an emergency medical condition, or 
requesting a monetary payment prior 
to stabilizing an emergency medical 
condition; 

(2) Patient harm, or risk of patient 
harm, resulted from the incident; or 

(3) The individual presented to the 
hospital with a request for examina-
tion or treatment of a medical condi-
tion that was an emergency medical 
condition, as defined by § 489.24(b) of 
this title. 

Subpart F—CMPs for Section 1140 
Violations 

SOURCE: 81 FR 88357, Dec. 7, 2016, unless 
otherwise noted. 

§ 1003.600 Basis for civil money pen-
alties. 

(a) The OIG may impose a penalty 
against any person who it determines 
in accordance with this part has used 
the words, letters, symbols, or em-
blems as defined in paragraph (b) of 
this section in such a manner that such 
person knew, or should have known, 
would convey, or in a manner that rea-
sonably could be interpreted or con-
strued as conveying, the false impres-
sion that an advertisement, a solicita-
tion, or other item was authorized, ap-
proved, or endorsed by the Department 
or CMS or that such person or organi-
zation has some connection with or au-
thorization from the Department or 
CMS. 

(b) Civil money penalties may be im-
posed, regardless of the use of a dis-
claimer of affiliation with the United 
States Government, the Department, 
or its programs, for misuse of— 

(1) The words ‘‘Department of Health 
and Human Services,’’ ‘‘Health and 
Human Services,’’ ‘‘Centers for Medi-
care & Medicaid Services,’’ ‘‘Medi-
care,’’ or ‘‘Medicaid’’ or any other com-
bination or variations of such words; 

(2) The letters ‘‘DHHS,’’ ‘‘HHS,’’ or 
‘‘CMS,’’ or any other combination or 
variation of such letters; or 
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6 The penalty amounts in this section are 
adjusted for inflation annually. Adjusted 
amounts are published at 45 CFR part 102. 

(3) A symbol or an emblem of the De-
partment or CMS (including the design 
of, or a reasonable facsimile of the de-
sign of, the Medicare card, the check 
used for payment of benefits under 
Title II, or envelopes or other sta-
tionery used by the Department or 
CMS) or any other combination or var-
iation of such symbols or emblems. 

(c) Civil money penalties will not be 
imposed against any agency or instru-
mentality of a State, or political sub-
division of the State, that uses any 
symbol or emblem or any words or let-
ters that specifically identify that 
agency or instrumentality of the State 
or political subdivision. 

§ 1003.610 Amount of penalties. 
(a) The OIG may impose a penalty of 

not more than 6— 
(1) $5,000 for each individual violation 

resulting from the misuse of Depart-
mental, CMS, or Medicare or Medicaid 
program words, letters, symbols, or 
emblems as described in § 1003.600(a) re-
lating to printed media; 

(2) $5,000 for each individual violation 
in the case of such misuse related to an 
electronic communication, Web page, 
or telemarketing solicitation; 

(3) $25,000 for each individual viola-
tion in the case of such misuse related 
to a broadcast or telecast. 

(b) For purposes of this paragraph, a 
violation is defined as— 

(1) In the case of a direct mailing so-
licitation or advertisement, each sepa-
rate piece of mail that contains one or 
more words, letters, symbols, or em-
blems related to a determination under 
§ 1003.600(a); 

(2) In the case of a printed solicita-
tion or advertisement, each reproduc-
tion, reprinting, or distribution of such 
item related to a determination under 
§ 1003.600(a); 

(3) In the case of a broadcast or tele-
cast, each airing of a single commer-
cial or solicitation related to a deter-
mination under § 1003.600(a); 

(4) In the case of an electronic com-
munication, each dissemination, view-
ing, or accessing of the electronic com-
munication that contains one or more 

words, letters, symbols, or emblems re-
lated to a determination under 
§ 1003.600(a); 

(5) In the case of a Web page accessed 
by a computer or other electronic 
means, each instance in which the Web 
page was viewed or accessed and that 
Web page contains one or more words, 
letters, symbols, or emblems related to 
a determination under § 1003.600(a); and 

(6) In the case of a telemarketing so-
licitation, each individual unsolicited 
telephone call regarding an item or 
service under Medicare or Medicaid re-
lated to a determination under 
§ 1003.600(a). 

§ 1003.620 Determinations regarding 
the amount of penalties. 

(a) In considering the factors listed 
in § 1003.140, the following cir-
cumstances are to be considered— 

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

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

(3) The prior history of the indi-
vidual, organization, or entity in its 
willingness or refusal to comply with a 
formal or informal request to correct 
violations. 

(b) 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 § 1003.600(a). 

Subpart G [Reserved] 

Subpart H—CMPs for Adverse Ac-
tion Reporting and Disclosure 
Violations 

SOURCE: 81 FR 88362, Dec. 7, 2016, unless 
otherwise noted. 

§ 1003.800 Basis for civil money pen-
alties. 

The OIG may impose a penalty 
against any person (including an insur-
ance company) who it determines— 

VerDate Sep<11>2014 10:17 Nov 12, 2021 Jkt 253197 PO 00000 Frm 01105 Fmt 8010 Sfmt 8010 Q:\42\42V5.TXT PC31kp
ay

ne
 o

n 
V

M
O

F
R

W
IN

70
2 

w
ith

 $
$_

JO
B



1096 

42 CFR Ch. V (10–1–21 Edition) § 1003.810 

7 The penalty amounts in this section are 
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amounts are published at 45 CFR part 102. 

8 The penalty amounts in this section are 
adjusted for inflation annually. Adjusted 
amounts are published at 45 CFR part 102. 

(a) Fails to report information con-
cerning— 

(1) A payment made under an insur-
ance policy, self-insurance, or other-
wise for the benefit of a physician, den-
tist, or other health care practitioner 
in settlement of, or in satisfaction in 
whole or in part of, a medical mal-
practice claim or action or a judgment 
against such a physician, dentist, or 
other practitioner in accordance with 
section 421 of Public Law 99–660 (42 
U.S.C. 11131) and as required by regula-
tions at 45 CFR part 60 or 

(2) An adverse action required to be 
reported under section 1128E, as estab-
lished by section 221 of Public Law 104– 
191. 

(b) Improperly discloses, uses, or per-
mits access to information reported in 
accordance with Part B of Title IV of 
Public Law 99–660 (42 U.S.C. 11137) or 
regulations at 45 CFR part 60. (The dis-
closure of information reported in ac-
cordance with Part B of Title IV in re-
sponse to a subpoena or a discovery re-
quest is considered an improper disclo-
sure in violation of section 427 of Pub-
lic Law 99–660. However, disclosure or 
release by an entity of original docu-
ments or underlying records from 
which the reported information is ob-
tained or derived is not considered an 
improper disclosure in violation of sec-
tion 427 of Public Law 99–660.) 

§ 1003.810 Amount of penalties. 

The OIG may impose a penalty of not 
more than 7— 

(a) $11,000 for each payment for which 
there was a failure to report required 
information in accordance with 
§ 1003.800(a)(1) or for each improper dis-
closure, use, or access to information 
in accordance with a determination 
under § 1003.800(b); and 

(b) $25,000 against a health plan for 
each failure to report information on 
an adverse action required to be re-
ported in accordance with section 1128E 
of the Act and § 1003.800(a)(2). 

§ 1003.820 Determinations regarding 
the amount of penalties. 

In determining the amount of any 
penalty in accordance with this sub-
part, the OIG will consider the factors 
listed in § 1003.140. 

Subpart I—CMPs for Select Agent 
Program Violations 

SOURCE: 81 FR 88362, Dec. 7, 2016, unless 
otherwise noted. 

§ 1003.900 Basis for civil money pen-
alties. 

The OIG may impose a penalty 
against any person who it determines 
in accordance with this part is involved 
in the possession or use in the United 
States, receipt from outside the United 
States or transfer within the United 
States, of select agents and toxins in 
violation of sections 351A(b) or (c) of 
the Public Health Service Act or 42 
CFR part 73. 

§ 1003.910 Amount of penalties. 

For each individual violation of sec-
tion 351A(b) or (c) of the Public Health 
Service Act or 42 CFR part 73, the OIG 
may impose a penalty of not more than 
$250,000 in the case of an individual, 
and not more than $500,000 in the case 
of any other person.8 

§ 1003.920 Determinations regarding 
the amount of penalties. 

In considering the factors listed in 
§ 1003.140, aggravating circumstances 
include: 

(a) The Responsible Official partici-
pated in or knew, or should have 
known, of the violation; 

(b) The violation was a contributing 
factor to an unauthorized individual’s 
access to or possession of a select agent 
or toxin, an individual’s exposure to a 
select agent or toxin, or the unauthor-
ized removal of a select agent or toxin 
from the person’s physical location as 
identified on the person’s certificate of 
registration; or 
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amounts are published at 45 CFR part 102. 

(c) The person previously received an 
observation, finding, or other state-
ment of deficiency from the Depart-
ment or the Department of Agriculture 
for the same or substantially similar 
conduct. 

Subpart J—CMPs, Assessments, 
and Exclusions for Beneficiary 
Inducement Violations 

SOURCE: 81 FR 88362, Dec. 7, 2016, unless 
otherwise noted. 

§ 1003.1000 Basis for civil money pen-
alties, assessments, and exclusions. 

(a) The OIG may impose a penalty, 
an assessment, and an exclusion 
against any person who it determines 
offers or transfers remuneration (as de-
fined in § 1003.110) to any individual eli-
gible for benefits under Medicare or a 
State health care program that such 
person knows, or should know, is likely 
to influence such individual to order or 
to receive from a particular provider, 
practitioner, or supplier, any item or 
service for which payment may be 
made, in whole or in part, under Medi-
care or a State health care program. 

(b) The OIG may impose a penalty 
against any person who it determines 
offered any financial or other incentive 
for an individual entitled to benefits 
under Medicare not to enroll, or to ter-
minate enrollment, under a group 
health plan or a large group health 
plan that would, in the case of such en-
rollment, be a primary plan as defined 
in section 1862(b)(2)(A) of the Act. 

§ 1003.1010 Amount of penalties and 
assessments. 

The OIG may impose a penalty of not 
more than 9— 

(a) $10,000 for each item or service for 
which payment may be made, in whole 
or in part, under Medicare or a State 
health care program, ordered by or re-
ceived from a particular provider, prac-
titioner, or supplier for a beneficiary 
who was offered or received remunera-
tion in violation of § 1003.1000(a) that 
was likely to influence the beneficiary 
to order or receive the item or service 

from the provider, practitioner, or sup-
plier, and an assessment of not more 
than 3 times the amount claimed for 
each such item or service and 

(b) $5,000 for each individual violation 
of § 1003.1000(b). 

§ 1003.1020 Determinations regarding 
the amount of penalties and assess-
ments and the period of exclusion. 

In determining the amount of any 
penalty or assessment or the period of 
exclusion under this subpart, the OIG 
will consider the factors listed in 
§ 1003.140, as well as the amount of re-
muneration or the amount or nature of 
any other incentive. 

Subpart K—CMPs for the Sale of 
Medicare Supplemental Policies 

SOURCE: 81 FR 88362, Dec. 7, 2016, unless 
otherwise noted. 

§ 1003.1100 Basis for civil money pen-
alties. 

The OIG may impose a penalty 
against any person who— 

(a) Knowingly and willfully makes or 
causes to be made or induces or seeks 
to induce the making of any false 
statement or representation of a mate-
rial fact with respect to— 

(1) The compliance of any policy with 
the standards and requirements for 
Medicare supplemental policies set 
forth in section 1882(c) of the Act or in 
promulgating regulations, or 

(2) The use of the emblem designed 
by the Secretary under section 1882(a) 
of the Act for use as an indication that 
a policy has received the Secretary’s 
certification; 

(b) Falsely assumes or pretends to be 
acting, or misrepresents in any way 
that he or she is acting, under the au-
thority of or in association with Medi-
care or any Federal agency, for the 
purpose of selling or attempting to sell 
insurance, or in such pretended char-
acter demands, or obtains money, 
paper, documents, or anything of 
value; 

(c) Knowingly, directly, or through 
his or her agent, mails or causes to be 
mailed any matter for the advertising, 
solicitation, or offer for sale of a Medi-
care supplemental policy, or the deliv-
ery of such a policy, in or into any 

VerDate Sep<11>2014 10:17 Nov 12, 2021 Jkt 253197 PO 00000 Frm 01107 Fmt 8010 Sfmt 8010 Q:\42\42V5.TXT PC31kp
ay

ne
 o

n 
V

M
O

F
R

W
IN

70
2 

w
ith

 $
$_

JO
B



1098 

42 CFR Ch. V (10–1–21 Edition) § 1003.1110 

10 The penalty amounts in this section are 
adjusted for inflation annually. Adjusted 
amounts are published at 45 CFR part 102. 

11 The penalty amounts in this section are 
adjusted for inflation annually. Adjusted 
amounts are published at 45 CFR part 102. 

State in which such policy has not 
been approved by the State commis-
sioner or superintendent of insurance; 

(d) Issues or sells to any individual 
entitled to benefits under Part A or en-
rolled under Part B of Medicare— 

(1) A health insurance policy with 
knowledge that the policy duplicates 
health benefits to which the individual 
is otherwise entitled under Medicare or 
Medicaid, 

(2) A health insurance policy (other 
than a Medicare supplemental policy) 
with knowledge that the policy dupli-
cates health benefits to which the indi-
vidual is otherwise entitled, other than 
benefits to which the individual is enti-
tled under a requirement of State or 
Federal law, 

(3) In the case of an individual not 
electing a Part C plan, a Medicare sup-
plemental policy with knowledge that 
the individual is entitled to benefits 
under another Medicare supplemental 
policy, or 

(4) In the case of an individual elect-
ing a Part C plan, a Medicare supple-
mental policy with knowledge that the 
policy duplicates health benefits to 
which the individual is otherwise enti-
tled under the Part C plan or under an-
other Medicare supplemental policy; 

(e) Issues or sells a health insurance 
policy (other than a policy described in 
section 1882(d)(3)(A)(vi)(III)) to any in-
dividual entitled to benefits under 
Medicare Part A or enrolled under 
Medicare Part B who is applying for a 
health insurance policy and fails to 
furnish the appropriate disclosure 
statement described in section 
1882(d)(3)(A)(vii); or 

(f) Issues or sells a Medicare supple-
mental policy to any individual eligi-
ble for benefits under Part A or en-
rolled under Medicare Part B without 
obtaining the written statement or the 
written acknowledgment described in 
section 1882(d)(3)(B) of the Act. 

§ 1003.1110 Amount of penalties. 
The OIG may impose a penalty of not 

more than 10— 
(a) $5,000 for each individual violation 

of § 1003.1100(a), (b), or (c). 

(b) $25,000 for each individual viola-
tion of § 1003.1100(d), (e), or (f) by a sell-
er who is also the issuer of the policy; 
and 

(c) $15,000 for each individual viola-
tion of § 1003.1100(d), (e), or (f) by a sell-
er who is not the issuer of the policy. 

§ 1003.1120 Determinations regarding 
the amount of penalties. 

In determining the amount of the 
penalty in accordance with this sub-
part, the OIG will consider the factors 
listed in § 1003.140. 

Subpart L—CMPs for Drug Price 
Reporting 

SOURCE: 81 FR 88362, Dec. 7, 2016, unless 
otherwise noted. 

§ 1003.1200 Basis for civil money pen-
alties. 

The OIG may impose a penalty 
against— 

(a) Any wholesaler, manufacturer, or 
direct seller of a covered outpatient 
drug that— 

(1) Refuses a request for information 
by, or 

(2) Knowingly provides false informa-
tion to, the Secretary about charges or 
prices in connection with a survey 
being conducted pursuant to section 
1927(b)(3)(B) of the Act; and 

(b) Any manufacturer with an agree-
ment under section 1927 of the Act 
that— 

(1) Fails to provide any information 
required by section 1927(b)(3)(A) of the 
Act by the deadlines specified therein, 
or 

(2) Knowingly provides any item in-
formation required by section 
1927(b)(3)(A) or (B) of the Act that is 
false. 

§ 1003.1210 Amount of penalties. 

The OIG may impose a penalty of not 
more than 11— 

(a) $100,000 for each individual viola-
tion of § 1003.1200(a) or § 1003.1200(b)(2); 
and 
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12 This penalty amount is adjusted for in-
flation annually. Adjusted amounts are pub-
lished at 45 CFR part 102. 

(b) $10,000 for each day that such in-
formation has not been provided in vio-
lation of § 1003.1200(b)(1). 

§ 1003.1220 Determinations regarding 
the amount of penalties. 

In determining the amount of the 
penalty in accordance with this sub-
part, the OIG will consider the factors 
listed in § 1003.140. 

Subpart M—CMPs for Notifying a 
Skilled Nursing Facility, Nurs-
ing Facility, Home Health 
Agency, or Community Care 
Setting of a Survey 

SOURCE: 81 FR 88362, Dec. 7, 2016, unless 
otherwise noted. 

§ 1003.1300 Basis for civil money pen-
alties. 

The OIG may impose a penalty 
against any individual who notifies, or 
causes to be notified, a skilled nursing 
facility, nursing facility, home health 
agency, a community care setting, of 
the time or date on which a survey pur-
suant to sections 1819(g)(2)(A), 
1919(g)(2)(A), 1891(c)(1), or 1929(i) of the 
Act is scheduled to be conducted. 

§ 1003.1310 Amount of penalties. 

The OIG may impose a penalty of not 
more than $2,000 for each individual 
violation of § 1003.1300.12 

§ 1003.1320 Determinations regarding 
the amount of penalties. 

In determining the amount of the 
penalty in accordance with this sub-
part, the OIG will consider the factors 
listed in § 1003.140. 

Subpart N [Reserved] 

Subpart O—Procedures for the Im-
position of CMPs, Assess-
ments, and Exclusions 

SOURCE: 81 FR 88364, Dec. 7, 2016, unless 
otherwise noted. 

§ 1003.1500 Notice of proposed deter-
mination. 

(a) If the OIG proposes a penalty and, 
when applicable, an assessment, or pro-
poses to exclude a respondent from par-
ticipation in all Federal health care 
programs, as applicable, in accordance 
with this part, the OIG must serve on 
the respondent, in any manner author-
ized by Rule 4 of the Federal Rules of 
Civil Procedure, written notice of the 
OIG’s intent to impose a penalty, an 
assessment, and an exclusion, as appli-
cable. The notice will include— 

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

(2) A description of the violation for 
which the penalty, assessment, and ex-
clusion are proposed (except in cases in 
which the OIG is relying upon statis-
tical sampling in accordance with 
§ 1003.1580, in which case the notice 
shall describe those claims and re-
quests for payment constituting the 
sample upon which the OIG is relying 
and will briefly describe the statistical 
sampling technique used by the OIG); 

(3) The reason why such violation 
subjects the respondent to a penalty, 
an assessment, and an exclusion, 

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

(5) Any factors and circumstances de-
scribed in this part that were consid-
ered when determining the amount of 
the proposed penalty and assessment 
and the length of the period of exclu-
sion; 

(6) Instructions for responding to the 
notice, including— 

(i) A specific statement of the re-
spondent’s right to a hearing and 

(ii) A statement that failure to re-
quest a hearing within 60 days permits 
the imposition of the proposed penalty, 
assessment, and exclusion without 
right of appeal; and 

(7) In the case of a notice sent to a 
respondent who has an agreement 
under section 1866 of the Act, the no-
tice also indicates that the imposition 
of an exclusion may result in the ter-
mination of the respondent’s provider 
agreement in accordance with section 
1866(b)(2)(C) of the Act. 
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(b) Any person upon whom the OIG 
has proposed the imposition of a pen-
alty, an assessment, or an exclusion 
may appeal such proposed penalty, as-
sessment, or exclusion to the Depart-
mental Appeals Board in accordance 
with 42 CFR 1005.2. The provisions of 42 
CFR part 1005 govern such appeals. 

(c) If the respondent fails, within the 
time period permitted, to exercise his 
or her right to a hearing under this 
section, any exclusion, penalty, or as-
sessment becomes final. 

§ 1003.1510 Failure to request a hear-
ing. 

