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compensation, must be made available 
to the Secretary upon request. 

[66 FR 956, Jan. 4, 2001]

§ 411.353 Prohibition on certain refer-
rals by physicians and limitations 
on billing. 

(a) Prohibition on referrals. Except as 
provided in this subpart, a physician 
who has a direct or indirect financial 
relationship with an entity, or who has 
an immediate family member who has 
a direct or indirect financial relation-
ship with the entity, may not make a 
referral to that entity for the fur-
nishing of DHS for which payment oth-
erwise may be made under Medicare. A 
physician’s prohibited financial rela-
tionship with an entity that furnishes 
DHS is not imputed to his or her group 
practice or its members or its staff; 
however, a referral made by a physi-
cian’s group practice, its members, or 
its staff may be imputed to the physi-
cian, if the physician directs the group 
practice, its members, or its staff to 
make the referral or if the physician 
controls referrals made by his or her 
group practice, its members, or its 
staff. 

(b) Limitations on billing. An entity 
that furnishes DHS pursuant to a refer-
ral that is prohibited by paragraph (a) 
of this section may not present or 
cause to be presented a claim or bill to 
the Medicare program or to any indi-
vidual, third party payer, or other enti-
ty for the DHS performed pursuant to 
the prohibited referral. 

(c) Denial of payment. Except as pro-
vided in paragraph (e) of this section, 
no Medicare payment may be made for 
a designated health service that is fur-
nished pursuant to a prohibited refer-
ral. 

(d) Refunds. An entity that collects 
payment for a designated health serv-
ice that was performed under a prohib-
ited referral must refund all collected 
amounts on a timely basis, as defined 
in § 1003.101 of this title. 

(e) Exception for certain entities. Pay-
ment may be made to an entity that 
submits a claim for a designated health 
service if— 

(1) The entity did not have actual 
knowledge of, and did not act in reck-
less disregard or deliberate ignorance 
of, the identity of the physician who 

made the referral of the designated 
health service to the entity; and 

(2) The claim otherwise complies 
with all applicable Federal laws, rules, 
and regulations. 

[66 FR 958, Jan. 4, 2001]

§ 411.354 Financial relationship, com-
pensation, and ownership or invest-
ment interest. 

(a) Financial relationships. (1) Finan-
cial relationship means— 

(i) A direct or indirect ownership or 
investment interest (as defined in para-
graph (b) of this section) in any entity 
that furnishes DHS; or 

(ii) A direct or indirect compensation 
arrangement (as defined in paragraph 
(c) of this section) with an entity that 
furnishes DHS. 

(2) A direct financial relationship ex-
ists if remuneration passes between the 
referring physician (or a member of his 
or her immediate family) and the enti-
ty furnishing DHS without any inter-
vening persons or entities (not includ-
ing an agent of the physician, the im-
mediate family member, or the entity 
furnishing DHS). 

(3) An indirect financial relationship 
exists under the conditions described in 
paragraphs (b)(5) and (c)(2) of this sec-
tion. 

(b) Ownership or investment interest. 
An ownership or investment interest 
may be through equity, debt, or other 
means, and includes an interest in an 
entity that holds an ownership or in-
vestment interest in any entity that 
furnishes DHS. 

(1) An ownership or investment inter-
est includes, but is not limited to, 
stock, partnership shares, limited li-
ability company memberships, as well 
as loans, bonds, or other financial in-
struments that are secured with an en-
tity’s property or revenue or a portion 
of that property or revenue. 

(2) An ownership or investment inter-
est in a subsidiary company is neither 
an ownership or investment interest in 
the parent company, nor in any other 
subsidiary of the parent, unless the 
subsidiary company itself has an own-
ership or investment interest in the 
parent or such other subsidiaries. It 
may, however, be part of an indirect fi-
nancial relationship. 
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(3) Ownership and investment inter-
ests do not include, among other 
things— 

(i) An interest in a retirement plan; 
(ii) Stock options and convertible se-

curities until the stock options are ex-
ercised or the convertible securities 
are converted to equity (before this 
time they are compensation arrange-
ments as defined in paragraph (c) of 
this section); 

(iii) An unsecured loan subordinated 
to a credit facility (which is a com-
pensation arrangement as defined in 
paragraph (c) of this section); or 

(iv) An ‘‘under arrangements’’ con-
tract between a hospital and an entity 
owned by one or more physicians (or a 
group of physicians) providing DHS 
‘‘under arrangements’’ to the hospital. 

(4) An ownership or investment inter-
est that meets an exception set forth in 
§§ 411.355 or 411.356 need not also meet 
an exception for compensation arrange-
ments set forth in § 411.357 with respect 
to profit distributions, dividends, inter-
est payments on secured obligations, or 
the like. 

(5) Indirect ownership or investment in-
terest. (i) An indirect ownership or in-
vestment interest exists if— 

(A) Between the referring physician 
(or immediate family member) and the 
entity furnishing DHS there exists an 
unbroken chain of any number (but no 
fewer than one) of persons or entities 
having ownership or investment inter-
ests between them; and 

(B) The entity furnishing DHS has 
actual knowledge of, or acts in reckless 
disregard or deliberate ignorance of, 
the fact that the referring physician 
(or immediate family member) has 
some ownership or investment interest 
(through any number of intermediary 
ownership or investment interests) in 
the entity furnishing the DHS. 

(ii) The entity furnishing DHS need 
not know, or act in reckless disregard 
or deliberate ignorance of, the precise 
composition of the unbroken chain or 
the specific terms of the ownership or 
investment interests that form the 
links in the chain. 

