Centers for Medicare & Medicaid Services, HHS
practice’s total revenues, and the allocated portion of those revenues to each
physician in the group practice constitutes 5 percent or less of his or her
total compensation from the group.
(3) A productivity bonus must be calculated in a reasonable and verifiable
manner that is not directly related to
the volume or value of the physician’s
referrals of DHS. A productivity bonus
will be deemed not to relate directly to
the volume or value of referrals of DHS
if one of the following conditions is
met:
(i) The bonus is based on the physician’s total patient encounters or relative value units (RVUs). (The methodology for establishing RVUs is set forth
in § 414.22 of this chapter.)
(ii) The bonus is based on the allocation of the physician’s compensation
attributable to services that are not
DHS payable by any Federal health
care program or private payer.
(iii) Revenues derived from DHS are
less than 5 percent of the group practice’s total revenues, and the allocated
portion of those revenues to each physician in the group practice constitutes
5 percent or less of his or her total
compensation from the group practice.
(4)
Supporting
documentation
verifying the method used to calculate
the profit share or productivity bonus
under paragraphs (i)(2) and (i)(3) of this
section, and the resulting amount of
compensation, must be made available
to the Secretary upon request.
[72 FR 51084, Sept. 5, 2007]

§ 411.353 Prohibition on certain referrals 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 relationship with the entity, may not make a
referral to that entity for the furnishing of DHS for which payment otherwise may be made under Medicare. A
physician’s prohibited financial relationship 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 physician’s group practice, its members, or
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its staff may be imputed to the physician 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 referral 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 individual, third party payer, or other entity for the DHS performed pursuant to
the prohibited referral.
(c) Denial of payment for services furnished under a prohibited referral. (1) Except as provided in paragraph (e) of
this section, no Medicare payment may
be made for a designated health service
that is furnished pursuant to a prohibited referral. The period during which
referrals are prohibited is the period of
disallowance. For purposes of this section, with respect to the following
types of noncompliance, the period of
disallowance begins at the time the financial relationship fails to satisfy the
requirements of an applicable exception and ends no later than—
(i) Where the noncompliance is unrelated to compensation, the date that
the financial relationship satisfies all
of the requirements of an applicable
exception;
(ii) Where the noncompliance is due
to the payment of excess compensation, the date on which all excess compensation is returned by the party that
received it to the party that paid it and
the financial relationship satisfies all
of the requirements of an applicable
exception; or
(iii) Where the noncompliance is due
to the payment of compensation that is
of an amount insufficient to satisfy the
requirements of an applicable exception, the date on which all additional
required compensation is paid by the
party that owes it to the party to
which it is owed and the financial relationship satisfies all of the requirements of an applicable exception.
(2) When payment for a designated
health service is denied on the basis
that the service was furnished pursuant to a prohibited referral, and such
payment denial is appealed—
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(i) The ultimate burden of proof (burden of persuasion) at each level of appeal is on the entity submitting the
claim for payment to establish that the
service was not furnished pursuant to a
prohibited referral (and not on CMS or
its contractors to establish that the
service was furnished pursuant to a
prohibited referral); and
(ii) The burden of production on each
issue at each level of appeal is initially
on the claimant, but may shift to CMS
or its contractors during the course of
the appellate proceeding, depending on
the evidence presented by the claimant.
(d) Refunds. An entity that collects
payment for a designated health service that was performed pursuant to a
prohibited referral must refund all collected amounts on a timely basis, as
defined at § 1003.101 of this title.
(e) Exception for certain entities. Payment 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 reckless 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 and State
laws, rules, and regulations.
(f) Exception for certain arrangements
involving temporary noncompliance. (1)
Except as provided in paragraphs (f)(2),
(f)(3), and (f)(4) of this section, an entity may submit a claim or bill and payment may be made to an entity that
submits a claim or bill for a designated
health service if—
(i) The financial relationship between
the entity and the referring physician
fully complied with an applicable exception under § 411.355, § 411.356, or
§ 411.357 for at least 180 consecutive calendar days immediately preceding the
date on which the financial relationship became noncompliant with the exception;
(ii) The financial relationship has
fallen out of compliance with the exception for reasons beyond the control
of the entity, and the entity promptly
takes steps to rectify the noncompliance; and