If the respondent does not request a 
hearing within 60 days after the notice 
prescribed by § 1003.1500(a) is received, 
as determined by 42 CFR 1005.2(c), by 
the respondent, the OIG may impose 
the proposed penalty, assessment, and 
exclusion, or any less severe penalty, 
assessment, or exclusion. The OIG shall 
notify the respondent in any manner 
authorized by Rule 4 of the Federal 
Rules of Civil Procedure of any pen-
alty, assessment, and exclusion that 
have been imposed and of the means by 
which the respondent may satisfy the 
judgment. The respondent has no right 
to appeal a penalty, an assessment, or 
an exclusion with respect to which he 
or she has not made a timely request 
for a hearing under 42 CFR 1005.2. 

§ 1003.1520 Collateral estoppel. 

(a) Where a final determination per-
taining to the respondent’s liability for 
acts that violate this part has been 
rendered in any proceeding in which 
the respondent was a party and had an 
opportunity to be heard, the respond-
ent shall be bound by such determina-
tion in any proceeding under this part. 

(b) In a proceeding under this part, a 
person is estopped from denying the es-
sential elements of the criminal of-
fense if the proceeding— 

(1) Is against a person who has been 
convicted (whether upon a verdict after 
trial or upon a plea of guilty or nolo 
contendere) of a Federal crime charg-
ing fraud or false statements, and 

(2) Involves the same transactions as 
in the criminal action. 

§ 1003.1530 Settlement. 

The OIG has exclusive authority to 
settle any issues or case without con-
sent of the ALJ. 

§ 1003.1540 Judicial review. 

(a) Section 1128A(e) of the Act au-
thorizes judicial review of a penalty, an 
assessment, or an exclusion that has 
become final. The only matters subject 
to judicial review are those that the re-
spondent raised pursuant to 42 CFR 
1005.21, unless the court finds that ex-
traordinary circumstances existed that 
prevented the respondent from raising 
the issue in the underlying administra-
tive appeal. 

(b) A respondent must exhaust all ad-
ministrative appeal procedures estab-
lished by the Secretary or required by 
law before a respondent may bring an 
action in Federal court, as provided in 
section 1128A(e) of the Act, concerning 
any penalty, assessment, or exclusion 
imposed pursuant to this part. 

(c) Administrative remedies are ex-
hausted when a decision becomes final 
in accordance with 42 CFR 1005.21(j). 

§ 1003.1550 Collection of penalties and 
assessments. 

(a) Once a determination by the Sec-
retary has become final, collection of 
any penalty and assessment will be the 
responsibility of CMS, except in the 
case of the Maternal and Child Health 
Services Block Grant Program, in 
which the collection will be the respon-
sibility of the Public Health Service 
(PHS); in the case of the Social Serv-
ices Block Grant program, in which the 
collection will be the responsibility of 
the Administration for Children and 
Families; and in the case of violations 
of subpart I, collection will be the re-
sponsibility of the Program Support 
Center (PSC). 

(b) A penalty or an assessment im-
posed under this part may be com-
promised by the OIG and may be recov-
ered in a civil action brought in the 
United States district court for the dis-
trict where the claim was presented or 
where the respondent resides. 

(c) The amount of penalty or assess-
ment, when finally determined, or the 
amount agreed upon in compromise, 
may be deducted from any sum then or 
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later owing by the United States Gov-
ernment or a State agency to the per-
son against whom the penalty or as-
sessment has been assessed. 

(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. 

§ 1003.1560 Notice to other agencies. 
(a) Whenever a penalty, an assess-

ment, or an exclusion becomes final, 
the following organizations and enti-
ties will be notified about such action 
and the reasons for it: The appropriate 
State or local medical or professional 
association; the appropriate quality 
improvement organization; as appro-
priate, the State agency that admin-
isters each State health care program; 
the appropriate Medicare carrier or 
intermediary; the appropriate State or 
local licensing agency or organization 
(including the Medicare and Medicaid 
State survey agencies); and the long- 
term-care ombudsman. In cases involv-
ing exclusions, notice will also be given 
to the public of the exclusion and its 
effective date. 

(b) When the OIG proposes to exclude 
a nursing facility under this part, the 
OIG will, at the same time the facility 
is notified, notify the appropriate 
State licensing authority, the State Of-
fice of Aging, the long-term-care om-
budsman, and the State Medicaid agen-
cy of the OIG’s intention to exclude the 
facility. 

§ 1003.1570 Limitations. 
No action under this part will be en-

tertained unless commenced, in accord-
ance with § 1003.1500(a), within 6 years 
from the date on which the violation 
occurred. 

§ 1003.1580 Statistical sampling. 
(a) In meeting the burden of proof in 

42 CFR 1005.15, the OIG may introduce 
the results of a statistical sampling 
study as evidence of the number and 
amount of claims and/or requests for 
payment, as described in this part, that 
were presented, or caused to be pre-
sented, by the respondent. Such a sta-
tistical sampling study, if based upon 

an appropriate sampling and computed 
by valid statistical methods, shall con-
stitute prima facie evidence of the 
number and amount of claims or re-
quests for payment, as described in this 
part. 

(b) Once the OIG has made a prima 
facie case, as described in paragraph (a) 
of this section, the burden of produc-
tion shall shift to the respondent to 
produce evidence reasonably calculated 
to rebut the findings of the statistical 
sampling study. The OIG will then be 
given the opportunity to rebut this evi-
dence. 

§ 1003.1590 Effect of exclusion. 

The effect of an exclusion will be as 
set forth in 42 CFR 1001.1901. 

§ 1003.1600 Reinstatement. 

A person who has been excluded in 
accordance with this part may apply 
for reinstatement at the end of the pe-
riod of exclusion. The OIG will consider 
any request for reinstatement in ac-
cordance with the provisions of 42 CFR 
1001.3001 through 1001.3004. 

PART 1004—IMPOSITION OF SANC-
TIONS ON HEALTH CARE PRACTI-
TIONERS AND PROVIDERS OF 
HEALTH CARE SERVICES BY A 
QUALITY IMPROVEMENT ORGA-
NIZATION 

Subpart A—General Provisions 

Sec. 
1004.1 Scope and definitions. 

Subpart B—Sanctions Under the QIO 
Program; General Provisions 

1004.10 Statutory obligations of practi-
tioners and other persons. 

1004.20 Sanctions. 

Subpart C—QIO Responsibilities 

1004.30 Basic responsibilities. 
1004.40 Action on identification of a viola-

tion. 
1004.50 Meeting with a practitioner or other 

person. 
1004.60 QIO finding of a violation. 
1004.70 QIO action on final finding of a vio-

lation. 
1004.80 QIO report to the OIG. 
1004.90 Basis for recommended sanction. 
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Subpart D—OIG Responsibilities 

1004.100 Acknowledgement and review of re-
port. 

1004.110 Notice of sanction. 

Subpart E—Effect and Duration of Exclusion 

1004.120 Effect of an exclusion on program 
payments and services. 

1004.130 Reinstatement after exclusion. 

Subpart F—Appeals 

1004.140 Appeal rights. 

AUTHORITY: 42 U.S.C. 1302 and 1320c–5. 

SOURCE: 60 FR 63640, Dec. 12, 1995, unless 
otherwise noted. 

Subpart A—General Provisions 
§ 1004.1 Scope and definitions. 

(a) Scope. This part implements sec-
tion 1156 of the Act by— 

(1) Setting forth certain obligations 
imposed on practitioners and providers 
of services under Medicare; 

(2) Establishing criteria and proce-
dures for the reports required from 
quality improvement organizations 
(QIOs) when there is failure to meet 
those obligations; 

(3) Specifying the policies and proce-
dures for making determinations on 
violations and imposing sanctions; and 

(4) Defining the procedures for ap-
peals by the affected party and the pro-
cedures for reinstatements. 

(b) Definitions. As used in this part, 
unless the context indicates other-
wise— 

Dentist is limited to licensed doctors 
of dental surgery or dental medicine. 

Economically means the services are 
provided at the least expensive, medi-
cally appropriate type of setting or 
level of care available. 

Exclusion means that items and serv-
ices furnished or ordered (or at the 
medical direction or on the prescrip-
tion of a physician) by a specified 
health care practitioner, provider or 
other person during a specified period 
are not reimbursed under titles V, 
XVIII, XIX, or XX of the Social Secu-
rity Act and all other Federal non-pro-
curement programs. 

Gross and flagrant violation means a 
violation of an obligation has occurred 
in one or more instances which pre-
sents an imminent danger to the 

health, safety, or well-being of a pro-
gram patient or places the program pa-
tient unnecessarily in high-risk situa-
tions. 

Health care service or services means 
services or items for which payment 
may be made (in whole or in part) 
under the Medicare or State health 
care programs. 

Health professional shortage area 
(HPSA) means an area designated by 
the Secretary and defined in 42 CFR 
5.2. 

Metropolitan Statistical Area means an 
area as defined by the Executive Office 
of Management and Budget. 

Obligation means any of the obliga-
tions specified at section 1156(a) of the 
Act. 

Other person means a hospital or 
other health care facility, an organiza-
tion or an agency that provides health 
care services or which payment may be 
made (in whole or in part) under the 
Medicare or State health care pro-
grams. 

Pattern or care means that the care 
under question has been demonstrated 
in more than three instances, each of 
which involved different admissions. 

Pharmacy professional is a term lim-
ited to individuals who are licensed or 
registered to provide pharmaceutical 
services. 

Podiatric professional is a term lim-
ited to licensed doctors of podiatric 
medicine. 

Practice area means the location 
where over 50 percent of the practi-
tioner’s or other person’s patients are 
seen. 

Practitioner means a physician or 
other health care professional licensed 
under State law to practice his or her 
profession. 

Primary medical care professional is a 
term limited to: 

(i) Licensed doctors of medicine and 
doctors of osteopathy providing direct 
patient care who practice in the fields 
of general or family practice, general 
internal medicine, pediatrics, obstet-
rics and gynecology, surgery, and any 
other specialty that is not accommo-
dated by the remaining specialty HPSA 
designator, or 

(ii) Those facilities where care and 
treatment is provided to patients with 
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health problems other than mental dis-
orders. 

Pro area means the geographic area 
subject to review by a particular QIO. 

Provider means a hospital or other 
health care facility, agency, or organi-
zation. 

Psychiatric professional is a term lim-
ited to licensed doctors of medicine 
who limit their practice to psychiatry 
or to those facilities where care and 
treatment is limited to patients with 
mental disorders. 

Rural means any area outside an 
urban area. 

Rural health professional shortage area 
means any health professional shortage 
area located outside a Metropolitan 
Statistical Area. 

Sanction means an exclusion or mone-
tary penalty that the Secretary may 
impose on a practitioner or other per-
son as a result of a recommendation 
from a QIO. 

Serious risk includes situations that 
may involve the risk of unnecessary 
treatment, prolonged treatment, lack 
of treatment, incorrect treatment, 
medical complication, premature dis-
charge, physiological or anatomical 
impairment, disability, or death. 

State health care program means a 
State plan approved under title XIX, 
any program receiving funds under 
title V or from an allotment to a State 
under such title, or any program re-
ceiving funds under title XX or from an 
allotment to a State under such title. 

Substantial violation in a substantial 
number of cases means a pattern of pro-
viding care, as defined in this section, 
that is inappropriate, unnecessary, or 
does not meet recognized professional 
standards of care, or is not supported 
by the necessary documentation of 
care as required by the QIO. 

Urban means a Metropolitan Statis-
tical Area as defined by the Executive 
Office of Management and Budget. 

Vision care professional is a term lim-
ited to licensed doctors of medicine 
who limit their practice to ophthal-
mology and to doctors of optometry. 

Subpart B—Sanctions Under the 
QIO Program; General Provisions 

§ 1004.10 Statutory obligations of prac-
titioners and other persons. 

It is the obligation of any health care 
practitioner or other person who fur-
nishes or orders health care services 
that may be reimbursed under the 
Medicare or State health care pro-
grams to ensure, to the extent of his or 
her or its authority, that those serv-
ices are— 

(a) Provided economically and only 
when, and to the extent, medically nec-
essary; 

(b) Of a quality that meets profes-
sionally recognized standards of health 
care; and 

(c) Supported by evidence of medical 
necessity and quality in the form and 
fashion and at such time that the re-
viewing QIO may reasonably require 
(including copies of the necessary doc-
umentation and evidence of compliance 
with pre-admission or pre-procedure re-
view requirements) to ensure that the 
practitioner or other person is meeting 
the obligations imposed by section 
1156(a) of the Act. 

§ 1004.20 Sanctions. 

In addition to any other sanction 
provided under the law, a practitioner 
or other person may be— 

(a) Excluded from participating in 
programs under titles V, XVIII, XIX, 
and XX of the Social Security Act for 
a period of no less than 1 year; or 

(b) In lieu of exclusion and as a con-
dition for continued participation in ti-
tles V, XVIII, XIX, and XX of the Act, 
if the violation involved the provision 
or ordering of health care services (or 
services furnished at the medical direc-
tion or on the prescription of a physi-
cian) that were medically improper or 
unnecessary, required to pay an 
amount of up to $10,000 for each in-
stance in which improper or unneces-
sary services were furnished or ordered 
(or prescribed, if appropriate). The 
practitioner or other person will be re-
quired either to pay the monetary as-
sessment within 6 months of the date 
of notice or have it deducted from any 
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sums the Federal Government owes the 
practitioner or other person. 

[62 FR 23143, Apr. 29, 1997] 

Subpart C—QIO Responsibilities 

§ 1004.30 Basic responsibilities. 
(a) The QIO must use its authority or 

influence to enlist the support of other 
professional or government agencies to 
ensure that each practitioner or other 
person complies with the obligations 
specified in § 1004.10. 

(b) When the QIO identifies situa-
tions where an obligation specified in 
§ 1004.10 is violated, it will afford the 
practitioner or other person reasonable 
notice and opportunity for discussion 
and, if appropriate, a suggested method 
for correcting the situation and a time 
period for a corrective action in ac-
cordance with §§ 1004.40 and 1004.60. 

(c) The QIO must submit a report to 
the OIG after the notice and oppor-
tunity provided under paragraph (b) of 
this section and, if appropriate, the op-
portunity to enter into and complete a 
corrective action plan (CAP) if the QIO 
finds that the practitioner or other 
person has— 

(1) Failed substantially to comply 
with any obligation in a substantial 
number of admissions; or 

(2) Grossly and flagrantly violated 
any obligation in one or more in-
stances. 

(d) The QIO report to the OIG must 
comply with the provisions of § 1004.80. 

(e) If a practitioner or other person 
relocates to another QIO area prior to 
a finding of a violation or sanction rec-
ommendation, and the originating 
QIO— 

(1) Is able to make a finding, the 
originating QIO must, as appropriate, 
close the case or forward a sanction 
recommendation to the OIG; or 

(2) Cannot make a finding, the origi-
nating QIO must forward all docu-
mentation regarding the case to the 
QIO with jurisdiction, and notify the 
practitioner or other person of this ac-
tion. 

(f) The QIO must deny payment for 
services or items furnished or ordered 
(or at the medical direction or on the 
prescription of an excluded physician) 
by an excluded practitioner or other 

person when the QIO identifies the 
services or items. It must report the 
findings to the Centers for Medicare & 
Medicaid Services. 

§ 1004.40 Action on identification of a 
violation. 

When a QIO identifies a violation, it 
must— 

(a) Indicate whether the violation is 
a gross and flagrant violation or is a 
substantial violation in a substantial 
number of cases; and 

(b) Send the practitioner or other 
person written notice of the identifica-
tion of a violation containing the fol-
lowing information— 

(1) The obligation(s) involved; 
(2) The situation, circumstances or 

activity that resulted in a violation; 
(3) The authority and responsibility 

of the QIO to report violations of any 
obligation under section 1156(a) of the 
Act; 

(4) A suggested method for correcting 
the situation and a time period for cor-
rective action, if appropriate; 

(5) The sanction that the QIO could 
recomment to the OIG; 

(6) The right of the practitioner or 
other person to submit to the QIO 
within 30 days of receipt of the notice 
additional information or a written re-
quest for a meeting with the QIO to re-
view and discuss the finding, or both. 
The date of receipt is presumed to be 5 
days after the date on the notice, un-
less there is a reasonable showing to 
the contrary. The notice will also state 
that if a meeting is requested— 

(i) It will be held within 30 days of re-
ceipt by the QIO of the request, but 
may be extended for good cause; 

(ii) The practitioner or other person 
may have an attorney present; and 

(iii) The attorney, if present, will be 
permitted to make opening and closing 
remarks, ask clarifying questions at 
the meeting and assist the practitioner 
or other person in presenting the testi-
mony of expert witnesses who may ap-
pear on the practitioner’s or other per-
son’s behalf; and 

(7) A copy of the material used by the 
QIO in arriving at its finding except for 
QIO deliberations, as set forth in 
§ 480.139 of this part. 

[60 FR 63640, Dec. 12, 1995, as amended at 85 
FR 72910, Nov. 16, 2020] 
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§ 1004.50 Meeting with a practitioner 
or other person. 

If the practitioner or other person re-
quests a meeting with the QIO— 

(a) The QIO panel that meets with 
the practitioner or other person must 
consist of a minimum of 3 physicians; 

(b) No physician member of the QIO 
panel may be in direct economic com-
petition with the practitioner or other 
person being considered for sanction; 

(c) The QIO must ensure that no phy-
sician member of the QIO panel has a 
substantial bias for or against the 
practitioner or other person being con-
sidered for sanction; 

(d) At least one member of the QIO 
panel meeting with the practitioner or 
other person should practice in a simi-
lar area, e.g., urban or rural, and at 
least one member of the panel must be 
in the same specialty (both require-
ments could be met by a single indi-
vidual); 

(e) If the practitioner or other person 
has an attorney present, that attorney 
will be permitted to make opening and 
closing remarks, ask clarifying ques-
tions and assist the practitioner or 
other person in presenting the testi-
mony of expert witnesses who may ap-
pear on the practitioner’s or other per-
son behalf; 

(f) The physician who recommends to 
the QIO that a practitioner or other 
person be sanctioned may not vote on 
that recommendation at the meeting; 

(g) The QIO may allow the practi-
tioner or other person 5 working days 
after the meeting to provide the QIO 
additional relevant information that 
may affect its finding; and 

(h) A verbatim record must be made 
of the meeting and must be made avail-
able to the practitioner or other person 
promptly. 

§ 1004.60 QIO finding of a violation. 
(a) On the basis of any additional in-

formation received, the QIO will affirm 
or modify its finding. If the QIO affirms 
its finding, it may suggest in writing a 
method for correcting the situation 
and a time period for corrective action. 
This CAP could correspond with, or be 
a continuation of, a prior CAP or be a 
new proposal based on additional infor-
mation received by the QIO. If the find-
ing has been resolved to the QIO’s sat-

isfaction, the QIO may modify its ini-
tial finding or recommendation or 
close the case. 

(b) The QIO must give written notice 
to the practitioner or other person of 
any action it takes as a result of the 
additional information received, as 
specified in § 1004.70. 

(c) At least one member of the QIO 
participating in the process which re-
sulted in a recommendation to the OIG 
that a practitioner or other person be 
sanctioned should practice in a similar 
geographic area, e.g. urban or rural, 
and at least one member of the panel 
must be in the same medical specialty. 
Both requirements can be met by a sin-
gle individual. In addition, no one at 
the QIO who is a participant in such a 
finding may be in direct economic com-
petition with, or have a substantial 
bias for or against, that practitioner or 
other person being recommended for 
sanction. 

§ 1004.70 QIO action on final finding of 
a violation. 

If the finding is not resolved to the 
QIO’s satisfaction as specified in 
§ 1004.60(a), the QIO must— 

(a) Submit its report and rec-
ommendation to the OIG; 

(b) Send the affected practitioner or 
other person a concurrent final notice, 
with a copy of all the material that is 
being forwarded to the OIG, advising 
that— 

(1) The QIO recommendation has 
been submitted to the OIG; 

(2) The practitioner or other person 
has 30 days from receipt of this final 
notice to submit any additional writ-
ten material or documentary evidence 
to the OIG at its headquarters loca-
tion. The date of receipt is presumed to 
be 5 days after the date on the notice, 
unless there is a reasonable showing to 
the contrary; and 

(3) Due to the 120-day statutory re-
quirement specified in § 1004.100(e), the 
period for submitting additional infor-
mation will not be extended and any 
material received by the OIG after the 
30-day period will not be considered; 
and 

(c) Provide notice to the State med-
ical board or to other appropriate li-
censing boards for other practitioner 
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types when it submits a report and rec-
ommendations to the OIG with respect 
to a physician or other person whom 
the board is responsible for licensing. 