(c) Compensation arrangement. A com-
pensation arrangement can be any ar-
rangement involving remuneration, di-
rect or indirect, between a physician 
(or a member of a physician’s imme-

diate family) and an entity. An ‘‘under 
arrangements’’ contract between a hos-
pital and an entity providing DHS 
‘‘under arrangements’’ to the hospital 
creates a compensation arrangement 
for purposes of these regulations. 

(1) A compensation arrangement does 
not include any of the following: 

(i) The portion of any business ar-
rangement that consists solely of the 
remuneration described in section 
1877(h)(1)(C) of the Act and in para-
graphs (1) through (3) of the definition 
of the term ‘‘remuneration’’ in § 411.351. 
(However, any other portion of the ar-
rangement may still constitute a com-
pensation arrangement.) 

(ii) Payments made by a consultant 
to a referring physician under § 414.65(e) 
of this chapter. 

(2) Indirect compensation arrangement. 
An indirect compensation arrangement 
exists if— 

(i) Between the referring physician 
(or a member of his or her immediate 
family) and the entity furnishing DHS 
there exists an unbroken chain of any 
number (but not fewer than one) of per-
sons or entities that have financial re-
lationships (as defined in paragraph (a) 
of this section) between them (that is, 
each link in the chain has either an 
ownership or investment interest or a 
compensation arrangement with the 
preceding link); 

(ii) The referring physician (or imme-
diate family member) receives aggre-
gate compensation from the person or 
entity in the chain with which the phy-
sician (or immediate family member) 
has a direct financial relationship that 
varies with, or otherwise reflects, the 
volume or value of referrals or other 
business generated by the referring 
physician for the entity furnishing the 
DHS. If the financial relationship be-
tween the physician (or immediate 
family member) and the person or enti-
ty in the chain with which the refer-
ring physician (or immediate family 
member) has a direct financial rela-
tionship is an ownership or investment 
interest, the determination whether 
the aggregate compensation varies 
with, or otherwise reflects, the volume 
or value of referrals or other business 
generated by the referring physician 
for the entity furnishing the DHS will 
be measured by the nonownership or 
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noninvestment interest closest to the 
referring physician (or immediate fam-
ily member). (For example, if a refer-
ring physician has an ownership inter-
est in company A, which owns com-
pany B, which has a compensation ar-
rangement with company C, which has 
a compensation arrangement with enti-
ty D that furnishes DHS, we would 
look to the aggregate compensation be-
tween company B and company C for 
purposes of this paragraph (c)(2)(ii)); 
and 

(iii) The entity furnishing DHS has 
actual knowledge of, or acts in reckless 
disregard or deliberate ignorance of, 
the fact that the referring physician 
(or immediate family member) receives 
aggregate compensation that varies 
with, or otherwise reflects, the value or 
volume of referrals or other business 
generated by the referring physician 
for the entity furnishing the DHS. 

(d) Special rules on compensation. The 
following special rules apply only to 
compensation under section 1877 of the 
Act and these regulations in subpart J 
of this part. 

(1) Compensation will be considered 
‘‘set in advance’’ if the aggregate com-
pensation or a time-based or per unit of 
service-based (whether per-use or per-
service) amount is set in advance in 
the initial agreement between the par-
ties in sufficient detail so that it can 
be objectively verified. The payment 
amount must be fair market value 
compensation for services or items ac-
tually provided, not taking into ac-
count the volume or value of referrals 
or other business generated by the re-
ferring physician at the time of the ini-
tial agreement or during the term of 
the agreement. Percentage compensa-
tion arrangements do not constitute 
compensation that is ‘‘set in advance’’ 
in which the percentage compensation 
is based on fluctuating or indetermi-
nate measures or in which the arrange-
ment results in the seller receiving dif-
ferent payment amounts for the same 
service from the same purchaser. 

(2) Compensation (including time-
based or per unit of service-based com-
pensation) will be deemed not to take 
into account ‘‘the volume or value of 
referrals’’ if the compensation is fair 

market value for services or items ac-
tually provided and does not vary dur-
ing the course of the compensation 
agreement in any manner that takes 
into account referrals of DHS. 

(3) Compensation (including time-
based or per unit of service-based com-
pensation) will be deemed to not take 
into account ‘‘other business generated 
between the parties’’ so long as the 
compensation is fair market value and 
does not vary during the term of the 
agreement in any manner that takes 
into account referrals or other business 
generated by the referring physician, 
including private pay health care busi-
ness. 

(4) A physician’s compensation may 
be conditioned on the physician’s refer-
rals to a particular provider, practi-
tioner, or supplier, so long as the com-
pensation arrangement— 

(i) Is fixed in advance for the term of 
the agreement; 

(ii) Is consistent with fair market 
value for services performed (that is, 
the payment does not take into ac-
count the volume or value of antici-
pated or required referrals); 

(iii) Complies with an applicable ex-
ception under §§ 411.355 or 411.357; and 

(iv) Complies with the following con-
ditions: 

(A) The requirement to make refer-
rals to a particular provider, practi-
tioner, or supplier is set forth in a 
written agreement signed by the par-
ties. 

(B) The requirement to make refer-
rals to a particular provider, practi-
tioner, or supplier does not apply if the 
patient expresses a preference for a dif-
ferent provider, practitioner, or sup-
plier; the patient’s insurer determines 
the provider, practitioner, or supplier; 
or the referral is not in the patient’s 
best medical interests in the physi-
cian’s judgement. 

[66 FR 958, Jan. 4, 2001]

EFFECTIVE DATE NOTE: At 66 FR 958, Jan. 4, 
2001, § 411.354 was added, effective Jan. 4, 2002. 
At 66 FR 60154, Dec. 3, 2001, the effective date 
of the last sentence in § 411.354(d)(1) was de-
layed from Jan. 4, 2002, until Jan. 6, 2003.
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