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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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§1001.2

where applicable, in imposing exclu-
sions proposed by the OIG).

[67 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.

42 CFR Ch. V (10-1-22 Edition)

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 specialiced 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.

[67 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]

§1001.101

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
b 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;

(56) 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

42 CFR Ch. V (10-1-22 Edition)

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.

[67 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-

§1001.201

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.

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

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

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

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

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

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

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

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

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

(iii) The interference or obstruction
also affected a civil or administrative
investigation;

42 CFR Ch. V (10-1-22 Edition)

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

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

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

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

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

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

(i) The record of the criminal pro-
ceedings, including sentencing docu-
ments, demonstrates that the court de-
termined that the individual had a
mental, emotional, or physical condi-
tion, before or during the commission
of the offense, that reduced the individ-
ual’s culpability; or

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

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

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

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

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

§1001.401 Conviction relating to con-
trolled substances.

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

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

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

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

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

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

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

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

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

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

§1001.501

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

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

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

(3) Only the following factor may be
considered to be mitigating and to be a
basis for shortening the period of ex-
clusion: The individual’s or entity’s co-
operation with Federal or State offi-
cials resulted in—

(i) Others being convicted or ex-
cluded from Medicare, Medicaid, and
any other Federal health care program;

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

(iii) The imposition of a civil money
penalty against others.

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

§1001.501 License revocation or sus-
pension.

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

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

(2) Has surrendered such a license
while a formal disciplinary proceeding
concerning the individual’s or entity’s
professional competence, professional
performance or financial integrity was
pending before a State licensing au-
thority.
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(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 1li-
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:
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(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 1li-
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.

[67 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—

§1001.601

(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.

[67 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 wunnecessary 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

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

[67 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;

(56) CMS’s HMO compliance office; or

§1001.901

(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.

[67 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.

[67 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-
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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.

(¢) 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.

[67 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-

§1001.952

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)(1) 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)(A)(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-
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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
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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)() 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
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(B) Have benchmarks that are used
to quantify:

(I) 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:

(I) 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
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(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;
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(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 (g2)(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

1068



Office of Inspector General—Health Care, HHS

or statement, inform the buyer of its
obligations under paragraphs (g)(1) and
(2)(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
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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
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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)(1) or (h)(2)(i) 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
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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).

(3J) 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).
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(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 (1)(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)(1) 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.

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

(0) 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)(1) 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
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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.

(a) 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-
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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
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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-
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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-
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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:

(1) 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;

(i) 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

(iit) 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.
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(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:

(I) 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:

(1) Dowmnstream 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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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?l
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

1The 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.
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‘“‘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:

(I) 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:

(I) 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;

(711) In calculating the percentage in
accordance with paragraph
(W)(D)A)(C)Y() (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—

(I) 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.)
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(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.

(BE) In establishing the terms of an
arrangement—

(I) 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 (0)(1)(i)(D) of this section; and

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

(I) 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:

(1) Dowmnstream 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 (1)(2) of this section that:

(A) Provides a comprehensive range
of health services;

(B) Provides or arranges for—

(I) Reasonable utilization goals to
avoid inappropriate utilization;

(2) An operational utilization review
program;
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(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—

(I) 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
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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)(1), (v)(3)(i1) 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)(A)(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
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party or parties from meeting their ob-
ligations under paragraph (v)(2)(1)(B).

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

(I) 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)({A)(A)I), (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—

(I) 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
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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)([1A)(B)(I1)(i) of this section; or

(ii1) 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 vreplen-
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—

(1) 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—
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(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)(1)(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
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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(1)(2)(B)(i) or
1905(1)(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
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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)()(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)(), 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
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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:

(1) Cybersecurity means the process of
protecting information by preventing,
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detecting, and
cyberattacks.

(ii) Health plan shall have the mean-
ing set forth at §1001.952(1)(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:

responding to
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(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:

(I) 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
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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.

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

(1) 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.

(i1) 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:

(I) 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.

(vil) 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).
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(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
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

is not ex-
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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
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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:

(I) 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.

(iil) 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
changed by:

is not ex-
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(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
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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.

(i1) 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
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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 Ili-
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.

() 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.
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(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.

(i1) 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
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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:

(1) 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 mnonmonetary 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,
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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.

[67 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).

[67 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;
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(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

(6) The extent to which the entity
knew that the disclosures made were
not full or accurate.

[67 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).

[67 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-
Ccy;

(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;

(BE) 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

§1001.1301

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)(1) 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
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,

grant immediate access
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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
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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.

[67 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).

[67 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.

[67 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.

§1001.1552

(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.
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(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.

[67 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.

[67 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)(1)(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-

§1001.1801

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:

/sl
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.

[67 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
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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) Ezxceptions 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)(1) 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-

§1001.2002

tinely provides emergency health care
items or services.

[67 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.

[67 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;

42 CFR Ch. V (10-1-22 Edition)

(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.

[67 FR 3330, Jan. 29, 1992, as amended at 63
FR 46690, Sept. 2, 1998; 656 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.

1110



Office of Inspector General—Health Care, HHS

(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)(b)) 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.

[67 FR 3330, Jan. 29, 1992, as amended at 63
FR 46690, Sept. 2, 1998]

§1001.3001

§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.

[67 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.

[67 FR 3330, Jan. 29, 1992, as amended at 63
FR 46691, Sept. 2, 1998; 82 FR 4117, Jan. 12,
2017]

§1001.3002

(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-

Basis for reinstatement.
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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.

[67 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.

Pt. 1002

§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.

[67 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]
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