§ 1004.80 QIO report to the OIG. 
(a) Manner of reporting. If the viola-

tion(s) identified by the QIO have not 
been resolved, it must submit a report 
and recommendation to the OIG at the 
field office with jurisdiction. 

(b) Content of report. The QIO report 
must include the following informa-
tion— 

(1) Identification of the practitioner 
or other person and, when applicable, 
the name of the director, administrator 
or owner of the entity involved; 

(2) The type of health care services 
involved; 

(3) A description of each failure to 
comply with an obligation, including 
specific dates, places, circumstances 
and other relevant facts; 

(4) Pertinent documentary evidence; 
(5) Copies of written correspondence, 

including reports of conversations with 
the practitioner or other person re-
garding the violation and, if applicable, 
a copy of the verbatim transcript of 
the meeting with the practitioner or 
other person; 

(6) The QIO’s finding that an obliga-
tion under section 1156(a) of the Act 
has been violated and that the viola-
tion is substantial and has occurred in 
a substantial number of cases or is 
gross and flagrant; 

(7) A case-by-case analysis and eval-
uation of any additional information 
provided by the practitioner or other 
person in response to the QIO’s initial 
finding; 

(8) A copy of the CAP that was devel-
oped and documentation of the results 
of such plan; 

(9) The number of admissions by the 
practitioner or other person reviewed 
by the QIO during the period in which 
the violation(s) were identified; 

(10) The professional qualifications of 
the QIO’s reviewers; and 

(11) The QIO’s sanction recommenda-
tion. 

(c) QIO recommendation. The QIO 
must specify in its report— 

(1) The sanction recommended; 
(2) The amount of the monetary pen-

alty recommended, if applicable; 

(3) The period of exclusion rec-
ommended, if applicable; 

(4) The availability of alternative 
sources of services in the community, 
with supporting information; and 

(5) The county or counties in which 
the practitioner or other person fur-
nishes services. 

[60 FR 63640, Dec. 12, 1995, as amended at 62 
FR 23143, Apr. 29, 1997] 

§ 1004.90 Basis for recommended sanc-
tion. 

The QIO’s specific recommendation 
must be based on documentation pro-
vided to the OIG showing its consider-
ation of— 

(a) The type of offense involved; 
(b) The severity of the offense; 
(c) The deterrent value; 
(d) The practitioner’s or other per-

son’s previous sanction record; 
(e) The availability of alternative 

sources of services in the community; 
and 

(f) Any other factors that the QIO 
considers relevant, such as the dura-
tion of the problem. 

Subpart D—OIG Responsibilities 
§ 1004.100 Acknowledgement and re-

view of report. 
(a) Acknowledgement. The OIG will in-

form the QIO of the date it received the 
QIO’s report and recommendation. 

(b) Review. The OIG will review the 
QIO report and recommendation to de-
termine whether— 

(1) The QIO has followed the regu-
latory requirements of this part; and 

(2) A violation has occurred. 
(c) Rejection of the QIO recommenda-

tion. If the OIG decides that a sanction 
is not warranted, it will notify the QIO 
that recommended the sanction, the af-
fected practitioner or other person, and 
the licensing board informed by the 
QIO of the sanction recommendation 
that the recommendation is rejected. 

(d) Decision to sanction. If the OIG de-
cides that a violation of obligations 
has occurred, it will determine the ap-
propriate sanction by considering— 

(1) The recommendation of the QIO; 
(2) The type of offense; 
(3) The severity of the offense; 
(4) The previous sanction record of 

the practitioner or other person; 
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(5) The availability of alternative 
sources of services in the community; 

(6) Any prior problems the Medicare 
or State health care programs have had 
with the practitioner or other person; 
and 

(7) Any other matters relevant to the 
particular case. 

(e) Exclusion sanction. If the QIO sub-
mits a recommendation for exclusion 
to the OIG, and a determination is not 
made by the 120th day after actual re-
ceipt by the OIG, the exclusion sanc-
tion recommended will become effec-
tive and the OIG will provide notice in 
accordance with § 1004.110(f). 

(f) Monetary penalty. If the QIO rec-
ommendation is to assess a monetary 
penalty, the 120-day provision does not 
apply and the OIG will provide notice 
in accordance with § 1004.110 (a)–(e). 

[60 FR 63640, Dec. 12, 1995, as amended at 62 
FR 23143, Apr. 29, 1997] 

§ 1004.110 Notice of sanction. 
(a) The OIG must notify the practi-

tioner or other person of the adverse 
determination and of the sanction to 
be imposed. 

(b) The sanction is effective 20 days 
from the date of the notice. Receipt is 
presumed to be 5 days after the date on 
the notice, unless there is a reasonable 
showing to the contrary. 

(c) The notice must specify— 
(1) The legal and factual basis for the 

determination; 
(2) The sanction to be imposed; 
(3) The effective date and, if appro-

priate, the duration of the exclusion; 
(4) The appeal rights of the practi-

tioner or other person; 
(5) The opportunity and the process 

necessary to provide alternative notifi-
cation as set forth in paragraphs (d) 
and (e) of this section; and 

(6) In the case of exclusion, the ear-
liest date on which the OIG will accept 
a request for reinstatement. 

(d) Patient notification. (1)(i) The OIG 
will provide a sanctioned practitioner 
or other person an opportunity to elect 
to inform each of their patients of the 
sanction action. In order to elect this 
option, the sanctioned practitioner or 
other person must, within 30 calendar 
days from receipt of the OIG notice, in-
form both new and existing patients 
through written notice—based on a 

suggested (non-mandatory) model pro-
vided to the sanctioned individual by 
the OIG—of the sanction and, in the 
case of an exclusion, its effective date. 
Receipt of the OIG notice is presumed 
to be 5 days after the date of the no-
tice, unless there is a reasonable show-
ing to the contrary. Within this same 
period, the practitioner or other person 
must also sign and return the certifi-
cation that the OIG will provide with 
the notice. For purposes of this sec-
tion, the term ‘‘all existing patients’’ 
includes all patients currently under 
active treatment with the practitioner 
or other person, as well as all patients 
who have been treated by the practi-
tioner or other person within the last 3 
years. In addition, the practitioner or 
other person must notify all prospec-
tive patients orally at the time such 
persons request an appointment. If the 
sanctioned party is a hospital, it must 
notify all physicians who have privi-
leges at the hospital, and must post a 
notice in its emergency room, business 
office and in all affiliated entities re-
garding the exclusion. In addition, for 
purposes of this section, the term ‘‘in 
all affiliated entities’’ encompasses all 
entities and properties in which the 
hospital has a direct or indirect owner-
ship interest of 5 percent or more and 
any management, partnership or con-
trol of the entity. 

(ii) The certification will provide 
that the practitioner or other person— 

(A) Has informed each of his, her or 
its patients in writing that the practi-
tioner or other person has been sanc-
tioned, or if a hospital, has informed 
all physicians having privileges at the 
hospital that it has been sanctioned; 

(B) If excluded from Medicare and the 
State health care programs, has in-
formed his, her or its existing patients 
in writing that the programs will not 
pay for items and services furnished or 
ordered (or at the medical direction or 
on the prescription of an excluded phy-
sician) by the practitioner or other per-
son until they are reinstated, or if a 
hospital, has provided this information 
to all physicians having privileges at 
that hospital; 

(C) If excluded from Medicare and 
State health care programs, will pro-
vide prospective patients—or if a hos-
pital, physicians requesting privileges 
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at that hospital prior to furnishing or 
ordering (or in the case of an excluded 
physician, medically directing or pre-
scribing) services—oral information of 
both the sanction and that the pro-
grams will not pay for services pro-
vided and written notification of the 
same at the time of the provision of 
services; 

(D) If excluded from Medicare and 
State health care programs and is an 
entity such as a hospital, has posted a 
notice in its emergency room, business 
office and in all affiliated entities that 
the programs will not pay for services 
provided; and 

(E) Certifies to the truthfulness and 
accuracy of the notification and the 
statements in the certification. 

(2) If the sanctioned practitioner or 
other person does not inform his, her 
or its patients and does not return the 
required certification within the 30-day 
period, or if the sanctioned practi-
tioner or other person returns the cer-
tification within the 30-day period but 
the OIG obtains reliable evidence that 
such person nevertheless has not ade-
quately informed new and existing pa-
tients of the sanction, the OIG— 

(i) Will see that the public is notified 
directly of the identity of the sanc-
tioned practitioner or other person, the 
finding that the obligation has been 
violated, and the effective date of any 
exclusion; and 

(ii) May consider this failure to ad-
here to the certification obligation as 
an adverse factor at the time the sanc-
tioned practitioner or other person re-
quests reinstatement. 

(3) If the sanctioned practitioner or 
other person is entitled to a prelimi-
nary hearing in accordance with 
§ 1004.140(a) and requests such a pre-
liminary hearing, and if the adminis-
trative law judge (ALJ) decides that 
he, she or it poses a risk to program 
beneficiaries, the sanctioned practi-
tioner or other person would have 30 
days from the date of receipt of the 
ALJ’s decision to provide certification 
to the OIG in accordance with 
§ 1004.110(d)(1). The date of receipt is 
presumed to be 5 days after the date of 
the ALJ’s decision, unless there is a 
reasonable showing to the contrary. 

(e) Notice of the sanction is also pro-
vided to the following entities as ap-
propriate— 

(1) The QIO that originated the sanc-
tion report; 

(2) QIOs in adjacent areas; 
(3) State Medicaid fraud control units 

and State licensing and accreditation 
bodies; 

(4) Appropriate program contractors 
and State agencies; 

(5) Hospitals, including the hospital 
where the sanctioned individual’s case 
originated and where the individual 
currently has privileges, if known; 
skilled nursing facilities, home health 
agencies, and health maintenance or-
ganizations and Federally-funded com-
munity health centers where the prac-
titioner or other person works; 

(6) Medical societies and other pro-
fessional organizations; and 

(7) Medicare carriers and fiscal inter-
mediaries, health care prepayment 
plans and other affected agencies and 
organizations. 

(f) If an exclusion sanction is effec-
tuated because a decision was not made 
within 120 days after receipt of the QIO 
recommendation, notification is as fol-
lows— 

(1) As soon as possible after the 120th 
day, the OIG will issue a notice to the 
practitioner or other person, in compli-
ance with the requirements of para-
graph (c) of this section, affirming the 
QIO recommendation based on the 
OIG’s review of the case, and that the 
exclusion is effective 20 days from the 
date of the notice; and 

(2) Notice of sanction is also provided 
as specified in paragraph (e) of this sec-
tion. 

[60 FR 63640, Dec. 12, 1995; 61 FR 1841, Jan. 24, 
1996, as amended at 62 FR 23143, Apr. 29, 1997] 

Subpart E—Effect and Duration of 
Exclusion 

§ 1004.120 Effect of an exclusion on 
program payments and services. 

The effect of an exclusion is set forth 
in § 1001.1901 of this chapter. 

§ 1004.130 Reinstatement after exclu-
sion. 

(a) A practitioner or other person 
who has been excluded in accordance 
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with this part may apply for reinstate-
ment at the end of the period of exclu-
sion. The OIG will consider any request 
for reinstatement in accordance with 
provisions of §§ 1001.3001 through 
1001.3005 of this chapter. 

(b) The OIG may also consider a prac-
titioner’s or other person’s compliance 
with the certification obligation in 
§ 1004.110(d) at the time of reinstate-
ment. 

Subpart F—Appeals 

§ 1004.140 Appeal rights. 

(a) Right to preliminary hearing. (1)(i) 
A practitioner or other person excluded 
from participation in Medicare and any 
State health care programs under sec-
tion 1156 of the Act may request a pre-
liminary hearing if the location where 
services are rendered to over 50 percent 
of the practitioner’s or other person’s 
patients at the time of the exclusion 
notice is in a rural HPSA or in a coun-
ty with a population of less than 70,000. 

(ii) Unless the practitioner’s or other 
person’s practice meets the definition 
for psychiatric professional, vision care 
professional, dental professional, 
podiatric professional or pharmacy 
professional, the HPSA used by the 
OIG for determination of entitlement 
to a preliminary hearing will be the 
HPSA list for primary medical care 
professional. 

(iii) Information on the population 
size of a county in order to determine 
entitlement to a preliminary hearing 
will be obtained by the OIG from the 
responsible officials of that county. 

(2)(i) A request for a preliminary 
hearing must be made in writing and 
received by the Departmental Appeals 
Board (DAB) no later than the 15th day 
after the notice of exclusion is received 
by a practitioner or other person. The 
date of receipt of the notice of exclu-
sion by the practitioner or other per-
son is presumed to be 5 days after the 
date appearing on the notice, unless 
there is a reasonable showing to the 
contrary. 

(ii) A request for a preliminary hear-
ing will stay the effective date of the 
exclusion pending a decision of the 
ALJ at the preliminary hearing, and 
all the parties informed by the OIG of 

the exclusion will be notified of the 
stay. 

(iii) A request for a preliminary hear-
ing received after the 15-day period has 
expired will be treated as a request for 
a hearing before an ALJ in accordance 
with paragraph (b) of this section. 

(iv) If the practitioner or other per-
son exercises his, her or its right to a 
preliminary hearing, such a hearing 
must be held by the ALJ in accordance 
with paragraph (a)(3)(i) of this section 
unless the OIG waives it in accordance 
with paragraph (a)(6)(i) of this section. 

(v) The ALJ cannot consolidate the 
preliminary hearing with a full hearing 
without the approval of all parties to 
the hearing. 

(3)(i) The preliminary hearing will be 
conducted by an ALJ of the DAB in a 
city that the ALJ deems equitable to 
all parties. The ALJ will conduct the 
preliminary hearing and render a deci-
sion no later than 45 days after receipt 
of the request for such a hearing by the 
DAB. Unless there is a reasonable 
showing to the contrary, date of re-
ceipt by the DAB is presumed to be 5 
days after the date on the request for a 
preliminary hearing or, if undated, the 
date of receipt will be the date the 
DAB actually received the request. A 
reasonable extension to the 45-day pe-
riod of up to 15 days may be requested 
by any party to the preliminary hear-
ing and such a request may be granted 
upon concurrence by all parties to the 
preliminary hearing. Such request 
must be received no later than 15 days 
prior to the scheduled date of the pre-
liminary hearing. 

(ii) The only issue to be heard and de-
cided on by the ALJ at the preliminary 
hearing, based on the preponderance of 
the evidence, is whether the practi-
tioner’s or other person’s continued 
participation in the Medicare and 
State health care programs during the 
appeal of the exclusion before an ALJ 
would place program beneficiaries at 
serious risk. The ALJ’s decision is to 
be based on the preponderance of the 
evidence. 

(iii) In the interest of time, the ALJ 
may issue an oral decision to be fol-
lowed by a written decision. 

(iv) In those cases where the ALJ has 
stayed an exclusion after a preliminary 
hearing, a full hearing must be held 
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and a decision rendered by the ALJ 
within 6 months. If, for any reason, the 
request for a full hearing before the 
ALJ is withdrawn or dismissed, the 
practitioner or other person will be ex-
cluded effective 5 days after the notice 
of the withdrawal or dismissal is re-
ceived in the OIG headquarters. 

(4) The preliminary hearing decision 
is not appealable or subject to further 
administrative or judicial review. 

(5) A practitioner or other person 
found at the preliminary hearing not 
to place program beneficiaries at seri-
ous risk, but later determined to have 
been properly excluded from program 
participation after a full hearing before 
an ALJ, is not entitled to have the ex-
clusion stayed further during an appeal 
to the DAB. Exclusions in such in-
stances will be effective 5 days after re-
ceipt of the ALJ decision in the OIG 
headquarters. 

(6)(i) After notice of a timely request 
for a preliminary hearing, the OIG may 
determine that the practitioner’s or 
other person’s continued program par-
ticipation during the appeal before the 
ALJ will not place program bene-
ficiaries at serious risk and waive the 
preliminary hearing. Under these cir-
cumstances, the exclusion will be 
stayed pending the decision of the ALJ 
after a full hearing. the hearing must 
be held, and a decision reached, within 
6 months. 

(ii) If the OIG decides to waive the 
preliminary hearing, the request for 
the preliminary hearing will be consid-
ered a request for a hearing before the 
ALJ in accordance with paragraph (b) 
of this section. 

(b) Right to administrative review. (1) A 
practitioner or other person dissatis-
fied with an OIG determination, or an 
exclusion that results from a deter-
mination not being made within 120 
days, is entitled to appeal such sanc-
tion in accordance with part 1005 of 
this chapter. 

(2) Due to the 120-day statutory re-
quirement specified in § 1004.100(e), the 
following limitations apply— 

(i) The period of time for submitting 
additional information will not be ex-
tended. 

(ii) Any material received by the OIG 
after the 30-day period allowed will not 
be considered by the ALJ or the DAB. 

(3) The OIG’s determination con-
tinues in effect unless reversed by a 
hearing. 

(c) Rights to judicial review. Any prac-
titioner or other person dissatisfied 
with a final decision of the Secretary 
may file a civil action in accordance 
with the provisions of section 205(g) of 
the Act. 

PART 1005—APPEALS OF EXCLU-
SIONS, CIVIL MONEY PENALTIES 
AND ASSESSMENTS 

Sec. 
1005.1 Definitions. 
1005.2 Hearing before an administrative law 

judge. 
1005.3 Rights of parties. 
1005.4 Authority of the ALJ. 
1005.5 Ex parte contacts. 
1005.6 Prehearing conferences. 
1005.7 Discovery. 
1005.8 Exchange of witness lists, witness 

statements and exhibits. 
1005.9 Subpoenas for attendance at hearing. 
1005.10 Fees. 
1005.11 Form, filing and service of papers. 
1005.12 Computation of time. 
1005.13 Motions. 
1005.14 Sanctions. 
1005.15 The hearing and burden of proof. 
1005.16 Witnesses. 
1005.17 Evidence. 
1005.18 The record. 
1005.19 Post-hearing briefs. 
1005.20 Initial decision. 
1005.21 Appeal to DAB. 
1005.22 Stay of initial decision. 
1005.23 Harmless error. 

AUTHORITY: 42 U.S.C. 405(a), 405(b), 1302, 
1320a–7, 1320a–7a and 1320c–5. 

SOURCE: 57 FR 3350, Jan. 29, 1992, unless 
otherwise noted. 

§ 1005.1 Definitions. 
Civil money penalty cases refer to all 

proceedings arising under any of the 
statutory bases for which the OIG has 
been delegated authority to impose 
civil money penalties under Medicare 
or the State health care programs. 

DAB refers to the Departmental Ap-
peals Board or its delegatee. 

Exclusion cases refer to all pro-
ceedings arising under any of the stat-
utory bases for which the OIG has been 
delegated authority to impose exclu-
sions under Medicare or the State 
health care programs. 
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Inspector General (IG) means the In-
spector General of the Department of 
Health and Human Services or his or 
her designees. 

[57 FR 3350, Jan. 29, 1992, as amended at 65 
FR 24418, Apr. 26, 2000] 

§ 1005.2 Hearing before an administra-
tive law judge. 

(a) A party sanctioned under any cri-
teria specified in parts 1001, 1003 and 
1004 of this chapter may request a hear-
ing before an ALJ. 

(b) In exclusion cases, the parties to 
the proceeding will consist of the peti-
tioner and the IG. In civil money pen-
alty cases, the parties to the pro-
ceeding will consist of the respondent 
and the IG. 

(c) The request for a hearing will be 
made in writing to the DAB; signed by 
the petitioner or respondent, or by his 
or her attorney; and sent by certified 
mail. The request must be filed within 
60 days after the notice, provided in ac-
cordance with § 1001.2002, § 1001.203 or 
§ 1003.109, is received by the petitioner 
or respondent. For purposes of this sec-
tion, the date of receipt of the notice 
letter will be presumed to be 5 days 
after the date of such notice unless 
there is a reasonable showing to the 
contrary. 

