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provided by the referring physician. A
designated health service is not personally performed or provided by the referring physician if it is performed or
provided by any other person, including, but not limited to, the referring
physician’s employees, independent
contractors, or group practice members.
(ii) Except as provided in paragraph
(2) of this definition, a request by a
physician that includes the provision
of any designated health service for
which payment may be made under
Medicare, the establishment of a plan
of care by a physician that includes the
provision of such a designated health
service, or the certifying or recertifying of the need for such a designated
health service, but not including any
designated health service personally
performed or provided by the referring
physician. A designated health service
is not personally performed or provided
by the referring physician if it is performed or provided by any other person
including, but not limited to, the referring physician’s employees, independent contractors, or group practice
members.
(2) Does not include a request by a
pathologist for clinical diagnostic laboratory tests and pathological examination services, by a radiologist for diagnostic radiology services, and by a
radiation oncologist for radiation therapy, if—
(i) The request results from a consultation initiated by another physician (whether the request for a consultation was made to a particular
physician or to an entity with which
the physician is affiliated); and
(ii) The tests or services are furnished by or under the supervision of
the pathologist, radiologist, or radiation oncologist.
(3) Can be in any form, including, but
not limited to, written, oral, or electronic.
Referring physician means a physician
who makes a referral as defined in this
section or who directs another person
or entity to make a referral or who
controls referrals made by another person or entity.
Remuneration means any payment or
other benefit made directly or indirectly, overtly or covertly, in cash or
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in kind, except that the following are
not considered remuneration for purposes of this section:
(1) The forgiveness of amounts owed
for inaccurate tests or procedures, mistakenly performed tests or procedures,
or the correction of minor billing errors.
(2) The furnishing of items, devices,
or supplies (not including surgical
items, devices, or supplies) that are
used solely to collect, transport, process, or store specimens for the entity
furnishing the items, devices, or supplies or are used solely to order or communicate the results of tests or procedures for the entity.
(3) A payment made by an insurer or
a self-insured plan to a physician to
satisfy a claim, submitted on a fee-forservice basis, for the furnishing of
health services by that physician to an
individual who is covered by a policy
with the insurer or by the self-insured
plan, if—
(i) The health services are not furnished, and the payment is not made,
under a contract or other arrangement
between the insurer or the plan and the
physician;
(ii) The payment is made to the physician on behalf of the covered individual and would otherwise be made directly to the individual; and
(iii) The amount of the payment is
set in advance, does not exceed fair
market value, and is not determined in
a manner that takes into account directly or indirectly the volume or
value of any referrals.
Same building means a structure with,
or combination of structures that
share, a single street address as assigned by the U.S. Postal Service, excluding all exterior spaces (for example, lawns, courtyards, driveways,
parking lots) and interior parking garages. For purposes of this rule, the
‘‘same building’’ does not include a mobile vehicle, van, or trailer.
[66 FR 952, Jan. 4, 2001]

§ 411.352 Group practice.
For purposes of this subpart, a group
practice is a physician practice that
meets the following conditions:
(a) Single legal entity. The group practice must consist of a single legal entity formed primarily for the purpose of
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being a physician group practice in any
organizational form recognized by the
State in which the group practice
achieves its legal status, including, but
not limited to, a partnership, professional corporation, limited liability
company, foundation, not-for-profit
corporation, faculty practice plan, or
similar association. The single legal
entity may be organized by any party
or parties, including, but not limited
to, physicians, health care facilities, or
other persons or entities (including,
but not limited to, physicians individually incorporated as professional corporations). The single legal entity may
not be organized or owned (in whole or
in part) by another medical practice
that is an operating physician practice
(regardless of whether the medical
practice meets the conditions for a
group practice under this section). For
purposes of this rule, a single legal entity does not include informal affiliations of physicians formed substantially to share profits from referrals, or
separate group practices under common ownership or control through a
physician practice management company, hospital, health system, or other
entity or organization. A group practice that is otherwise a single legal entity may itself own subsidiary entities.
(b) Physicians. The group practice
must have at least two physicians who
are members of the group (whether employees or direct or indirect owners), as
defined in this section.
(c) Range of care. Each physician who
is a member of the group, as defined in
§ 411.351, must furnish substantially the
full range of patient care services that
the physician routinely furnishes, including medical care, consultation, diagnosis, and treatment, through the
joint use of shared office space, facilities, equipment, and personnel.
(d) Services furnished by group practice
members. (1) Except as provided in paragraphs (d)(2) and (d)(3) of this section,
substantially all of the patient care
services of the physicians who are members of the group (that is, at least 75 percent of the total patient care services
of the group practice members) must
be furnished through the group and
billed under a billing number assigned
to the group, and the amounts received
must be treated as receipts of the