(iii) The financial relationship does
not violate the anti-kickback statute
(section 1128B(b) of the Act), and the
claim or bill otherwise complies with
all applicable Federal and State laws,
rules, and regulations.
(2) Paragraph (f)(1) of this section applies only to DHS furnished during the
period of time it takes the entity to
rectify the noncompliance, which must
not exceed 90 consecutive calendar
days following the date on which the financial relationship became noncompliant with an exception.
(3) Paragraph (f)(1) may be used by an
entity only once every 3 years with respect to the same referring physician.
(4) Paragraph (f)(1) does not apply if
the exception with which the financial
relationship previously complied was
§ 411.357(k) or (m).
(g) Special rule for certain arrangements involving temporary noncompliance
with signature requirements. (1) An entity may submit a claim or bill and payment may be made to an entity that
submits a claim or bill for a designated
health service if—
(i) The compensation arrangement
between the entity and the referring
physician fully complies with an applicable exception in § 411.355, § 411.356 or
§ 411.357, except with respect to the signature requirement in § 411.357(a)(1),
§ 411.357(b)(1),
§ 411.357(d)(1)(i),
§ 411.357(e)(1)(i),
§ 411.357(e)(4)(i),
§ 411.357(l)(1), § 411.357(p)(2), § 411.357(q)
(incorporating the requirement contained
in
§ 1001.952(f)(4)),
§ 411.357(r)(2)(ii),
§ 411.357(t)(1)(ii)
or
(t)(2)(iii) (both incorporating the requirement
contained
in
§ 411.357(e)(1)(i)),
§ 411.357(v)(7)(i),
or
§ 411.357(w)(7)(i); and
(ii) The failure to comply with the
signature requirement was—
(A) Inadvertent and the parties obtain the required signature(s) within 90
consecutive calendar days immediately
following the date on which the compensation arrangement became noncompliant (without regard to whether
any referrals occur or compensation is
paid during such 90-day period) and the
compensation arrangement otherwise
complies with all criteria of the applicable exception; or
(B) Not inadvertent and the parties
obtain the required signature(s) within
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30 consecutive calendar days immediately following the date on which the
compensation arrangement became
noncompliant
(without
regard
to
whether any referrals occur or compensation is paid during such 30-day period) and the compensation arrangement otherwise complies with all criteria of the applicable exception.
(2) Paragraph (g)(1) of this section
may be used by an entity only once
every 3 years with respect to the same
referring physician.
[72 FR 51086, Sept. 5, 2007, as amended at 73
FR 48751, Aug. 19, 2008; 73 FR 57543, Oct. 3,
2008]

§ 411.354 Financial relationship, compensation, and ownership or investment interest.
(a) Financial relationships. (1) Financial relationship means—
(i) A direct or indirect ownership or
investment interest (as defined in paragraph (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) Types of financial relationships. (i)
A direct financial relationship exists if
remuneration passes between the referring physician (or a member of his or
her immediate family) and the entity
furnishing DHS without any intervening persons or entities between the
entity furnishing DHS and the referring physician (or a member of his or
her immediate family).
(ii) An indirect financial relationship
exists under the conditions described in
paragraphs (b)(5) and (c)(2) of this section.
(b) Ownership or investment interest.
An ownership or investment interest in
the entity may be through equity,
debt, or other means, and includes an
interest in an entity that holds an ownership or investment interest in any
entity that furnishes DHS.
(1) An ownership or investment interest includes, but is not limited to,
stock, stock options other than those
described in § 411.354(b)(3)(ii), partnership shares, limited liability company
memberships, as well as loans, bonds,
or other financial instruments that are
secured with an entity’s property or
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revenue or a portion of that property
or revenue.
(2) An ownership or investment interest 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 ownership or investment interest in the
parent or such other subsidiaries. It
may, however, be part of an indirect financial relationship.
(3) Ownership and investment interests do not include, among other
things—
(i) An interest in an entity that
arises from a retirement plan offered
by that entity to the physician (or a
member of his or her immediate family) through the physician’s (or immediate family member’s) employment
with that entity;
(ii) Stock options and convertible securities received as compensation until
the stock options are exercised or the
convertible securities are converted to
equity (before this time the stock options or convertible securities are compensation arrangements as defined in
paragraph (c) of this section);
(iii) An unsecured loan subordinated
to a credit facility (which is a compensation arrangement as defined in
paragraph (c) of this section);
(iv) An ‘‘under arrangements’’ contract between a hospital and an entity
owned by one or more physicians (or a
group of physicians) providing DHS
‘‘under arrangements’’ with the hospital (such a contract is a compensation arrangement as defined in paragraph (c) of this section); or
(v) A security interest held by a physician in equipment sold by the physician to a hospital and financed through
a loan from the physician to the hospital (such an interest is a compensation arrangement as defined in paragraph (c) of this section).
(4) An ownership or investment interest that meets an exception set forth in
§ 411.355 or § 411.356 need not also meet
an exception for compensation arrangements set forth in § 411.357 with respect
to profit distributions, dividends, or interest payments on secured obligations.
(5)(i) An indirect ownership or investment interest exists if—
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