(d) The request for a hearing will 
contain a statement as to the specific 
issues or findings of fact and conclu-
sions of law in the notice letter with 
which the petitioner or respondent dis-
agrees, and the basis for his or her con-
tention that the specific issues or find-
ings and conclusions were incorrect. 

(e) The ALJ will dismiss a hearing re-
quest where— 

(1) The petitioner’s or the respond-
ent’s hearing request is not filed in a 
timely manner; 

(2) The petitioner or respondent with-
draws his or her request for a hearing; 

(3) The petitioner or respondent 
abandons his or her request for a hear-
ing; or 

(4) The petitioner’s or respondent’s 
hearing request fails to raise any issue 
which may properly be addressed in a 
hearing. 

[57 FR 3350, Jan. 29, 1992, as amended at 65 
FR 24418, Apr. 26, 2000] 

§ 1005.3 Rights of parties. 
(a) Except as otherwise limited by 

this part, all parties may— 
(1) Be accompanied, represented and 

advised by an attorney; 
(2) Participate in any conference held 

by the ALJ; 
(3) Conduct discovery of documents 

as permitted by this part; 
(4) Agree to stipulations of fact or 

law which will be made part of the 
record; 

(5) Present evidence relevant to the 
issues at the hearing; 

(6) Present and cross-examine wit-
nesses; 

(7) Present oral arguments at the 
hearing as permitted by the ALJ; and 

(8) Submit written briefs and pro-
posed findings of fact and conclusions 
of law after the hearing. 

(b) Fees for any services performed 
on behalf of a party by an attorney are 
not subject to the provisions of section 
206 of title II of the Act, which author-
izes the Secretary to specify or limit 
these fees. 

§ 1005.4 Authority of the ALJ. 
(a) The ALJ will conduct a fair and 

impartial hearing, avoid delay, main-
tain order and assure that a record of 
the proceeding is made. 

(b) The ALJ has the authority to— 
(1) Set and change the date, time and 

place of the hearing upon reasonable 
notice to the parties; 

(2) Continue or recess the hearing in 
whole or in part for a reasonable period 
of time; 

(3) Hold conferences to identify or 
simplify the issues, or to consider 
other matters that may aid in the ex-
peditious disposition of the proceeding; 

(4) Administer oaths and affirma-
tions; 

(5) Issue subpoenas requiring the at-
tendance of witnesses at hearings and 
the production of documents at or in 
relation to hearings; 

(6) Rule on motions and other proce-
dural matters; 

(7) Regulate the scope and timing of 
documentary discovery as permitted by 
this part; 

(8) Regulate the course of the hearing 
and the conduct of representatives, 
parties, and witnesses; 

(9) Examine witnesses; 
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(10) Receive, rule on, exclude or limit 
evidence; 

(11) Upon motion of a party, take of-
ficial notice of facts; 

(12) Upon motion of a party, decide 
cases, in whole or in part, by summary 
judgment where there is no disputed 
issue of material fact; and 

(13) Conduct any conference, argu-
ment or hearing in person or, upon 
agreement of the parties, by telephone. 

(c) The ALJ does not have the au-
thority to— 

(1) Find invalid or refuse to follow 
Federal statutes or regulations or sec-
retarial delegations of authority; 

(2) Enter an order in the nature of a 
directed verdict; 

(3) Compel settlement negotiations; 
(4) Enjoin any act of the Secretary; 
(5) Review the exercise of discretion 

by the OIG to exclude an individual or 
entity under section 1128(b) of the Act 
or under part 1003 of this chapter, or 
determine the scope or effect of the ex-
clusion; 

(6) Set a period of exclusion at zero, 
or reduce a period of exclusion to zero, 
in any case in which the ALJ finds that 
an individual or entity committed an 
act described in section 1128(b) of the 
Act or under part 1003 of this chapter; 
or 

(7) Review the exercise of discretion 
by the OIG to impose a CMP, assess-
ment or exclusion under part 1003 of 
this chapter. 

[57 FR 3350, Jan. 29, 1992, as amended at 58 
FR 5618, Jan. 22, 1993; 81 FR 88365, Dec. 7, 
2016] 

§ 1005.5 Ex parte contacts. 
No party or person (except employees 

of the ALJ’s office) will communicate 
in any way with the ALJ on any mat-
ter at issue in a case, unless on notice 
and opportunity for all parties to par-
ticipate. This provision does not pro-
hibit a person or party from inquiring 
about the status of a case or asking 
routine questions concerning adminis-
trative functions or procedures. 

§ 1005.6 Prehearing conferences. 
(a) The ALJ will schedule at least 

one prehearing conference, and may 
schedule additional prehearing con-
ferences as appropriate, upon reason-
able notice to the parties. 

(b) The ALJ may use prehearing con-
ferences to discuss the following— 

(1) Simplification of the issues; 
(2) The necessity or desirability of 

amendments to the pleadings, includ-
ing the need for a more definite state-
ment; 

(3) Stipulations and admissions of 
fact or as to the contents and authen-
ticity of documents; 

(4) Whether the parties can agree to 
submission of the case on a stipulated 
record; 

(5) Whether a party chooses to waive 
appearance at an oral hearing and to 
submit only documentary evidence 
(subject to the objection of other par-
ties) and written argument; 

(6) Limitation of the number of wit-
nesses; 

(7) Scheduling dates for the exchange 
of witness lists and of proposed exhib-
its; 

(8) Discovery of documents as per-
mitted by this part; 

(9) The time and place for the hear-
ing; 

(10) Such other matters as may tend 
to encourage the fair, just and expedi-
tious disposition of the proceedings; 
and 

(11) Potential settlement of the case. 
(c) The ALJ will issue an order con-

taining the matters agreed upon by the 
parties or ordered by the ALJ at a pre-
hearing conference. 

§ 1005.7 Discovery. 

(a) A party may make a request to 
another party for production of docu-
ments for inspection and copying 
which are relevant and material to the 
issues before the ALJ. 

(b) For the purpose of this section, 
the term documents includes informa-
tion, reports, answers, records, ac-
counts, papers and other data and doc-
umentary evidence. Nothing contained 
in this section will be interpreted to re-
quire the creation of a document, ex-
cept that requested data stored in an 
electronic data storage system will be 
produced in a form accessible to the re-
questing party. 

(c) Requests for documents, requests 
for admissions, written interrogatories, 
depositions and any forms of discovery, 
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other than those permitted under para-
graph (a) of this section, are not au-
thorized. 

(d) This section will not be construed 
to require the disclosure of interview 
reports or statements obtained by any 
party, or on behalf of any party, of per-
sons who will not be called as witnesses 
by that party, or analyses and sum-
maries prepared in conjunction with 
the investigation or litigation of the 
case, or any otherwise privileged docu-
ments. 

(e)(1) When a request for production 
of documents has been received, within 
30 days the party receiving that re-
quest will either fully respond to the 
request, or state that the request is 
being objected to and the reasons for 
that objection. If objection is made to 
part of an item or category, the part 
will be specified. Upon receiving any 
objections, the party seeking produc-
tion may then, within 30 days or any 
other time frame set by the ALJ, file a 
motion for an order compelling dis-
covery. (The party receiving a request 
for production may also file a motion 
for protective order any time prior to 
the date the production is due.) 

(2) The ALJ may grant a motion for 
protective order or deny a motion for 
an order compelling discovery if the 
ALJ finds that the discovery sought— 

(i) Is irrelevant, 
(ii) Is unduly costly or burdensome, 
(iii) Will unduly delay the pro-

ceeding, or 
(iv) Seeks privileged information. 
(3) The ALJ may extend any of the 

time frames set forth in paragraph 
(e)(1) of this section. 

(4) The burden of showing that dis-
covery should be allowed is on the 
party seeking discovery. 

[57 FR 3350, Jan. 29, 1992, as amended at 58 
FR 5618, Jan. 22, 1993; 65 FR 24418, Apr. 26, 
2000; 65 FR 35584, June 5, 2000; 67 FR 11936, 
Mar. 18, 2002] 

§ 1005.8 Exchange of witness lists, wit-
ness statements and exhibits. 

(a) At least 15 days before the hear-
ing, the ALJ will order the parties to 
exchange witness lists, copies of prior 
written statements of proposed wit-
nesses and copies of proposed hearing 
exhibits, including copies of any writ-
ten statements that the party intends 

to offer in lieu of live testimony in ac-
cordance with § 1005.16. 

(b)(1) If at any time a party objects 
to the proposed admission of evidence 
not exchanged in accordance with para-
graph (a) of this section, the ALJ will 
determine whether the failure to com-
ply with paragraph (a) of this section 
should result in the exclusion of such 
evidence. 

(2) Unless the ALJ finds that extraor-
dinary circumstances justified the fail-
ure to timely exchange the information 
listed under paragraph (a) of this sec-
tion, the ALJ must exclude from the 
party’s case-in-chief: 

(i) The testimony of any witness 
whose name does not appear on the 
witness list, and 

(ii) Any exhibit not provided to the 
opposing party as specified in para-
graph (a) of this section. 

(3) If the ALJ finds that extraor-
dinary circumstances existed, the ALJ 
must then determine whether the ad-
mission of such evidence would cause 
substantial prejudice to the objecting 
party. If the ALJ finds that there is no 
substantial prejudice, the evidence 
may be admitted. If the ALJ finds that 
there is substantial prejudice, the ALJ 
may exclude the evidence, or at his or 
her discretion, may postpone the hear-
ing for such time as is necessary for 
the objecting party to prepare and re-
spond to the evidence. 

(c) Unless another party objects 
within a reasonable period of time 
prior to the hearing, documents ex-
changed in accordance with paragraph 
(a) of this section will be deemed to be 
authentic for the purpose of admissi-
bility at the hearing. 

§ 1005.9 Subpoenas for attendance at 
hearing. 

(a) A party wishing to procure the 
appearance and testimony of any indi-
vidual at the hearing may make a mo-
tion requesting the ALJ to issue a sub-
poena if the appearance and testimony 
are reasonably necessary for the pres-
entation of a party’s case. 

(b) A subpoena requiring the attend-
ance of an individual in accordance 
with paragraph (a) of this section may 
also require the individual (whether or 
not the individual is a party) to 
produce evidence authorized under 
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§ 1005.7 of this part at or prior to the 
hearing. 

(c) When a subpoena is served by a re-
spondent or petitioner on a particular 
individual or particular office of the 
OIG, the OIG may comply by desig-
nating any of its representatives to ap-
pear and testify. 

(d) A party seeking a subpoena will 
file a written motion not less than 30 
days before the date fixed for the hear-
ing, unless otherwise allowed by the 
ALJ for good cause shown. Such re-
quest will: 

(1) Specify any evidence to be pro-
duced, 

(2) Designate the witnesses, and 
(3) Describe the address and location 

with sufficient particularity to permit 
such witnesses to be found. 

(e) The subpoena will specify the 
time and place at which the witness is 
to appear and any evidence the witness 
is to produce. 

(f) Within 15 days after the written 
motion requesting issuance of a sub-
poena is served, any party may file an 
opposition or other response. 

(g) If the motion requesting issuance 
of a subpoena is granted, the party 
seeking the subpoena will serve it by 
delivery to the individual named, or by 
certified mail addressed to such indi-
vidual at his or her last dwelling place 
or principal place of business. 

(h) The individual to whom the sub-
poena is directed may file with the 
ALJ a motion to quash the subpoena 
within 10 days after service. 

(i) The exclusive remedy for contu-
macy by, or refusal to obey a subpoena 
duly served upon, any person is speci-
fied in section 205(e) of the Social Secu-
rity Act (42 U.S.C. 405(e)). 

[57 FR 3350, Jan. 29, 1992, as amended at 65 
FR 24418, Apr. 26, 2000] 

§ 1005.10 Fees. 
The party requesting a subpoena will 

pay the cost of the fees and mileage of 
any witness subpoenaed in the amounts 
that would be payable to a witness in a 
proceeding in United States District 
Court. A check for witness fees and 
mileage will accompany the subpoena 
when served, except that when a sub-
poena is issued on behalf of the IG, a 
check for witness fees and mileage 
need not accompany the subpoena. 

§ 1005.11 Form, filing and service of 
papers. 

(a) Forms. (1) Unless the ALJ directs 
the parties to do otherwise, documents 
filed with the ALJ will include an 
original and two copies. 

(2) Every pleading and paper filed in 
the proceeding will contain a caption 
setting forth the title of the action, the 
case number, and a designation of the 
paper, such as motion to quash sub-
poena. 

(3) Every pleading and paper will be 
signed by, and will contain the address 
and telephone number of the party or 
the person on whose behalf the paper 
was filed, or his or her representative. 

(4) Papers are considered filed when 
they are mailed. 

(b) Service. A party filing a document 
with the ALJ or the Secretary will, at 
the time of filing, serve a copy of such 
document on every other party. Serv-
ice upon any party of any document 
will be made by delivering a copy, or 
placing a copy of the document in the 
United States mail, postage prepaid 
and addressed, or with a private deliv-
ery service, to the party’s last known 
address. When a party is represented by 
an attorney, service will be made upon 
such attorney in lieu of the party. 

(c) Proof of service. A certificate of 
the individual serving the document by 
personal delivery or by mail, setting 
forth the manner of service, will be 
proof of service. 

§ 1005.12 Computation of time. 
(a) In computing any period of time 

under this part or in an order issued 
thereunder, the time begins with the 
day following the act, event or default, 
and includes the last day of the period 
unless it is a Saturday, Sunday or legal 
holiday observed by the Federal Gov-
ernment, in which event it includes the 
next business day. 

(b) When the period of time allowed 
is less than 7 days, intermediate Satur-
days, Sundays and legal holidays ob-
served by the Federal Government will 
be excluded from the computation. 

(c) Where a document has been served 
or issued by placing it in the mail, an 
additional 5 days will be added to the 
time permitted for any response. This 
paragraph does not apply to requests 
for hearing under § 1005.2. 
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§ 1005.13 Motions. 
(a) An application to the ALJ for an 

order or ruling will be by motion. Mo-
tions will state the relief sought, the 
authority relied upon and the facts al-
leged, and will be filed with the ALJ 
and served on all other parties. 

(b) Except for motions made during a 
prehearing conference or at the hear-
ing, all motions will be in writing. The 
ALJ may require that oral motions be 
reduced to writing. 

(c) Within 10 days after a written mo-
tion is served, or such other time as 
may be fixed by the ALJ, any party 
may file a response to such motion. 

(d) The ALJ may not grant a written 
motion before the time for filing re-
sponses has expired, except upon con-
sent of the parties or following a hear-
ing on the motion, but may overrule or 
deny such motion without awaiting a 
response. 

(e) The ALJ will make a reasonable 
effort to dispose of all outstanding mo-
tions prior to the beginning of the 
hearing. 

§ 1005.14 Sanctions. 
(a) The ALJ may sanction a person, 

including any party or attorney, for 
failing to comply with an order or pro-
cedure, for failing to defend an action 
or for other misconduct that interferes 
with the speedy, orderly or fair con-
duct of the hearing. Such sanctions 
will reasonably relate to the severity 
and nature of the failure or mis-
conduct. Such sanction may include— 

(1) In the case of refusal to provide or 
permit discovery under the terms of 
this part, drawing negative factual in-
ferences or treating such refusal as an 
admission by deeming the matter, or 
certain facts, to be established; 

(2) Prohibiting a party from intro-
ducing certain evidence or otherwise 
supporting a particular claim or de-
fense; 

(3) Striking pleadings, in whole or in 
part; 

(4) Staying the proceedings; 
(5) Dismissal of the action; 
(6) Entering a decision by default; 

and 
(7) Refusing to consider any motion 

or other action that is not filed in a 
timely manner. 

(b) In civil money penalty cases com-
menced under section 1128A of the Act 
or under any provision which incor-
porates section 1128A(c)(4) of the Act, 
the ALJ may also order the party or 
attorney who has engaged in any of the 
acts described in paragraph (a) of this 
section to pay attorney’s fees and 
other costs caused by the failure or 
misconduct. 

§ 1005.15 The hearing and burden of 
proof. 

(a) The ALJ will conduct a hearing 
on the record in order to determine 
whether the petitioner or respondent 
should be found liable under this part. 

(b) With regard to the burden of proof 
in civil money penalty cases under part 
1003, in Quality Improvement Organiza-
tion exclusion cases under part 1004, 
and in exclusion cases under §§ 1001.701, 
1001.901 and 1001.951 of this chapter— 

(1) The respondent or petitioner, as 
applicable, bears the burden of going 
forward and the burden of persuasion 
with respect to affirmative defenses 
and any mitigating circumstances; and 

(2) The IG bears the burden of going 
forward and the burden of persuasion 
with respect to all other issues. 

(c) Burden of proof in all other exclu-
sion cases. In all exclusion cases except 
those governed by paragraph (b) of this 
section, the ALJ will allocate the bur-
den of proof as the ALJ deems appro-
priate. 

(d) The burden of persuasion will be 
judged by a preponderance of the evi-
dence. 

(e) The hearing will be open to the 
public unless otherwise ordered by the 
ALJ for good cause shown. 

(f)(1) A hearing under this part is not 
limited to specific items and informa-
tion set forth in the notice letter to 
the petitioner or respondent. Subject 
to the 15-day requirement under 
§ 1005.8, additional items and informa-
tion, including aggravating or miti-
gating circumstances that arose or be-
came known subsequent to the 
issuance of the notice letter, may be 
introduced by either party during its 
case-in-chief unless such information 
or items are— 

(i) Privileged; 
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(ii) Disqualified from consideration 
due to untimeliness in accordance with 
§ 1004.130(a)(2)(ii); or 

(iii) Deemed otherwise inadmissible 
under § 1005.17. 

(2) After both parties have presented 
their cases, evidence may be admitted 
on rebuttal even if not previously ex-
changed in accordance with § 1005.8. 

[57 FR 3350, Jan. 29, 1992, as amended at 63 
FR 46691, Sept. 2, 1998; 65 FR 24418, Apr. 26, 
2000] 

§ 1005.16 Witnesses. 

(a) Except as provided in paragraph 
(b) of this section, testimony at the 
hearing will be given orally by wit-
nesses under oath or affirmation. 

(b) At the discretion of the ALJ, tes-
timony (other than expert testimony) 
may be admitted in the form of a writ-
ten statement. The ALJ may, at his or 
her discretion, admit prior sworn testi-
mony of experts which has been subject 
to adverse examination, such as a depo-
sition or trial testimony. Any such 
written statement must be provided to 
all other parties along with the last 
known address of such witnesses, in a 
manner that allows sufficient time for 
other parties to subpoena such witness 
for cross-examination at the hearing. 
Prior written statements of witnesses 
proposed to testify at the hearing will 
be exchanged as provided in § 1005.8. 

(c) The ALJ will exercise reasonable 
control over the mode and order of in-
terrogating witnesses and presenting 
evidence so as to: 

(1) Make the interrogation and pres-
entation effective for the ascertain-
ment of the truth, 

(2) Avoid repetition or needless con-
sumption of time, and 

(3) Protect witnesses from harass-
ment or undue embarrassment. 

(d) The ALJ will permit the parties 
to conduct such cross-examination of 
witnesses as may be required for a full 
and true disclosure of the facts. 

(e) The ALJ may order witnesses ex-
cluded so that they cannot hear the 
testimony of other witnesses. This does 
not authorize exclusion of— 

(1) A party who is an individual; 
(2) In the case of a party that is not 

an individual, an officer or employee of 
the party appearing for the entity pro 

se or designated as the party’s rep-
resentative; or 

(3) An individual whose presence is 
shown by a party to be essential to the 
presentation of its case, including an 
individual engaged in assisting the at-
torney for the IG. 

[57 FR 3350, Jan. 29, 1992, as amended at 67 
FR 11936, Mar. 18, 2002] 

§ 1005.17 Evidence. 
(a) The ALJ will determine the ad-

missibility of evidence. 
(b) Except as provided in this part, 

the ALJ will not be bound by the Fed-
eral Rules of Evidence. However, the 
ALJ may apply the Federal Rules of 
Evidence where appropriate, for exam-
ple, to exclude unreliable evidence. 

(c) The ALJ must exclude irrelevant 
or immaterial evidence. 