group. ‘‘Patient care services’’ must be
measured by one of the following:
(i) The total time each member
spends on patient care services documented by any reasonable means (including, but not limited to, time cards,
appointment schedules, or personal
diaries). (For example, if a physician
practices 40 hours a week and spends 30
hours on patient care services for a
group practice, the physician has spent
75 percent of his or her time providing
patient care services for the group.)
(ii) Any alternative measure that is
reasonable, fixed in advance of the performance of the services being measured, uniformly applied over time,
verifiable, and documented.
(2) The data used to calculate compliance with this ‘‘substantially all test’’
and related supportive documentation
must be made available to the Secretary upon request.
(3) The ‘‘substantially all test’’ does
not apply to any group practice that is
located solely in an HPSA, as defined
in § 411.351.
(4) For a group practice located outside of an HPSA (as defined in § 411.351),
any time spent by a group practice
member providing services in an HPSA
should not be used to calculate whether the group practice has met the
‘‘substantially all test,’’ regardless of
whether the member’s time in the
HPSA is spent in a group practice, clinic, or office setting.
(5) During the ‘‘start up’’ period (not
to exceed 12 months) that begins on the
date of the initial formation of a new
group practice, a group practice must
make a reasonable, good faith effort to
ensure that the group practice complies with the requirement set forth in
paragraph (d)(1) of this section as soon
as practicable, but no later than 12
months from the date of the initial formation of the group practice. This
paragraph (d)(5) does not apply when
an existing group practice admits a
new member or when an existing group
practice reorganizes.
(e) Distribution of expenses and income.
The overhead expenses of, and income
from, the practice must be distributed
according to methods that are determined before the receipt of payment
for the services giving rise to the overhead expense or producing the income.
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Nothing in this rule prevents a group
practice from adjusting its compensation methodology prospectively, subject to restrictions on the distribution
of revenue from DHS under paragraph
(i) of this section.
(f) Unified business. (1) The group
practice must be a unified business
having at least the following features:
(i) Centralized decision-making by a
body representative of the group practice that maintains effective control
over the group’s assets and liabilities
(including, but not limited to, budgets,
compensation, and salaries).
(ii) Consolidated billing, accounting,
and financial reporting.
(iii) Centralized utilization review.
(2) Location and specialty-based compensation practices are permitted with
respect to revenues derived from services that are not DHS and may be permitted with respect to revenues derived from DHS under paragraph (i) of
this section.
(g) Volume or value of referrals. No
physician who is a member of the
group practice directly or indirectly
receives compensation based on the
volume or value of referrals by the
physician, except as provided in paragraph (i) of this section.
(h) Physician-patient encounters. Members of the group must personally conduct no less than 75 percent of the physician-patient encounters of the group
practice.
(i) Special rule for productivity bonuses
and profit shares. (1) A physician in a
group practice may be paid a share of
overall profits of the group, or a productivity bonus based on services that
he or she has personally performed (including services ‘‘incident to’’ those
personally performed services as defined in § 411.351), provided that the
share or bonus is not determined in
any manner that is directly related to
the volume or value of referrals of DHS
by the physician.
(2) ‘‘Overall profits’’ means the
group’s entire profits derived from DHS
payable by Medicare or Medicaid or the
profits derived from DHS payable by
Medicare or Medicaid of any component of the group practice that consists
of at least five physicians. The share of
overall profits will be deemed not to relate directly to the volume or value of
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referrals if one of the following conditions is met:
(i) The group’s profits are divided per
capita (for example, per member of the
group or per physician in the group).
(ii) Revenues derived from DHS are
distributed based on the distribution of
the group practice’s revenues attributed to services that are not DHS payable by any Federal health care program or private payer.
(iii) Revenues derived from DHS constitute 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.
(iv) Overall profits are divided in a
reasonable and verifiable manner that
is not directly related to the volume or
value of the physician’s referrals of
DHS.
(3) A productivity bonus for personally performed services (including services ‘‘incident to’’ those personally performed services as defined in § 411.351)
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.
(iv) The bonus is calculated in a reasonable and verifiable manner that is
not directly related to the volume or
value of the physician’s referrals of
DHS.
(4)
Supporting
documentation
verifying the method used to calculate
the profit shares or productivity bonus
under paragraphs (i)(2) and (i)(3) of this
section, and the resulting amount of
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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 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
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. 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.
(d) Refunds. An entity that collects
payment for a designated health service that was performed under a prohibited referral must refund all collected
amounts on a timely basis, as defined
in § 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 laws, rules,
and regulations.
[66 FR 958, Jan. 4, 2001]

§ 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) 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 (not including an agent of the physician, the immediate 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 section.
(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 investment interest in any entity that
furnishes DHS.
(1) An ownership or investment interest includes, but is not limited to,
stock, partnership shares, limited liability company memberships, as well
as loans, bonds, or other financial instruments that are secured with an entity’s property or 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.
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