(d) Although relevant, evidence may 
be excluded if its probative value is 
substantially outweighed by the danger 
of unfair prejudice, confusion of the 
issues, or by considerations of undue 
delay or needless presentation of cumu-
lative evidence. 

(e) Although relevant, evidence must 
be excluded if it is privileged under 
Federal law. 

(f) Evidence concerning offers of com-
promise or settlement made in this ac-
tion will be inadmissible to the extent 
provided in Rule 408 of the Federal 
Rules of Evidence. 

(g) Evidence of crimes, wrongs or 
acts other than those at issue in the in-
stant case is admissible in order to 
show motive, opportunity, intent, 
knowledge, preparation, identity, lack 
of mistake, or existence of a scheme. 
Such evidence is admissible regardless 
of whether the crimes, wrongs or acts 
occurred during the statute of limita-
tions period applicable to the acts 
which constitute the basis for liability 
in the case, and regardless of whether 
they were referenced in the IG’s notice 
sent in accordance with § 1001.2002, 
§ 1001.2003 or § 1003.109. 

(h) The ALJ will permit the parties 
to introduce rebuttal witnesses and 
evidence. 

(i) All documents and other evidence 
offered or taken for the record will be 
open to examination by all parties, un-
less otherwise ordered by the ALJ for 
good cause shown. 
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(j) The ALJ may not consider evi-
dence regarding the issue of willingness 
and ability to enter into and success-
fully complete a corrective action plan 
when such evidence pertains to matters 
occurring after the submittal of the 
case to the Secretary. The determina-
tion regarding the appropriateness of 
any corrective action plan is not re-
viewable. 

§ 1005.18 The record. 
(a) The hearing will be recorded and 

transcribed. Transcripts may be ob-
tained following the hearing from the 
ALJ. 

(b) The transcript of testimony, ex-
hibits and other evidence admitted at 
the hearing, and all papers and re-
quests filed in the proceeding con-
stitute the record for the decision by 
the ALJ and the Secretary. 

(c) The record may be inspected and 
copied (upon payment of a reasonable 
fee) by any person, unless otherwise or-
dered by the ALJ for good cause shown. 

(d) For good cause, the ALJ may 
order appropriate redactions made to 
the record. 

§ 1005.19 Post-hearing briefs. 
The ALJ may require the parties to 

file post-hearing briefs. In any event, 
any party may file a post-hearing brief. 
The ALJ will fix the time for filing 
such briefs which are not to exceed 60 
days from the date the parties receive 
the transcript of the hearing or, if ap-
plicable, the stipulated record. Such 
briefs may be accompanied by proposed 
findings of fact and conclusions of law. 
The ALJ may permit the parties to file 
reply briefs. 

§ 1005.20 Initial decision. 
(a) The ALJ will issue an initial deci-

sion, based only on the record, which 
will contain findings of fact and con-
clusions of law. 

(b) The ALJ may affirm, increase or 
reduce the penalties, assessment or ex-
clusion proposed or imposed by the IG, 
or reverse the imposition of the exclu-
sion. In exclusion cases where the pe-
riod of exclusion commenced prior to 
the hearing, any period of exclusion 
imposed by the ALJ will be deemed to 
commence on the date such exclusion 
originally went into effect. 

(c) The ALJ will issue the initial de-
cision to all parties within 60 days 
after the time for submission of post- 
hearing briefs and reply briefs, if per-
mitted, has expired. The decision will 
be accompanied by a statement de-
scribing the right of any party to file a 
notice of appeal with the DAB and in-
structions for how to file such appeal. 
If the ALJ fails to meet the deadline 
contained in this paragraph, he or she 
will notify the parties of the reason for 
the delay and will set a new deadline. 

(d) Except for exclusion actions 
taken in accordance with § 1001.2003 of 
this chapter and as provided in para-
graph (e) of this section, unless the ini-
tial decision is appealed to the DAB, it 
will be final and binding on the parties 
30 days after the ALJ serves the parties 
with a copy of the decision. If service is 
by mail, the date of service will be 
deemed to be 5 days from the date of 
mailing. 

(e) If an extension of time within 
which to appeal the initial decision is 
granted under § 1005.21(a), except as 
provided in § 1005.22(a), the initial deci-
sion will become final and binding on 
the day following the end of the exten-
sion period. 

[57 FR 3350, Jan. 29, 1992, as amended at 65 
FR 24418, Apr. 26, 2000] 

§ 1005.21 Appeal to DAB. 

(a) Any party may appeal the initial 
decision of the ALJ to the DAB by fil-
ing a notice of appeal with the DAB 
within 30 days of the date of service of 
the initial decision. The DAB may ex-
tend the initial 30 day period for a pe-
riod of time not to exceed 30 days if a 
party files with the DAB a request for 
an extension within the initial 30 day 
period and shows good cause. 

(b) If a party files a timely notice of 
appeal with the DAB, the ALJ will for-
ward the record of the proceeding to 
the DAB. 

(c) A notice of appeal will be accom-
panied by a written brief specifying ex-
ceptions to the initial decision and rea-
sons supporting the exceptions. Any 
party may file a brief in opposition to 
exceptions, which may raise any rel-
evant issue not addressed in the excep-
tions, within 30 days of receiving the 
notice of appeal and accompanying 
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brief. The DAB may permit the parties 
to file reply briefs. 

(d) There is no right to appear per-
sonally before the DAB or to appeal to 
the DAB any interlocutory ruling by 
the ALJ, except on the timeliness of a 
filing of the hearing request. 

(e) The DAB will not consider any 
issue not raised in the parties’ briefs, 
nor any issue in the briefs that could 
have been raised before the ALJ but 
was not. 

(f) If any party demonstrates to the 
satisfaction of the DAB that additional 
evidence not presented at such hearing 
is relevant and material and that there 
were reasonable grounds for the failure 
to adduce such evidence at such hear-
ing, the DAB may remand the matter 
to the ALJ for consideration of such 
additional evidence. 

(g) The DAB may decline to review 
the case, or may affirm, increase, re-
duce, reverse or remand any penalty, 
assessment or exclusion determined by 
the ALJ. 

(h) The standard of review on a dis-
puted issue of fact is whether the ini-
tial decision is supported by substan-
tial evidence on the whole record. The 
standard of review on a disputed issue 
of law is whether the initial decision is 
erroneous. 

(i) Within 60 days after the time for 
submission of briefs and reply briefs, if 
permitted, has expired, the DAB will 
issue to each party to the appeal a 
copy of the DAB’s decision and a state-
ment describing the right of any peti-
tioner or respondent who is found lia-
ble to seek judicial review. 

(j) Except with respect to any pen-
alty, assessment or exclusion remanded 
by the ALJ, the DAB’s decision, includ-
ing a decision to decline review of the 
initial decision, becomes final and 
binding 60 days after the date on which 
the DAB serves the parties with a copy 
of the decision. If service is by mail, 
the date of service will be deemed to be 
5 days from the date of mailing. 

(k) (1) Any petition for judicial re-
view must be filed within 60 days after 
the DAB serves the parties with a copy 
of the decision. If service is by mail, 
the date of service will be deemed to be 
5 days from the date of mailing. 

(2) In compliance with 28 U.S.C. 
2112(a), a copy of any petition for judi-

cial review filed in any U.S. Court of 
Appeals challenging a final action of 
the DAB will be sent by certified mail, 
return receipt requested, to the Chief 
Counsel to the IG. The petition copy 
will be time-stamped by the clerk of 
the court when the original is filed 
with the court. 

(3) If the Chief Counsel to the IG re-
ceives two or more petitions within 10 
days after the DAB issues its decision, 
the Chief Counsel to the IG will notify 
the U.S. Judicial Panel on Multidis-
trict Litigation of any petitions that 
were received within the 10-day period. 

[57 FR 3350, Jan. 29, 1992, as amended at 63 
FR 46691, Sept. 2, 1998; 65 FR 24419, Apr. 26, 
2000] 

§ 1005.22 Stay of initial decision. 
(a) In a CMP case under section 1128A 

of the Act, the filing of a respondent’s 
request for review by the DAB will 
automatically stay the effective date 
of the ALJ’s decision. 

(b) (1) After the DAB renders a deci-
sion in a CMP case, pending judicial re-
view, the respondent may file a request 
for stay of the effective date of any 
penalty or assessment with the ALJ. 
The request must be accompanied by a 
copy of the notice of appeal filed with 
the Federal court. The filing of such a 
request will automatically act to stay 
the effective date of the penalty or as-
sessment until such time as the ALJ 
rules upon the request. 

(2) The ALJ may not grant a respond-
ent’s request for stay of any penalty or 
assessment unless the respondent posts 
a bond or provides other adequate secu-
rity. 

(3) The ALJ will rule upon a respond-
ent’s request for stay within 10 days of 
receipt. 

§ 1005.23 Harmless error. 
No error in either the admission or 

the exclusion of evidence, and no error 
or defect in any ruling or order or in 
any act done or omitted by the ALJ or 
by any of the parties, including Federal 
representatives such as Medicare car-
riers and intermediaries and Quality 
Improvement Organizations, is ground 
for vacating, modifying or otherwise 
disturbing an otherwise appropriate 
ruling or order or act, unless refusal to 
take such action appears to the ALJ or 
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the DAB inconsistent with substantial 
justice. The ALJ and the DAB at every 
stage of the proceeding will disregard 
any error or defect in the proceeding 
that does not affect the substantial 
rights of the parties. 

PART 1006—INVESTIGATIONAL 
INQUIRIES 

Sec. 
1006.1 Scope. 
1006.2 Contents of subpoena. 
1006.3 Service and fees. 
1006.4 Procedures for investigational inquir-

ies. 
1006.5 Enforcement of a subpoena. 

AUTHORITY: 42 U.S.C. 405(d), 405(e), 1302, 
1320a–7, and 1320a–7a. 

SOURCE: 57 FR 3354, Jan. 29, 1992, unless 
otherwise noted. 

§ 1006.1 Scope. 
(a) The provisions in this part govern 

subpoenas issued by the Inspector Gen-
eral, or his or her delegates, in accord-
ance with sections 205(d), 1128A(j), and 
1128(f)(4) of the Act and require the at-
tendance and testimony of witnesses 
and the production of any other evi-
dence at an investigational inquiry. 

(b) Such subpoenas may be issued in 
investigations under section 1128 or 
1128A of the Act or under any other 
section of the Act that incorporates 
the provisions of sections 1128(f)(4) or 
1128A(j). 

(c) Nothing in this part is intended to 
apply to or limit the authority of the 
Inspector General, or his or her dele-
gates, to issue subpoenas for the pro-
duction of documents in accordance 
with 5 U.S.C. 6(a)(4), App. 3. 

[57 FR 3354, Jan. 29, 1992, as amended at 82 
FR 4118, Jan. 12, 2017] 

§ 1006.2 Contents of subpoena. 
A subpoena issued under this part 

will— 
(a) State the name of the individual 

or entity to whom the subpoena is ad-
dressed; 

(b) State the statutory authority for 
the subpoena; 

(c) Indicate the date, time and place 
that the investigational inquiry at 
which the witness is to testify will 
take place; 

(d) Include a reasonably specific de-
scription of any documents or items re-
quired to be produced; and 

(e) If the subpoena is addressed to an 
entity, describe with reasonable par-
ticularity the subject matter on which 
testimony is required. In such event, 
the named entity will designate one or 
more individuals who will testify on its 
behalf, and will state as to each indi-
vidual so designated that individual’s 
name and address and the matters on 
which he or she will testify. The indi-
vidual so designated will testify as to 
matters known or reasonably available 
to the entity. 

§ 1006.3 Service and fees. 

(a) A subpoena under this part will be 
served by— 

(1) Delivering a copy to the indi-
vidual named in the subpoena; 

(2) Delivering a copy to the entity 
named in the subpoena at its last prin-
cipal place of business; or 

(3) Registered or certified mail ad-
dressed to such individual or entity at 
its last known dwelling place or prin-
cipal place of business. 

(b) A verified return by the indi-
vidual serving the subpoena setting 
forth the manner of service or, in the 
case of service by registered or cer-
tified mail, the signed return post of-
fice receipt, will be proof of service. 

(c) Witnesses will be entitled to the 
same fees and mileage as witnesses in 
the district courts of the United States 
(28 U.S.C. 1821 and 1825). Such fees need 
not be paid at the time the subpoena is 
served. 

§ 1006.4 Procedures for investigational 
inquiries. 

(a) Testimony at investigational in-
quiries will be taken under oath or af-
firmation. 

(b) Investigational inquiries are non- 
public investigatory proceedings. At-
tendance of non-witnesses is within the 
discretion of the OIG, except that— 

(1) A witness is entitled to be accom-
panied, represented and advised by an 
attorney; and 

(2) Representatives of the OIG are en-
titled to attend and ask questions. 

(c) A witness will have an oppor-
tunity to clarify his or her answers on 
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the record following the questions by 
the OIG. 

(d) Any claim of privilege must be as-
serted by the witness on the record. 

(e) Objections must be asserted on 
the record. Errors of any kind that 
might be corrected if promptly pre-
sented will be deemed to be waived un-
less reasonable objection is made at 
the investigational inquiry. Except 
where the objection is on the grounds 
of privilege, the question will be an-
swered on the record, subject to the ob-
jection. 

(f) If a witness refuses to answer any 
question not privileged or to produce 
requested documents or items, or en-
gages in conduct likely to delay or ob-
struct the investigational inquiry, the 
OIG may seek enforcement of the sub-
poena under § 1006.5. 

(g)(1) The proceedings will be re-
corded and transcribed. 

(2) The witness is entitled to a copy 
of the transcript, upon payment of pre-
scribed costs, except that, for good 
cause, the witness may be limited to 
inspection of the official transcript of 
his or her testimony. 

(3)(i) The transcript will be sub-
mitted to the witness for signature. 

(ii) Where the witness will be pro-
vided a copy of the transcript, the 
transcript will be submitted to the wit-
ness for signature. The witness may 
submit to the OIG written proposed 
corrections to the transcript, with such 
corrections attached to the transcript. 
If the witness does not return a signed 
copy of the transcript or proposed cor-
rections within 30 days of its being sub-
mitted to him or her for signature, the 
witness will be deemed to have agreed 
that the transcript is true and accu-
rate. 

(iii) Where, as provided in paragraph 
(g)(2) of this section, the witness is lim-
ited to inspecting the transcript, the 
witness will have the opportunity at 
the time of inspection to propose cor-
rections to the transcript, with correc-
tions attached to the transcript. The 
witness will also have the opportunity 
to sign the transcript. If the witness 
does not sign the transcript or offer 
corrections within 30 days of receipt of 
notice of the opportunity to inspect 
the transcript, the witness will be 

deemed to have agreed that the tran-
script is true and accurate. 

(iv) The OIG’s proposed corrections 
the record of transcript will be at-
tached to the transcript. 

(h) Testimony and other evidence ob-
tained in an investigational inquiry 
may be used by the OIG or DHHS in 
any of its activities, and may be used 
or offered into evidence in any admin-
istrative or judicial proceeding. 

[57 FR 3354, Jan. 29, 1992, as amended at 65 
FR 24419, Apr. 26, 2000] 

§ 1006.5 Enforcement of a subpoena. 
A subpoena to appear at an investiga-

tional inquiry is enforceable through 
the District Court of the United States 
and the district where the subpoenaed 
person is found, resides or transacts 
business. 

PART 1007—STATE MEDICAID 
FRAUD CONTROL UNITS 

Subpart A—General Provisions and 
Definitions 

Sec. 
1007.1 Definitions. 
1007.3 Statutory basis and organization of 

rule. 

Subpart B—Requirements for Certification 

1007.5 Single, identifiable entity require-
ments of Unit. 

1007.7 Prosecutorial authority requirements 
of Unit. 

1007.9 Relationship and agreement between 
Unit and Medicaid agency. 

1007.11 Duties and responsibilities of Unit. 
1007.13 Staffing requirements of Unit. 
1007.15 Establishment and certification of 

Unit. 
1007.17 Annual recertification of Unit. 

Subpart C—Federal Financial Participation 
(FFP) 

1007.19 FFP rate and eligible FFP costs. 
1007.20 Circumstances of permissible data 

mining. 
1007.21 Disallowance of claims for FFP. 

Subpart D—Other Provisions 

1007.23 Other applicable HHS regulations. 

AUTHORITY: 42 U.S.C. 1302, 1396a(a)(61), 
1396b(a)(6), 1396b(b)(3), and 1396b(q). 

SOURCE: 84 FR 10713, Mar. 22, 2019, unless 
otherwise noted. 
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Subpart A—General Provisions 
and Definitions 

§ 1007.1 Definitions. 
As used in this part, unless otherwise 

indicated by the context: 
Abuse of patients or residents means 

any act that constitutes abuse of a pa-
tient or resident of a health care facil-
ity or board and care facility under ap-
plicable State law. Such conduct may 
include the infliction of injury, unrea-
sonable confinement, intimidation, or 
punishment with resulting physical or 
financial harm, pain, or mental an-
guish. 

Board and care facility means a resi-
dential setting that receives payment 
(regardless of whether such payment is 
made under Title XIX of the Social Se-
curity Act) from or on behalf of two or 
more unrelated adults who reside in 
such facility, and for whom one or both 
of the following is provided: 

(1) Nursing care services provided by, 
or under the supervision of, a reg-
istered nurse, licensed practical nurse, 
or licensed nursing assistant. 

(2) A substantial amount of personal 
care services that assist residents with 
the activities of daily living, including 
personal hygiene, dressing, bathing, 
eating, toileting, ambulation, transfer, 
positioning, self-medication, body care, 
travel to medical services, essential 
shopping, meal preparation, laundry, 
and housework. 

Data mining means the practice of 
electronically sorting Medicaid or 
other relevant data, including, but not 
limited to, the use of statistical models 
and intelligent technologies, to un-
cover patterns and relationships within 
that data to identify aberrant utiliza-
tion, billing, or other practices that 
are potentially fraudulent. 

Director means a professional em-
ployee of the Unit who supervises all 
Unit employees, either directly or 
through other Unit managers. 

Exclusive effort means that a Unit’s 
professional employees, except as oth-
erwise permitted in § 1007.13, dedicate 
their efforts ‘‘exclusively’’ to the func-
tions and responsibilities of a Unit as 
described in this part. Exclusive effort 
requires that duty with the Unit be in-
tended to last for at least one (1) year 
and includes an arrangement in which 

an employee is on detail or assignment 
from another government agency, but 
only if the detail or arrangement is in-
tended to last for at least one (1) year. 

Fraud means any act that constitutes 
criminal or civil fraud under applicable 
State law. Such conduct may include 
deception, concealment of material 
fact, or misrepresentation made inten-
tionally, in deliberate ignorance of the 
truth, or in reckless disregard of the 
truth. 

Full-time employee means an employee 
of the Unit who has full-time status as 
defined by the State. 

Health care facility means a provider 
that receives payments under Medicaid 
and furnishes food, shelter, and some 
treatment or services to four or more 
persons unrelated to the proprietor in 
an inpatient setting. 

Misappropriation of patient or resident 
funds means the wrongful taking or 
use, as defined under applicable State 
law, of funds or property of a patient or 
resident of a health care facility or 
board and care facility. 

Neglect of patients or residents means 
any act that constitutes neglect of a 
patient or resident of a health care fa-
cility or board and care facility under 
applicable State law. Such conduct 
may include the failure to provide 
goods and services necessary to avoid 
physical harm, mental anguish, or 
mental illness. 

Part-time employee means an em-
ployee of the Unit who has part-time 
status as defined by the State. 

Professional employee means an inves-
tigator, attorney, or auditor. 

Program abuse means provider prac-
tices that do not meet the definition of 
civil or criminal fraud under applicable 
State law, but nonetheless are incon-
sistent with sound fiscal, business, or 
medical practices. 

Provider means: 
(1) An individual or entity that fur-

nishes or arranges for the furnishing of 
items or services for which payment is 
claimed under Medicaid, including an 
individual or entity in a managed care 
network; 

(2) An individual or entity that is re-
quired to enroll in a State Medicaid 
program, such as an ordering, pre-
scribing, or referring physician; or 
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(3) Any individual or entity that may 
operate as a health care provider under 
applicable State law. 

Unit means State Medicaid Fraud 
Control Unit. 

§ 1007.3 Statutory basis and organiza-
tion of rule. 

(a) Statutory basis. This part codifies 
sections 1903(a)(6) and 1903(b)(3) of the 
Social Security Act (the Act), which 
establish the amounts and conditions 
of Federal matching payments for ex-
penditures incurred in establishing and 
operating a State MFCU. This part also 
implements section 1903(q) of the Act, 
which establishes the basic require-
ments and standards that Units must 
meet to demonstrate that they are ef-
fectively carrying out the functions of 
the Unit in order to be certified by OIG 
as eligible for FFP under Title XIX of 
the Act. Section 1902(a)(61) of the Act 
requires a State to provide in its Med-
icaid State plan that it operates a Unit 
that effectively carries out the func-
tions and requirements described in 
this part, as determined in accordance 
with standards established by OIG, un-
less the State demonstrates that a 
Unit would not be cost effective be-
cause of minimal Medicaid fraud in the 
covered services under the plan and 
that beneficiaries under the plan will 
be protected from abuse and neglect in 
connection with the provision of med-
ical assistance under the plan without 
the existence of such a Unit. CMS re-
tains the authority to determine a 
State’s compliance with Medicaid 
State plan requirements in accordance 
with section 1902(a) of the Act. 

(b) Organization of this part. Subpart 
A of this part defines terms used in 
this part and sets forth the statutory 
basis and organization of this part. 
Subpart B specifies the certification 
requirements that a Unit must meet to 
be eligible for FFP, including require-
ments for applying and reapplying for 
certification. Subpart C specifies FFP 
rates, costs eligible and not eligible for 
FFP, and FFP disallowance proce-
dures. Subpart D specifies other HHS 
regulations applicable to the MFCU 
grants. 

Subpart B—Requirements for 
Certification 

§ 1007.5 Single, identifiable entity re-
quirements of Unit. 

(a) A Unit must be a single, identifi-
able entity of the State government. 

(b) To be considered a single, identifi-
able entity of the State government, 
the Unit must: 

(1) Be a single organization reporting 
to the Unit director; 

(2) Operate under a budget that is 
separate from that of its parent agen-
cy; and 

(3) Have the headquarters office and 
any field offices each in their own con-
tiguous space, unless the Unit dem-
onstrates to OIG that circumstances 
warrant a different arrangement for 
certain employees. 

§ 1007.7 Prosecutorial authority re-
quirements of Unit. 

A Unit must be organized according 
to one of the following three options 
related to a Unit’s prosecutorial au-
thority: 

(a) The Unit is in the office of the 
State Attorney General or another de-
partment of State government that has 
statewide authority to prosecute indi-
viduals for violations of criminal laws 
with respect to fraud and patient or 
resident abuse or neglect in the provi-
sion or administration of medical as-
sistance under a State plan imple-
menting Title XIX of the Act. 

(b) If there is no State agency with 
statewide authority and capability for 
criminal fraud or patient or resident 
abuse or neglect prosecutions, the Unit 
has established formal written proce-
dures ensuring that the Unit refers sus-
pected cases of criminal fraud in the 
State Medicaid program or of patient 
or resident abuse and neglect to the ap-
propriate prosecuting authority or au-
thorities, and coordinates with and as-
sists such authority or authorities in 
the prosecution of such cases. 

(c) The Unit has a formal working re-
lationship with the office of the State 
Attorney General, or another office 
with statewide prosecutorial authority, 
and has formal written procedures for 
referring to the State Attorney Gen-
eral or other office suspected criminal 
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violations and for effective coordina-
tion of the activities of both entities 
relating to the detection, investiga-
tion, and prosecution of those viola-
tions relating to the State Medicaid 
program. Under this working relation-
ship, the office of the State Attorney 
General, or other office, must agree to 
assume responsibility for prosecuting 
alleged criminal violations referred to 
it by the Unit. However, if the State 
Attorney General finds that another 
prosecuting authority has the dem-
onstrated capacity, experience, and 
willingness to prosecute an alleged vio-
lation, he or she may refer a case to 
that prosecuting authority, as long as 
the office of the State Attorney Gen-
eral maintains oversight responsibility 
for the prosecution and for coordina-
tion between the Unit and the pros-
ecuting authority. 

§ 1007.9 Relationship and agreement 
between Unit and Medicaid agency. 

(a) The Unit must be separate and 
distinct from the Medicaid agency. 

(b) No official of the Medicaid agency 
will have authority to review the ac-
tivities of the Unit or to review or 
overrule the referral of a suspected 
criminal violation to an appropriate 
prosecuting authority. 

(c) The Unit will not receive funds 
paid under this part either from or 
through the Medicaid agency. 

(d) The Unit must enter into a writ-
ten agreement with the Medicaid agen-
cy under which: 

(1) The Medicaid agency will agree to 
comply with all requirements of 
§ 455.21(a) of this title; 

(2) The Unit will agree to comply 
with the requirements of § 1007.11(c) of 
this title; and 

(3) The Medicaid agency and the Unit 
will agree to: 

(i) Establish a practice of regular 
meetings or communication between 
the two entities; 

(ii) Establish procedures for how they 
will coordinate their efforts; 

(iii) Establish procedures for 
§§ 1007.9(e) through 1007.9(h) of this 
title; 

(iv) Establish procedures by which 
the Unit will receive referrals of poten-
tial fraud from managed care organiza-
tions, if applicable, either directly or 

through the Medicaid agency, as re-
quired at § 438.608(a)(7) of this title; and 

(v) Review and, as necessary, update 
the agreement no less frequently than 
every five (5) years to ensure that the 
agreement reflects current law and 
practice. 

(e)(1) The Unit may refer any pro-
vider with respect to which there is 
pending an investigation of a credible 
allegation of fraud under the Medicaid 
program to the Medicaid agency for 
payment suspension in whole or part 
under § 455.23 of this title. 

(2) Referrals may be brief but must 
be in writing and include sufficient in-
formation to allow the Medicaid agen-
cy to identify the provider and to ex-
plain the credible allegations forming 
the grounds for the payment suspen-
sion. 

(f) Any request by the Unit to the 
Medicaid agency to delay notification 
to the provider of a payment suspen-
sion under § 455.23 of this title must be 
made promptly in writing. 

(g) The Unit should reach a decision 
on whether to accept a case referred by 
the Medicaid agency in a timely fash-
ion. When the Unit accepts or declines 
a case referred by the Medicaid agency, 
the Unit promptly notifies the Med-
icaid agency in writing of the accept-
ance or declination of the case. 

(h) Upon request from the Medicaid 
agency on a quarterly basis under 
§ 455.23(d)(3)(ii), the Unit will certify 
that any matter accepted on the basis 
of a referral continues to be under in-
vestigation, thus warranting continu-
ation of the payment suspension. 

§ 1007.11 Duties and responsibilities of 
Unit. 

(a) The Unit will conduct a statewide 
program for investigating and pros-
ecuting (or referring for prosecution) 
violations of all applicable State laws, 
including criminal statutes as well as 
civil false claims statutes or other civil 
authorities, pertaining to the fol-
lowing: 

(1) Fraud in the administration of the 
Medicaid program, the provision of 
medical assistance, or the activities of 
providers. 

(2) Fraud in any aspect of the provi-
sion of health care services and activi-
ties of providers of such services under 
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any Federal health care program (as 
defined in section 1128B(f)(1)of the Act), 
if the Unit obtains the written ap-
proval of the Inspector General of the 
relevant agency and the suspected 
fraud or violation of law in such case 
or investigation is primarily related to 
the State Medicaid program. 

(b)(1) The Unit will also review com-
plaints alleging abuse or neglect of pa-
tients or residents in health care facili-
ties receiving payments under Med-
icaid and may review complaints of the 
misappropriation of funds or property 
of patients or residents of such facili-
ties. 

(2) At the option of the Unit, it may 
review complaints of abuse or neglect, 
including misappropriation of funds or 
property, of patients or residents of 
board and care facilities, regardless of 
whether payment to such facilities is 
made under Medicaid. 

(3) If the initial review of the com-
plaint indicates substantial potential 
for criminal prosecution, the Unit will 
investigate the complaint or refer it to 
an appropriate criminal investigative 
or prosecutorial authority. 

(4) If the initial review does not indi-
cate a substantial potential for crimi-
nal prosecution, the Unit will, if appro-
priate, refer the complaint to the prop-
er Federal, State, or local agency. 

(c) If the Unit, in carrying out its du-
ties and responsibilities under para-
graphs (a) and (b) of this section, dis-
covers that overpayments have been 
made to a health care facility or other 
provider, the Unit will either recover 
such overpayment as part of its resolu-
tion of a fraud case or refer the matter 
to the appropriate State agency for 
collection. 

(d) Where a prosecuting authority 
other than the Unit is to assume re-
sponsibility for the prosecution of a 
case investigated by the Unit, the Unit 
will ensure that those responsible for 
the prosecutorial decision and the 
preparation of the case for trial have 
the fullest possible opportunity to par-
ticipate in the investigation from its 
inception and will provide all nec-
essary assistance to the prosecuting 
authority throughout all resulting 
prosecutions. 

(e)(1) The Unit, if requested, will 
make available to OIG investigators 

and attorneys, or to other Federal in-
vestigators and prosecutors, all infor-
mation in the Unit’s possession con-
cerning investigations or prosecutions 
conducted by the Unit. 

(2) The Unit will coordinate with OIG 
investigators and attorneys, or with 
other Federal investigators and pros-
ecutors, on any Unit cases involving 
the same suspects or allegations that 
are also under investigation or pros-
ecution by OIG or other Federal inves-
tigators or prosecutors. 

(3) The Unit will establish a practice 
of regular Unit meetings or commu-
nication with OIG investigators and 
Federal prosecutors. 

(4) When the Unit lacks the authority 
or resources to pursue a case, including 
for allegations of Medicare fraud and 
for civil false claims actions in a State 
without a civil false claims act or 
other State authority, the Unit will 
make appropriate referrals to OIG in-
vestigators and attorneys or other Fed-
eral investigators or prosecutors. 

(5) The Unit will establish written 
policy consistent with paragraphs (e)(1) 
through (4) of this section. 

(f) The Unit will guard the privacy 
rights of all beneficiaries and other in-
dividuals whose data is under the 
Unit’s control and will provide ade-
quate safeguards to protect sensitive 
information and data under the Unit’s 
control. 

(g)(1) The Unit will transmit to OIG 
pertinent information on all convic-
tions, including charging documents, 
plea agreements, and sentencing or-
ders, for purposes of program exclusion 
under section 1128 of the Act. 

(2) Convictions include those ob-
tained either by Unit prosecutors or 
non-Unit prosecutors in any case inves-
tigated by the Unit. 

(3) Such information will be trans-
mitted to OIG within 30 days of sen-
tencing, or as soon as practicable if the 
Unit encounters delays in receiving the 
necessary information from the court. 

§ 1007.13 Staffing requirements of 
Unit. 

(a) The Unit will employ sufficient 
professional, administrative, and sup-
port staff to carry out its duties and 
responsibilities in an effective and effi-
cient manner. 

VerDate Sep<11>2014 10:17 Nov 12, 2021 Jkt 253197 PO 00000 Frm 01134 Fmt 8010 Sfmt 8010 Q:\42\42V5.TXT PC31kp
ay

ne
 o

n 
V

M
O

F
R

W
IN

70
2 

w
ith

 $
$_

JO
B



1125 

Office of Inspector General—Health Care, HHS § 1007.15 

(b) The Unit will employ individuals 
from each of the following categories 
of professional employees, whose exclu-
sive effort, as defined in § 1007.1, is de-
voted to the work of the Unit: 

(1) One or more attorneys capable of 
prosecuting the Unit’s health care 
fraud or criminal cases and capable of 
giving informed advice on applicable 
law and procedures and providing effec-
tive prosecution or liaison with other 
prosecutors; 

(2) One or more experienced auditors 
capable of reviewing financial records 
and advising or assisting in the inves-
tigation of alleged health care fraud 
and patient or resident abuse and ne-
glect; and 

(3) One or more investigators capable 
of conducting investigations of health 
care fraud and patient or resident 
abuse and neglect matters, including a 
senior investigator who is capable of 
supervising and directing the inves-
tigative activities of the Unit. 

(c) The Unit will employ a director, 
as defined in § 1007.1, who supervises all 
Unit employees. 

(d) Professional employees: 
(1) Will devote their exclusive effort 

to the work of the Unit, as defined in 
§ 1007.1 and except as provided in para-
graphs (d)(2) and (3) of this section; 

(2) May be employed outside the Unit 
during nonduty hours, only if the em-
ployee is not: 

(i) Employed with a State agency 
(other than the Unit itself) or its con-
tractors; or 

(ii) Employed with an entity whose 
mission poses a conflict of interest 
with Unit function and duties; 

(3) May perform non-Unit assign-
ments for the State government only 
to the extent that such duties are lim-
ited in duration; and 

(4) Will be under the direction and su-
pervision of the Unit director. 

(e) The Unit may employ administra-
tive and support staff, such as para-
legals, information technology per-
sonnel, interns, and secretaries, who 
may be full-time or part-time employ-
ees and must report to the Unit direc-
tor or other Unit supervisor. 

(f) The Unit will employ, or have 
available to it, individuals who are 
knowledgeable about the provision of 
medical assistance under Title XIX of 

the Act and about the operations of 
health care providers. 

(g)(1) The Unit may employ, or have 
available through consultant agree-
ments or other contractual arrange-
ments, individuals who have forensic or 
other specialized skills that support 
the investigation and prosecution of 
cases. 

(2) The Unit may not, through con-
sultant agreements or other contrac-
tual arrangements, rely on individuals 
not employed directly by the Unit for 
the investigation or prosecution of 
cases. 

(h) The Unit will provide training for 
its professional employees for the pur-
pose of establishing and maintaining 
proficiency in Medicaid fraud and pa-
tient or resident abuse and neglect 
matters. 

§ 1007.15 Establishment and certifi-
cation of Unit. 

(a) Initial application. In order to 
demonstrate that it meets the require-
ments for certification, the State or 
territory must submit to OIG an appli-
cation approved by the Governor or 
chief executive, containing the fol-
lowing: 

(1) A description of the applicant’s 
organization, structure, and location 
within State government, and a state-
ment of whether it seeks certification 
under § 1007.7(a), (b), or (c); 

(2) A statement from the State At-
torney General that the applicant has 
authority to carry out the functions 
and responsibilities set forth in Sub-
part B. If the applicant seeks certifi-
cation under § 1007.7(b), the statement 
must also specify either that: 

(i) There is no State agency with the 
authority to exercise statewide pros-
ecuting authority for the violations 
with which the Unit is concerned, or 

(ii) Although the State Attorney 
General may have common law author-
ity for statewide criminal prosecu-
tions, he or she has not exercised that 
authority; 

(3) A copy of whatever memorandum 
of agreement, regulation, or other doc-
ument sets forth the formal procedures 
required under § 1007.7(b), or the formal 
working relationship and procedures 
required under § 1007.7(c); 
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(4) A copy of the agreement with the 
Medicaid agency required under 
§§ 1007.9 and 455.21(c); 

(5) A statement of the procedures to 
be followed in carrying out the func-
tions and responsibilities of this part; 

(6) A proposed budget for the 12- 
month period for which certification is 
sought; and 

(7) Current and projected staffing, in-
cluding the names, education, and ex-
perience of all senior professional em-
ployees already employed and job de-
scriptions, with minimum qualifica-
tions, for all professional positions. 

(b) Basis for, and notification of, certifi-
cation. (1) OIG will make a determina-
tion as to whether the initial applica-
tion under paragraph (a) of this section 
meets the requirements of §§ 1007.5 
through 1007.13 and whether a Unit will 
be effective in using its resources in in-
vestigating Medicaid fraud and patient 
or resident abuse and neglect. 

(2) OIG will certify a Unit only if OIG 
specifically approves the applicant’s 
formal written procedures under 
§ 1007.7(b) or (c), if either of those provi-
sions is applicable. 

(3) If the application is not approved, 
the applicant may submit a revised ap-
plication at any time. 

(4) OIG will certify a Unit that meets 
the requirements of this Subpart B for 
12 months. 

§ 1007.17 Annual recertification of 
Unit. 

(a) Information required annually for 
recertification. To continue receiving 
payments under this part, a Unit must 
submit to OIG: 

(1) Reapplication for recertification. Re-
application is due at least 60 days prior 
to the expiration of the 12-month cer-
tification period. A reapplication must 
include: 

(i) A brief narrative that evaluates 
the Unit’s performance, describes any 
specific problems it has had in connec-
tion with the procedures and agree-
ments required under this part, and 
discusses any other matters that have 
impaired its effectiveness. The nar-
rative should include any extended in-
vestigative authority approvals ob-
tained pursuant to § 1007.11(a)(2). 

(ii) For those Units approved to con-
duct data mining under § 1007.20, all 

costs expended by the Unit attributed 
to data mining activities; the amount 
of staff time devoted to data mining 
activities; the number of cases gen-
erated from those activities; the out-
come and status of those cases, includ-
ing the expected and actual monetary 
recoveries (both Federal and non-Fed-
eral share); and any other relevant in-
dicia of return on investment from 
such activities. 

(iii) Information requested by OIG to 
assess compliance with this part and 
adherence to MFCU performance stand-
ards, including any significant changes 
in the information or documentation 
provided to OIG in the previous report-
ing period. 

(2) Statistical reporting. By November 
30 of each year, the Unit will submit 
statistical reporting for the Federal 
fiscal year that ended on the prior Sep-
tember 30 containing the following sta-
tistics: 

(i) Unit staffing. The number of Unit 
employees, categorized by attorneys, 
investigators, auditors, and other em-
ployees, on board, and total number of 
approved Unit positions; 

(ii) Caseload. The number of open, 
new, and closed cases categorized by 
type of case and the number of open 
criminal and civil cases categorized by 
type of provider; 

(iii) Criminal case outcomes. The num-
ber of criminal convictions and indict-
ments categorized by type of case and 
by type of provider; the number of ac-
quittals, dismissals, referrals for pros-
ecution, sentences, and other nonmone-
tary penalties categorized by type of 
case; and the amount of total ordered 
criminal recoveries categorized by type 
of provider; the amount of ordered 
Medicaid restitution, fines ordered, in-
vestigative costs ordered, and other 
monetary payment ordered categorized 
by type of case; 

(iv) Civil case outcomes. The number of 
civil settlements and judgments and 
recoveries categorized by type of pro-
vider; the number of global (coordi-
nated among a group of States) civil 
settlements and successful judgments; 
the amount of global civil recoveries to 
the Medicaid program; the amount of 
other global civil monetary recoveries; 
the number of other civil cases opened, 
filed, or referred for filing; the number 
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of other civil case settlements and suc-
cessful judgments; the amount of other 
civil case recoveries to the Medicaid 
program; the amount of other mone-
tary recoveries; and the number of 
other civil cases declined or closed 
without successful settlement or judg-
ment; 

(v) Collections. The monies actually 
collected on criminal and civil cases 
categorized by type of case; and 

(vi) Referrals. The number of referrals 
received categorized by source of refer-
ral and type of case; the number of 
cases opened categorized by source of 
referral and type of case; and the num-
ber of referrals made to other agencies 
categorized by type of case. 

(b) Other information reviewed for re-
certification. In addition to reviewing 
information required at § 1007.17(a), OIG 
will review, as appropriate, the fol-
lowing information when considering 
recertification of a Unit: 

(1) Information obtained through on-
site reviews and 

(2) Other information OIG deems nec-
essary or warranted. 

(c) Basis for recertification. In review-
ing the information described at 
§ 1007.17(a) and (b), OIG will evaluate 
whether the Unit has demonstrated 
that it effectively carries out the func-
tions and requirements described in 
section 1903(q) of the Act as imple-
mented by this part. In making that 
determination, OIG will take into con-
sideration the following factors: 

(1) Unit’s compliance with this part 
and other Federal regulations, includ-
ing those specified in § 1007.23; 

(2) Unit’s compliance with OIG policy 
transmittals; 

(3) Unit’s adherence to MFCU per-
formance standards as published in the 
FEDERAL REGISTER; 

(4) Unit’s effectiveness in using its 
resources in investigating cases of pos-
sible fraud in the administration of the 
Medicaid program, the provision of 
medical assistance, or the activities of 
providers of medical assistance under 
the State Medicaid plan, and in pros-
ecuting cases or cooperating with the 
prosecuting authorities; and 

(5) Unit’s effectiveness in using its 
resources in reviewing and inves-
tigating, referring for investigation or 
prosecution, or criminally prosecuting 

complaints alleging abuse or neglect of 
patients or residents in health care fa-
cilities receiving payments under the 
State Medicaid plan and, at the Unit’s 
option, in board and care facilities. 

(d) Notification. OIG will notify the 
Unit by the Unit’s recertification date 
of approval or denial of the recertifi-
cation reapplication. 

(1) Approval subject to conditions. OIG 
may impose special conditions or re-
strictions and may require corrective 
action, as provided in 45 CFR 75.207, be-
fore approving a reapplication for re-
certification. 

(2) Written explanation for denials. If 
the reapplication is denied, OIG will 
provide a written explanation of the 
findings on which the denial was based. 

(e) Reconsideration of denial of recer-
tification. (1) A Unit may request that 
OIG reconsider a decision to deny re-
certification by providing written in-
formation contesting the findings on 
which the denial was based. 

(2) Within 30 days of receipt of the re-
quest for reconsideration, OIG will pro-
vide a final decision in writing, ex-
plaining its basis for approving or de-
nying the reconsideration of recertifi-
cation. 

Subpart C—Federal Financial 
Participation (FFP) 

§ 1007.19 FFP rate and eligible FFP 
costs. 

(a) Rate of FFP. (1) Subject to the 
limitation of this section, the Sec-
retary of Health and Human Services 
must reimburse each State by an 
amount equal to 90 percent of the al-
lowable costs incurred by a certified 
Unit during the first 12 quarters of op-
eration that are attributable to car-
rying out its functions and responsibil-
ities under this part. Each quarter of 
operation must be counted in deter-
mining when the Unit has accumulated 
12 quarters of operation and is, there-
fore, no longer eligible for a 90-percent 
matching rate. Quarters of operation 
do not have to be consecutive to accu-
mulate. 

(2) Beginning with the 13th quarter of 
operation, the Secretary must reim-
burse 75 percent of allowable costs in-
curred by a certified Unit. 
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(b) Retroactive certification. OIG may 
grant certification retroactive to the 
date on which the Unit first met all the 
requirements of section 1903(q) of the 
Act and of this part. For any quarter 
with respect to which the Unit is cer-
tified, the Secretary will provide reim-
bursement for the entire quarter. 

(c) Total amount of FFP. FFP for any 
quarter must not exceed the higher of 
$125,000 or one-quarter of 1 percent of 
the sums expended by the Federal, 
State, and local governments during 
the previous quarter in carrying out 
the State Medicaid program. 

(d) Costs eligible for FFP. (1) FFP is al-
lowable under this part for the expendi-
tures attributable to the establishment 
and operation of the Unit, including 
the cost of training personnel em-
ployed by the Unit and efforts to in-
crease referrals to the Unit through 
program outreach. Reimbursement is 
allowable only for costs attributable to 
the specific responsibilities and func-
tions set forth in this part and if the 
Unit has been certified and recertified 
by OIG. 

(2) Establishment costs are limited to 
clearly identifiable costs of personnel 
that meet the requirements of § 1007.13 
of this part. 

(e) Costs not eligible for FFP. FFP is 
not allowable under this part for ex-
penditures attributable to: 

(1) The investigation of cases involv-
ing program abuse or other failures to 
comply with applicable laws and regu-
lations, if these cases do not involve 
substantial allegations or other indica-
tions of fraud, as described in 
§ 1007.11(a) of this part; 

(2) Routine verification with bene-
ficiaries of whether services billed by 
providers were actually received, or, 
except as provided in § 1007.20, efforts to 
identify situations in which a question 
of fraud may exist by the screening of 
claims and analysis of patterns and 
practice that involve data mining as 
defined in § 1007.1. 

(3) The routine notification of pro-
viders that fraudulent claims may be 
punished under Federal or State law; 

(4) The performance of any audit or 
investigation, any professional legal 
function, or any criminal, civil or ad-
ministrative prosecution of suspected 
providers by a person who does not 

meet the professional employee re-
quirements in § 1007.13(d); 

(5) The investigation or prosecution 
of fraud cases involving a beneficiary’s 
eligibility for benefits, unless the sus-
pected fraud cases also involve con-
spiracy with a provider; 

(6) Any payment, direct or indirect, 
from the Unit to the Medicaid agency, 
other than payments for the salaries of 
employees on detail to the Unit; or 

(7) Temporary duties performed by 
professional employees that are not re-
quired functions and responsibilities of 
the Unit, as described at § 1007.13(d)(3). 

§ 1007.20 Circumstances of permissible 
data mining. 

(a) Notwithstanding § 1007.19(e)(2), a 
Unit may engage in data mining as de-
fined in this part and receive FFP only 
under the following conditions: 

(1) The Unit identifies the methods of 
coordination between the Unit and the 
Medicaid agency, the individuals serv-
ing as primary points of contact for 
data mining, as well as the contact in-
formation, title, and office of such in-
dividuals; 

(2) Unit employees engaged in data 
mining receive specialized training in 
data mining techniques; 

(3) The Unit describes how it will 
comply with paragraphs (a)(1) and (2) of 
this section as part of the agreement 
required by § 1007.9(d); and 

(4) OIG, in consultation with CMS, 
approves in advance the provisions of 
the agreement as defined in paragraph 
(a)(3) of this section. 

(i) OIG will act on a request from a 
Unit for review and approval of the 
agreement within 90 days after receipt 
of a written request, or the request 
shall be considered approved if OIG 
fails to respond within 90 days after re-
ceipt of the written request. 

(ii) If OIG requests additional infor-
mation in writing, the 90-day period for 
OIG action on the request begins on 
the day OIG receives the information 
from the Unit. 

(iii) The approval is for 3 years. 
(iv) A Unit may request renewal of 

its data-mining approval for additional 
3-year periods by submitting a written 
request for renewal to OIG, along with 
an updated agreement with the Med-
icaid agency. 
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§ 1007.21 Disallowance of claims for 
FFP. 

(a) Notice of disallowance and of right 
to reconsideration. When OIG deter-
mines that a Unit’s claim or portion of 
a claim for FFP is not allowable, OIG 
shall promptly send to the Unit notifi-
cation that meets the requirements 
listed at 42 CFR 430.42(a). 

(b) Reconsideration of disallowance. (1) 
The Principal Deputy Inspector Gen-
eral will reconsider Unit disallowance 
determinations made by OIG. 

(2) To request a reconsideration from 
the Principal Deputy Inspector Gen-
eral, the Unit must follow the require-
ments in 42 CFR 430.42(b)(2) and submit 
all required information to the Prin-
cipal Deputy Inspector General. Copies 
should be sent via registered or cer-
tified mail to the Principal Deputy In-
spector General. 

(3) The Unit may request to retain 
FFP during the reconsideration of the 
disallowance under section 1116(e) of 
the Act, in accordance with 42 CFR 
433.38. 

(4) The Unit is not required to re-
quest reconsideration before seeking 
review from the Departmental Appeals 
Board. 

(5) The Unit may also seek reconsid-
eration, and following the reconsider-
ation decision, request a review from 
the Departmental Appeals Board. 

(6) If the Unit elects reconsideration, 
the reconsideration process must be 
completed or withdrawn before re-
questing review by the Departmental 
Appeals Board. 

(c) Procedures for reconsideration of a 
disallowance. (1) Within 60 days after 
receipt of the disallowance letter, the 
Unit shall, in accordance with para-
graph (b)(2) of this section, submit in 
writing to the Principal Deputy Inspec-
tor General any relevant evidence, doc-
umentation, or explanation. 

(2) After consideration of the policies 
and factual matters pertinent to the 
issues in question, the Principal Dep-
uty Inspector General shall, within 60 
days from the date of receipt of the re-
quest for reconsideration, issue a writ-
ten decision or a request for additional 
information as described in paragraph 
(c)(3) of this section. 

(3) At the Principal Deputy Inspector 
General’s option, OIG may request 

from the Unit any additional informa-
tion or documents necessary to make a 
decision. The request for additional in-
formation must be sent via registered 
or certified mail to establish the date 
the request was sent by OIG and re-
ceived by the Unit. 

(4) Within 30 days after receipt of the 
request for additional information, the 
Unit must submit to the Principal Dep-
uty Inspector General all requested 
documents and materials. 

(i) If the Principal Deputy Inspector 
General finds that the materials are 
not in readily reviewable form or that 
additional information is needed, he or 
she shall notify the Unit via registered 
or certified mail that it has 15 business 
days from the date of receipt of the no-
tice to submit the readily reviewable 
or additional materials. 

(ii) If the Unit does not provide the 
necessary materials within 15 business 
days from the date of receipt of such 
notice, the Principal Deputy Inspector 
General shall affirm the disallowance 
in a final reconsideration decision 
issued within 15 days from the due date 
of additional information from the 
Unit. 

(5) If additional documentation is 
provided in readily reviewable form 
under paragraph (c)(4) of this section, 
the Principal Deputy Inspector General 
shall issue a written decision within 60 
days from the due date of such infor-
mation. 

(6) The final written decision shall 
constitute final OIG administrative ac-
tion on the reconsideration and shall 
be (within 15 business days of the deci-
sion) mailed to the Unit via registered 
or certified mail to establish the date 
the reconsideration decision was re-
ceived by the Unit. 

(7) If the Principal Deputy Inspector 
General does not issue a decision with-
in 60 days from the date of receipt of 
the request for reconsideration or the 
date of receipt of the requested addi-
tional information, the disallowance 
shall be deemed to be affirmed. 

(8) No section of this regulation shall 
be interpreted as waiving OIG’s right 
to assert any provision or exemption 
under the Freedom of Information Act. 

(d) Withdrawal of a request for recon-
sideration of a disallowance. (1) A Unit 
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may withdraw the request for reconsid-
eration at any time before the notice of 
the reconsideration decision is received 
by the Unit without affecting its right 
to submit a notice of appeal to the De-
partmental Appeals Board. The request 
for withdrawal must be in writing and 
sent to the Principal Deputy Inspector 
General via registered or certified 
mail. 

(2) Within 60 days after OIG’s receipt 
of a Unit’s withdrawal request, a Unit 
may, in accordance with (f)(2) of this 
section, submit a notice of appeal to 
the Departmental Appeals Board. 

(e) Implementation of decisions for re-
consideration of a disallowance. (1) After 
undertaking a reconsideration, the 
Principal Deputy Inspector General 
may affirm, reverse, or revise the dis-
allowance and shall issue a final writ-
ten reconsideration decision to the 
Unit in accordance with paragraphs 
(c)(4) and (5) of this section. 

(2) If the reconsideration decision re-
quires an adjustment of FFP, either 
upward or downward, a subsequent 
grant action will be made in the 
amount of such increase or decrease. 

(3) Within 60 days after receipt of a 
reconsideration decision from OIG, a 
Unit may, in accordance with para-
graph (f) of this section, submit a no-
tice of appeal to the Departmental Ap-
peals Board. 

(f) Appeal of disallowance. (1) The De-
partmental Appeals Board reviews dis-
allowances of FFP under Title XIX of 
the Act, including disallowances issued 
by OIG to the Units. 

(2) A Unit that wishes to appeal a dis-
allowance to the Departmental Appeals 
Board must follow the requirements in 
42 CFR 430.42(f)(2). 

(3) The appeals procedures are those 
set forth in 45 CFR part 16 for Medicaid 
and for many other programs, includ-
ing the Units, administered by the De-
partment. 

(4) The Departmental Appeals Board 
may affirm the disallowance, reverse 
the disallowance, modify the disallow-
ance, or remand the disallowance to 
OIG for further consideration. 

(5) The Departmental Appeals Board 
will issue a final written decision to 
the Unit consistent with 45 CFR part 
16. 

(6) If the appeal decision requires an 
adjustment of FFP, either upward or 
downward, a subsequent grant action 
will be made in the amount of such in-
crease or decrease. 

Subpart D—Other Provisions 
§ 1007.23 Other applicable HHS regula-

tions. 
The following regulations from 45 

CFR, subtitle A, apply to grants under 
this part: 

(a) Part 16—Procedures of the De-
partmental Grant Appeals Board. 

(b) Part 75—Uniform Administrative 
Requirements, Cost Principles, and 
Audit Requirements for HHS Awards. 

(c) Part 80—Nondiscrimination under 
Programs Receiving Federal Assist-
ance through HHS, Effectuation of 
Title VI of the Civil Rights Act of 1964. 

(d) Part 81—Practice and Procedure 
for Hearings under 45 CFR part 80. 

(e) Part 84—Nondiscrimination on 
the Basis of Handicap in Programs and 
Activities Receiving Federal Financial 
Assistance. 

(f) Part 91—Nondiscrimination on the 
Basis of Age in Programs or Activities 
Receiving Federal Financial Assistance 
from HHS. 

PART 1008—ADVISORY OPINIONS 
BY THE OIG 

Subpart A—General Provisions 

Sec. 
1008.1 Basis and purpose. 
1008.3 Effective period. 
1008.5 Matters subject to advisory opinions. 

Subpart B—Preliminary Obligations and 
Responsibilities of the Requesting Party 

1008.11 Who may submit a request. 
1008.15 Facts subject to advisory opinions. 
1008.18 Preliminary questions suggested for 

the requesting party. 

Subpart C—Advisory Opinion Fees 

1008.31 OIG fees for the cost of advisory 
opinions. 

1008.33 Expert opinions from outside 
sources. 

Subpart D—Submission of a Formal 
Request for an Advisory Opinion 

1008.36 Submission of a request. 
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1008.37 Disclosure of ownership and related 
information. 

1008.38 Signed certifications by the re-
questor. 

1008.39 Additional information. 
1008.40 Withdrawal. 

Subpart E—Obligations and Responsibilities 
of the OIG 

1008.41 OIG acceptance of the request. 
1008.43 Issuance of a formal advisory opin-

ion. 
1008.45 Rescission, termination or modifica-

tion. 
1008.47 Disclosure. 

Subpart F—Scope and Effect of OIG 
Advisory Opinions 

1008.51 Exclusivity of OIG advisory opin-
ions. 

1008.53 Affected parties. 
1008.55 Admissibility of evidence. 
1008.59 Range of the advisory opinion. 

AUTHORITY: 42 U.S.C. 1320a-7d(b). 

SOURCE: 62 FR 7357, Feb. 19, 1997, unless 
otherwise noted. 

Subpart A—General Provisions 

§ 1008.1 Basis and purpose. 
(a) This part contains the specific 

procedures for the submission of re-
quests by an individual or entity for 
advisory opinions to, and the issuance 
of advisory opinions by, the OIG, in 
consultation with the Department of 
Justice (DoJ), in accordance with sec-
tion 1128D(b) of the Social Security Act 
(Act), 42 U.S.C. 1320a–7d(b). The OIG 
will issue such advisory opinions based 
on actual or proposed factual cir-
cumstances submitted by the request-
ing individual or entity, or by counsel 
on behalf of the requesting individual 
or entity, provided all other require-
ments of this part are satisfied (includ-
ing the requirement that the request-
ing individual or entity provide the 
certifications required in accordance 
with § 1008.38 of this part). 

(b) An individual or entity may re-
quest an advisory opinion from the OIG 
regarding any of five specific subject 
matters described in § 1008.5 of this 
part. 

(c) The requesting party must pro-
vide a complete description of the facts 
as set forth in subpart B of this part, 
and pay the costs to the OIG of proc-

essing the request for an advisory opin-
ion as set forth in subpart C of this 
part. 

(d) Nothing in this part limits the in-
vestigatory or prosecutorial authority 
of the OIG, DoJ or any other agency of 
the Government. 

[62 FR 7357, Feb. 19, 1997, as amended at 63 
FR 38324, July 16, 1998] 

§ 1008.3 Effective period. 
The provisions in this part are appli-

cable to requests for advisory opinions 
submitted on or after February 21, 1997, 
and before August 21, 2000, and to any 
requests submitted during any other 
time period for which the OIG is re-
quired by law to issue advisory opin-
ions. 

§ 1008.5 Matters subject to advisory 
opinions. 

(a) An individual or entity may re-
quest an advisory opinion from the OIG 
regarding— 

(1) What constitutes prohibited remu-
neration within the meaning of section 
1128B(b) of the Act; 

(2) Whether an arrangement, or pro-
posed arrangement, satisfies the cri-
teria set forth in section 1128B(b)(3) of 
the Act for activities that do not result 
in prohibited remuneration; 

(3) Whether an arrangement, or pro-
posed arrangement, satisfies the cri-
teria set forth in § 1001.952 of this chap-
ter for activities that do not result in 
prohibited remuneration; 

(4) What constitutes an inducement 
to reduce or limit services under sec-
tion 1128A(b) of the Act to Medicare or 
Medicaid program beneficiaries; and 

(5) Whether any activity, or proposed 
activity, constitutes grounds for the 
imposition of a sanction under sections 
1128, 1128A or 1128B of the Act. 

(b) Exceptions. The OIG will not ad-
dress through the advisory opinion 
process— 

(1) What the fair market value will 
be, or whether fair market value was 
paid or received, for any goods, services 
or property; or 

(2) Whether an individual is a bona 
fide employee within the requirements 
of section 3121(d)(2) of the Internal Rev-
enue Code of 1986. 

[62 FR 7357, Feb. 19, 1997, as amended at 63 
FR 38324, July 16, 1998] 
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Subpart B—Preliminary Obliga-
tions and Responsibilities of 
the Requesting Party 

§ 1008.11 Who may submit a request. 
Any individual or entity may submit 

a request to the OIG for an advisory 
opinion regarding an existing arrange-
ment or one which the requestor in 
good faith specifically plans to under-
take. The requestor must be a party to 
the arrangement, or proposed arrange-
ment, that is the subject of the re-
quest. 

§ 1008.15 Facts subject to advisory 
opinions. 

(a) The OIG will consider requests 
from a requesting party for advisory 
opinions regarding the application of 
specific facts to the subject matters set 
forth in § 1008.5(a) of this part. The 
facts must relate to an existing ar-
rangement, or one which the requestor 
in good faith plans to undertake. The 
plans may be contingent upon receiv-
ing a favorable advisory opinion. The 
advisory opinion request should con-
tain a complete description of the ar-
rangement that the requestor is under-
taking, or plans to undertake. 

(b) Requests presenting a general 
question of interpretation, posing a hy-
pothetical situation, or regarding the 
activities of third parties do not qual-
ify as advisory opinion requests. 

(c) Advisory opinion request will not 
be accepted, and/or opinions will not be 
issued when— 

(1) The request is not related to a 
named individual or entity; 

(2) The same, or substantially the 
same, course of action is under inves-
tigation, or is or has been the subject 
of a proceeding involving the Depart-
ment of Health and Human Services or 
another governmental agency; or 

(3) An informed opinion cannot be 
made, or could be made only after ex-
tensive investigation, clinical study, 
testing, or collateral inquiry. 

[62 FR 7357, Feb. 19, 1997, as amended at 63 
FR 38324, July 16, 1998] 

§ 1008.18 Preliminary questions sug-
gested for the requesting party. 

(a) The OIG may establish and main-
tain a set of questions corresponding to 

the categories of opinion subject mat-
ter as set forth in § 1008.5(a) of this part 
as appropriate. The questions will be 
designed to elicit specific information 
relevant to the advisory opinion being 
sought; however, answering the ques-
tions is voluntary. 

(b) Questions the OIG suggests that 
the requestor address may be obtained 
from the OIG. Requests should be made 
in writing, specify the subject matter, 
and be sent to the headquarter offices 
of the OIG. 

(c) When submitting a request for an 
advisory opinion, a requestor may an-
swer the questions corresponding to 
the subject matter for which the opin-
ion is requested. The extent to which 
any of the questions is not fully an-
swered may effect the content of the 
advisory opinion. 

[62 FR 7357, Feb. 19, 1997, as amended at 63 
FR 38324, July 16, 1998] 

Subpart C—Advisory Opinion Fees 
§ 1008.31 OIG fees for the cost of advi-

sory opinions. 
(a) Responsibility for fees. The re-

questor is responsible for paying a fee 
equal to the costs incurred by the De-
partment in responding to the request 
for an advisory opinion. 

(b) Payment Method. Payment for a 
request for an advisory opinion must 
be made to the Treasury of the United 
States, as directed by OIG. 

(c) Calculation of costs: Prior to the 
issuance of the advisory opinion, the 
OIG will calculate the costs incurred 
by the Department in responding to 
the request. The calculation will in-
clude the costs of salaries and benefits 
payable to attorneys and others who 
have worked on the request in ques-
tion, as well as administrative and su-
pervisory support for such person. The 
OIG has the exclusive authority to de-
termine the cost of responding to a re-
quest for an advisory opinion and such 
determination is not reviewable or 
waiveable. 

(d) Agreement to pay all costs. (1) By 
submitting the request for an advisory 
opinion, the requestor agrees, except as 
indicated in paragraph (d)(4) of this 
section, to pay all costs incurred by 
the OIG in responding to the request 
for an advisory opinion. 
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(2) In its request for an advisory 
opinion, the requestor may request a 
written estimate of the cost involved 
in processing the advisory opinion. 
Within 10 business days of receipt of 
the request, the OIG will notify in 
writing of such estimate. Such esti-
mate will not be binding on the Depart-
ment, and the actual cost to be paid 
may be higher or lower than estimated. 
The time period for issuing the advi-
sory opinion will be tolled from the 
time the OIG notifies the requestor of 
the estimate until the OIG receives 
written confirmation from the re-
questor that the requestor wants the 
OIG to continue processing the request. 
Such notice may include a new or re-
vised triggering dollar amount, as set 
forth in paragraph (d)(3) of this section. 

(3) In its request for an advisory 
opinion, the requestor may designate a 
triggering dollar amount. If the OIG es-
timates that the costs of processing 
the advisory opinion request have 
reached, or are likely to exceed, the 
designated triggering dollar amount, 
the OIG will notify the requestor. The 
requestor may revise its designated 
triggering dollar amount in writing in 
its response to notification of a cost es-
timate in accordance with paragraph 
(d)(2) of this section. 

(4) If the OIG notifies the requestor 
that the estimated cost of processing 
the request has reached or is likely to 
exceed the triggering dollar amount, 
the OIG will stop processing the re-
quest until such time as the requestor 
makes a written request for the OIG to 
continue processing the request. Any 
delay in the processing of the request 
for an advisory opinion attributable to 
these procedures will toll the time for 
issuance of an advisory opinion until 
the requestor asks the OIG to continue 
working on the request. 

(5) If the requestor chooses not to 
pay for completion of an advisory opin-
ion, or withdraws the request, the re-
questor is still obligated to pay for all 
costs incurred and identified by the 
OIG attributable to processing the re-
quest for an advisory opinion up to 
that point. 

(6) If the costs incurred by the OIG in 
responding to the request are greater 
than the amount paid by the requestor, 
the OIG will, prior to the issuance of 

the advisory opinion, notify the re-
questor of any additional amount due. 
The OIG will not issue an advisory 
opinion until the full amount owed by 
the requestor has been paid. Once the 
requestor has paid the OIG the total 
amount due for the costs of processing 
the request, the OIG will issue the ad-
visory opinion. The time period for 
issuing advisory opinions will be tolled 
from the time the OIG notifies the re-
questor of the amount owed until the 
time full payment is received. 

(e) Fees for outside experts. (1) In addi-
tion to the fees identified in this sec-
tion, the requestor also must pay any 
required fees for expert opinions, if 
any, from outside sources, as described 
in § 1008.33. 

(2) If the OIG determines that it is 
necessary to obtain expert advice to 
issue a requested advisory opinion, the 
OIG will notify the requestor of that 
fact and provide the identity of the ap-
propriate expert and an estimate of the 
costs of the expert advice. 

[62 FR 7357, Feb. 19, 1997, as amended at 63 
FR 38324, July 16, 1998; 73 FR 15939, Mar. 26, 
2008] 

§ 1008.33 Expert opinions from outside 
sources. 

(a) The OIG may request expert ad-
vice from qualified sources on non- 
legal issues if necessary to respond to 
the advisory opinion request. For ex-
ample, the OIG may require the use of 
appropriate medical reviewers, such as 
quality improvement organizations, to 
obtain medical opinions on specific 
issues. 

(b) The time period for issuing an ad-
visory opinion will be tolled from the 
time that the OIG notifies the re-
questor of the need for an outside ex-
pert opinion until the time the OIG re-
ceives the necessary expert opinion. 

(c) Once payment is made for the cost 
of the expert opinion, as set forth in 
§ 1008.31(e) of this part, either directly 
to the expert or otherwise, the OIG will 
arrange for a prompt expert review of 
the issue or issues in question. Regard-
less of the manner of payment, the ex-
pert’s work and opinion will be subject 
to the sole direction of the OIG. 

[62 FR 7357, Feb. 19, 1997, as amended at 63 
FR 38325, July 16, 1998] 
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1 The requestor is under an affirmative ob-
ligation to make full and true disclosure 
with respect to the facts regarding the advi-
sory opinion being requested. 

Subpart D—Submission of a For-
mal Request for an Advisory 
Opinion 

§ 1008.36 Submission of a request. 
(a) A request for a formal advisory 

opinion must be submitted in writing. 
An original and 2 copies of the request 
should be addressed to the headquarter 
offices of the OIG. 

(b) Each request for an advisory opin-
ion must include— 

(1) To the extent known to the re-
questor, the identities, including the 
names and addresses, of the requestor 
and of all other actual and potential 
parties to the arrangement, that are 
the subject of the request for an advi-
sory opinion; 

(2) The name, title, address, and day-
time telephone number of a contact 
person who will be available to discuss 
the request for an advisory opinion 
with the OIG on behalf of the re-
questor; 

(3) A declaration of the subject cat-
egory or categories as described in 
§ 1008.5 of this part for which the advi-
sory opinion is requested. To the ex-
tent an individual or entity requests an 
advisory opinion in accordance with 
§ 1008.5(a)(3) or (a)(5) of this part, the 
requesting individual or entity should 
identify the specific subsections of sec-
tions 1128, 1128A or 1128B of the Act or 
the specific provision of § 1001.952 of 
this chapter about which an advisory 
opinion is sought: 

(4) A complete and specific descrip-
tion of all relevant information bear-
ing on the arrangement for which an 
advisory opinion is requested and on 
the circumstances of the conduct, 1 in-
cluding— 

(i) Background information, 
(ii) For existing arrangements, com-

plete copies of all operative documents, 
(iii) For proposed arrangements, 

complete copies of all operative docu-
ments, if possible, and otherwise de-
scriptions of proposed terms, drafts, or 
models of documents sufficient to per-
mit the OIG to render an informed 
opinion, 

(iv) Detailed statements of all collat-
eral or oral understandings, if any, and 

(v) If applicable, a designation of 
trade secrets or confidential commer-
cial or financial information in the 
manner described in 45 CFR 5.41; 

(5) Signed certifications by the re-
questor(s), as described in § 1008.37 of 
this part; 

(6) A declaration regarding whether 
an advisory opinion in accordance with 
part 411 of this title has been or will be 
requested from CMS about the arrange-
ment that is the subject of the advi-
sory opinion request; and 

(7) Each requesting party’s Taxpayer 
Identification Number. 

(Approved by the Office of Management and 
Budget under control number 0990–0213) 

[62 FR 7357, Feb. 19, 1997, as amended at 63 
FR 38325, July 16, 1998; 73 FR 15939, Mar. 26, 
2008; 85 FR 72910, Nov. 16, 2020] 

§ 1008.37 Disclosure of ownership and 
related information. 

Each individual or entity requesting 
an advisory opinion must supply full 
and complete information as to the 
identity of each entity owned or con-
trolled by the individual or entity, and 
of each person with an ownership or 
control interest in the entity, as de-
fined in section 1124(a)(1) of the Social 
Security Act (42 U.S.C. 1320a–3(a)(1)) 
and part 420 of this chapter. 

(Approved by the Office of Management and 
Budget under control number 0990–0213) 

[67 FR 11936, Mar. 18, 2002] 

§ 1008.38 Signed certifications by the 
requestor. 

(a) Every request must include the 
following signed certification from all 
requestors: ‘‘With knowledge of the 
penalties for false statements provided 
by 18 U.S.C. 1001 and with knowledge 
that this request for an advisory opin-
ion is being submitted to the Depart-
ment of Health and Human Services, I 
certify that all of the information pro-
vided is true and correct, and con-
stitutes a complete description of the 
facts regarding which an advisory opin-
ion is sought, to the best of my knowl-
edge and belief.’’ 

(b) If the advisory opinion relates to 
a proposed arrangement, the request 
must also include the following signed 
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certification from all requestors: ‘‘The 
arrangement described in this request 
for an advisory opinion is one that [the 
requestor(s)] in good faith plan(s) to 
undertake.’’ This statement may be 
made contingent on a favorable OIG 
advisory opinion, in which case, the 
phrase ‘‘if the OIG issues a favorable 
advisory opinion’’ should be added to 
the certification. 

(c) The certification(s) must be 
signed by— 

(1) The requestor, if the requestor is 
an individual; 

(2) The chief executive officer, or 
comparable officer, of the requestor, if 
the requestor is a corporation; 

(3) The managing partner of the re-
questor, if the requestor is a partner-
ship; or 

(4) The managing member, or com-
parable person, if the requestor is a 
limited liability company. 

[62 FR 7357, Feb. 19, 1997, as amended at 63 
FR 38325, July 16, 1998] 

§ 1008.39 Additional information. 
(a) If the request for an advisory 

opinion does not contain all of the in-
formation required by § 1008.36 of this 
part, or the OIG believes it needs more 
information prior to rendering an advi-
sory opinion, the OIG may, at any 
time, request whatever additional in-
formation or documents it deems nec-
essary. The time period for the 
issuance of an advisory opinion will be 
tolled from the time the OIG requests 
the additional information from the re-
questor until such time as the OIG de-
termines that it has received the re-
quested information. 

(b) The OIG may request additional 
information before or after the request 
for an advisory opinion has been ac-
cepted. 

(c) Additional information should be 
provided in writing and certified to be 
a true, correct and complete disclosure 
of the requested information in a man-
ner equivalent to that described in 
§ 1008.38 of this part. 

(d) In connection with any request 
for an advisory opinion, the OIG or DoJ 
may conduct whatever independent in-
vestigation they believe appropriate. 

(e) Requesting parties are required to 
notify the OIG if they request an advi-
sory opinion in accordance with part 

411 of this title from CMS about the ar-
rangement that is the subject of their 
advisory opinion request. 

(f) Where appropriate, after receipt of 
an advisory opinion request, the OIG 
may consult with the requesting par-
ties to the extent the OIG deems nec-
essary. 

[62 FR 7357, Feb. 19, 1997, as amended at 63 
FR 38325, July 16, 1998] 

§ 1008.40 Withdrawal. 
The requestor of an advisory opinion 

may withdraw the request prior to the 
issuance of a formal advisory opinion 
by the OIG. The withdrawal must be 
written and must be submitted to the 
same address as the submitted request, 
as indicated in §§ 1008.18(b) and 
1008.36(a) of this part. Regardless of 
whether the request is withdrawn, the 
requestor must pay the costs expended 
by the OIG in processing the opinion, 
as discussed in § 1008.31(d) of this part. 
The OIG reserves the right to retain 
any request for an advisory opinion, 
documents and information submitted 
to it under these procedures, and to use 
them for any governmental purposes. 

Subpart E—Obligations and 
Responsibilities of the OIG 

§ 1008.41 OIG acceptance of the re-
quest. 

(a) Upon receipt of a request for an 
advisory opinion, the OIG will prompt-
ly make an initial determination 
whether the submission includes all of 
the information the OIG will require to 
process the request. 

(b) Within 10 working days of receipt 
of the request, the OIG will— 

(1) Formally accept the request for 
an advisory opinion, 

(2) Notify the requestor of what addi-
tional information is needed, or 

(3) Formally decline to accept the re-
quest. 

(c) If the requestor provides the addi-
tional information requested, or other-
wise resubmits the request, the OIG 
will process the resubmission in ac-
cordance with paragraphs (a) and (b) of 
this section as if it was an initial re-
quest for an advisory opinion. 

(d) Upon acceptance of the request, 
the OIG will notify the requestor by 
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regular U.S. mail of the date that the 
request for the advisory opinion was 
formally accepted. 

(e) The 60-day period for issuance of 
an advisory opinion set forth in 
§ 1008.43(c) of this part will not com-
mence until the OIG has formally ac-
cepted the request for an advisory 
opinion. 

[62 FR 7357, Feb. 19, 1997, as amended at 63 
FR 38326, July 16, 1998] 

§ 1008.43 Issuance of a formal advisory 
opinion. 

(a) An advisory opinion will be con-
sidered issued once payment is received 
and it is dated, numbered, and signed 
by an authorized official of the OIG. 

(b) An advisory opinion will contain 
a description of the material facts pro-
vided to the OIG with regard to the ar-
rangement for which an advisory opin-
ion has been requested. The advisory 
opinion will state the OIG’s opinion re-
garding the subject matter of the re-
quest based on the facts provided to 
the OIG. If necessary, to fully describe 
the arrangement, the OIG is authorized 
to include in the advisory opinion the 
material facts of the arrangement, not-
withstanding that some of these facts 
could be considered confidential infor-
mation or trade secrets within the 
meaning of 18 U.S.C. 1905. 

(c)(1) The OIG will issue an advisory 
opinion, in accordance with the provi-
sions of this part, within 60 days after 
the request for an advisory opinion has 
been formally accepted; 

(2) If the 60th day falls on a Saturday, 
Sunday, or Federal holiday, the time 
period will end at the close of the next 
business day following the weekend or 
holiday; 

(3) The 60 day period will be tolled 
from the time the OIG— 

(i) Notifies the requestor that the 
costs have reached, or are likely to ex-
ceed, the triggering amount until the 
time when the OIG receives written no-
tice from the requestor to continue 
processing the request; 

(ii) Requests additional information 
from the requestor until the time the 
OIG receives the requested informa-
tion; 

(iii) Notifies the requestor of the full 
amount due until the time the OIG re-

ceives payment of the full amount 
owed; and 

(iv) Notifies the requestor of the need 
for expert advice until the time the 
OIG receives the expert advice. 

(d) After OIG has notified the re-
questor of the full amount owed and 
OIG has determined that the full pay-
ment of that amount has been properly 
paid by the requestor, OIG will issue 
the advisory opinion and promptly 
mail it to the requestor by regular first 
class U.S. mail. 

[62 FR 7357, Feb. 19, 1997, as amended at 63 
FR 38326, July 16, 1998; 73 FR 15939, Mar. 26, 
2008] 

§ 1008.45 Rescission, termination or 
modification. 

(a) Any advisory opinion given by the 
OIG is without prejudice to the right of 
the OIG to reconsider the questions in-
volved and, where the public interest 
requires, to rescind, terminate or mod-
ify the advisory opinion. Requestors 
will be given a preliminary notice of 
the OIG’s intent to rescind, terminate 
or modify the opinion, and will be pro-
vided a reasonable opportunity to re-
spond. A final notice of rescission, ter-
mination or modification will be given 
to the requestor so that the individual 
or entity may discontinue or modify, 
as the case may be, the course of ac-
tion taken in accordance with the OIG 
advisory opinion. 

(b) For purposes of this part— 
(1) To rescind an advisory opinion 

means that the advisory opinion is re-
voked retroactively to the original 
date of issuance with the result that 
the advisory opinion will be deemed to 
have been without force and effect 
from the original date of issuance. 
Recission may occur only where rel-
evant and material facts were not 
fully, completely and accurately dis-
closed to the OIG. 

(2) To terminate an advisory opinion 
means that the advisory opinion is re-
voked as of the termination date and is 
no longer in force and effect after the 
termination date. The OIG will not 
proceed against the requestor under 
this part if such action was promptly, 
diligently, and in good faith discon-
tinued in accordance with reasonable 
time frames established by the OIG 
after consultation with the requestor. 
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(3) To modify an advisory opinion 
means that the advisory opinion is 
amended, altered, or limited, and that 
the advisory opinion continues in full 
force and effect in modified form there-
after. The OIG will not proceed against 
the requestor under this part if such 
action was promptly, diligently, and in 
good faith modified in accordance with 
reasonable time frames established by 
the OIG after consultation with the re-
questor. 

[63 FR 38326, July 16, 1998] 

§ 1008.47 Disclosure. 

(a) Advisory opinions issued and re-
leased in accordance with the provi-
sions set forth in this part will be 
available to the public. 

(b) Promptly after the issuance and 
release of an advisory opinion to the 
requestor, a copy of the advisory opin-
ion will be available for public inspec-
tion between the hours of 10:00 a.m. and 
3:00 p.m. on normal business days at 
the headquarter offices of the OIG and 
on the DHHS/OIG web site. 

(c) Any pre-decisional document, or 
part of such pre-decisional document, 
that is prepared by the OIG, DoJ, or 
any other Department or agency of the 
United States in connection with an 
advisory opinion request under the pro-
cedures set forth in this part generally 
will be exempt from disclosure under 5 
U.S.C. 552, and will not be made pub-
licly available. 

(d) Documents submitted by the re-
questor to the OIG in connection with 
a request for an advisory opinion may 
be available to the public in accord-
ance with 5 U.S.C. 552 through proce-
dures set forth in 45 CFR part 5. 

(e) Nothing in this section will limit 
the OIG’s right, in its discretion, to 
issue a press release or otherwise pub-
licly disclose the identity of the re-
questing party or parties, and the na-
ture of the action taken by the OIG 
upon the request. 

[62 FR 7357, Feb. 19, 1997, as amended at 63 
FR 38326, July 16, 1998] 

Subpart F—Scope and Effect of 
OIG Advisory Opinions 

§ 1008.51 Exclusivity of OIG advisory 
opinions. 

The only method for obtaining a 
binding advisory opinion regarding any 
of the subject matters set forth in 
§ 1008.5(a) is through the procedures de-
scribed in this part. No binding advi-
sory opinion, oral or written, has or 
may be issued by the OIG regarding the 
specific matters set forth in § 1008.5(a) 
except through written opinions issued 
in accordance with this part. 

§ 1008.53 Affected parties. 

An advisory opinion issued by the 
OIG will have no application to any in-
dividual or entity that does not join in 
the request for the opinion. No indi-
vidual or entity other than the re-
questor(s) may rely on an advisory 
opinion. 

§ 1008.55 Admissibility of evidence. 

(a) The failure of a party to seek an 
advisory opinion may not be intro-
duced into evidence to prove that the 
party intended to violate the provi-
sions of sections 1128, 1128A or 1128B of 
the Act. 

(b) An advisory opinion may not be 
introduced into evidence by a person or 
entity that was not the requestor of 
the advisory opinion to prove that the 
person or entity did not violate the 
provisions of sections 1128, 1128A or 
1128B of the Act or any other law. 

[62 FR 7357, Feb. 19, 1997, as amended at 63 
FR 38326, July 16, 1998] 

§ 1008.59 Range of the advisory opin-
ion. 

(a) An advisory opinion will state 
only the OIG’s opinion regarding the 
subject matter of the request. If the ar-
rangement for which an advisory opin-
ion is requested is subject to approval 
or regulation by any other Federal, 
State or local government agency, such 
advisory opinion may not be taken to 
indicate the OIG’s views on the legal or 
factual issues that may be raised be-
fore that agency. The OIG will not pro-
vide any legal opinion on questions or 
issues regarding an authority which is 
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vested in other Federal, State or local 
government agencies. 

(b) An advisory opinion issued under 
this part will not bind or obligate any 
agency other than the Department. It 
will not affect the requestor’s, or any-
one else’s, obligations to any other 
agency, or under any statutory or regu-

latory provision other than that which 
is the specific subject matter of the ad-
visory opinion. 

[62 FR 7357, Feb. 19, 1997, as amended at 63 
FR 38326, July 16, 1998] 

PARTS 1009–1099 [RESERVED] 
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