AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

Centers for Medicare & Medicaid Services, HHS

(iv) Any other specialized category of
services that the Secretary designates
as inconsistent with the purpose of per-
mitting physician ownership and in-
vestment interests in a hospital.

(2) A ‘‘specialty hospital” does not
include any hospital—

(i) Determined by the Secretary to be
in operation before or under develop-
ment as of November 18, 2003;

(ii) For which the number of physi-
cian investors at any time on or after
such date is no greater than the num-
ber of such investors as of such date;

(iii) For which the type of categories
described above is no different at any
time on or after such date than the
type of such categories as of such date;

(iv) For which any increase in the
number of beds occurs only in the fa-
cilities on the main campus of the hos-
pital and does not exceed 50 percent of
the number of beds in the hospital as of
November 18, 2003, or 5 beds, whichever
is greater; and

(v) That meets such other require-
ments as the Secretary may specify.

Target patient population means an
identified patient population selected
by a value-based enterprise or its VBE
participants based on legitimate and
verifiable criteria that—

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

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

Transaction means an instance of two
or more persons or entities doing busi-
ness.

Value-based activity means any of the
following activities, provided that the
activity is reasonably designed to
achieve at least one value-based pur-
pose of the value-based enterprise:

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

(2) The taking of an action; or

(3) The refraining from taking an ac-
tion.

Value-based arrangement means an ar-
rangement for the provision of at least
one value-based activity for a target
patient population to which the only
parties are—

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

(2) VBE participants in the same
value-based enterprise.
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Value-based enterprise (VBE) means
two or more VBE participants—

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

(2) 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;

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

(4) 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).

Value-based purpose means any of the
following:

(1) Coordinating and managing the
care of a target patient population;

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

(3) Appropriately reducing the costs
to or growth in expenditures of payors
without reducing the quality of care
for a target patient population; or

(4) Transitioning from health care de-
livery and payment mechanisms based
on the volume of items and services
provided to mechanisms based on the
quality of care and control of costs of
care for a target patient population.

VBE participant means a person or en-
tity that engages in at least one value-
based activity as part of a value-based
enterprise.

[86 FR 77656, Dec. 2, 2020, as amended at 86
FR 65667, Nov. 19, 2021; 87 FR 72285, Nov. 23,
2022]

§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 prac-
tice must consist of a single legal enti-
ty operating primarily for the purpose
of 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, profes-
sional corporation, limited liability
company, foundation, nonprofit cor-
poration, faculty practice plan, or
similar association. The single legal
entity may be organized by any party
or parties, including, but not limited
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to, physicians, health care facilities, or
other persons or entities (including,
but not limited to, physicians individ-
ually incorporated as professional cor-
porations). The single legal entity may
be organized or owned (in whole or in
part) by another medical practice, pro-
vided that the other medical practice
is not an operating physician practice
(and regardless of whether the medical
practice meets the conditions for a
group practice under this section). For
purposes of this subpart, a single legal
entity does not include informal affili-
ations of physicians formed substan-
tially to share profits from referrals, or
separate group practices under com-
mon ownership or control through a
physician practice management com-
pany, hospital, health system, or other
entity or organization. A group prac-
tice that is otherwise a single legal en-
tity may itself own subsidiary entities.
A group practice operating in more
than one State will be considered to be
a single legal entity notwithstanding
that it is composed of multiple legal
entities, provided that—

(1) The States in which the group
practice is operating are contiguous
(although each State need not be con-
tiguous to every other State);

(2) The legal entities are absolutely
identical as to ownership, governance,
and operation; and

(3) Organization of the group practice
into multiple entities is necessary to
comply with jurisdictional licensing
laws of the States in which the group
practice operates.

(b) Physicians. The group practice
must have at least two physicians who
are members of the group (whether em-
ployees or direct or indirect owners), as
defined at §411.351.

(c) Range of care. Each physician who
is a member of the group, as defined at
§411.351, must furnish substantially the
full range of patient care services that
the physician routinely furnishes, in-
cluding medical care, consultation, di-
agnosis, and treatment, through the
joint use of shared office space, facili-
ties, equipment, and personnel.

(d) Services furnished by group practice
members. (1) Except as otherwise pro-
vided in paragraphs (d)(3) through (6) of
this section, substantially all of the pa-
tient care services of the physicians
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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 serv-
ices must be measured by one of the fol-
lowing:

(i) The total time each member
spends on patient care services docu-
mented by any reasonable means (in-
cluding, 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 a week on patient care services
for a group practice, the physician has
spent 75 percent of his or her time pro-
viding patient care services for the
group.)

(ii) Any alternative measure that is
reasonable, fixed in advance of the per-
formance of the services being meas-
ured, uniformly applied over time,
verifiable, and documented.

(2) The data used to calculate compli-
ance with this substantially all test and
related supportive documentation must
be made available to the Secretary
upon request.

(3) The substantially all test set forth
in paragraph (d)(1) of this section does
not apply to any group practice that is
located solely in a HPSA, as defined at
§411.351.

(4) For a group practice located out-
side of a HPSA (as defined at §411.351),
any time spent by a group practice
member providing services in a HPSA
should not be used to calculate wheth-
er the group practice has met the sub-
stantially all test, regardless of whether
the member’s time in the HPSA is
spent in a group practice, clinic, or of-
fice 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 com-
plies with the substantially all test re-
quirement 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)

544



Centers for Medicare & Medicaid Services, HHS

does not apply when an existing group
practice admits a new member or reor-
ganizes.

(6)(1) If the addition to an existing
group practice of a new member who
would be considered to have relocated
his or her medical practice under
§411.357(e)(2) would result in the exist-
ing group practice not meeting the sub-
stantially all test set forth in paragraph
(d)(1) of this section, the group practice
will have 12 months following the addi-
tion of the new member to come back
into full compliance, provided that—

(A) For the 12-month period the
group practice is fully compliant with
the substantially all test if the new
member is not counted as a member of
the group for purposes of §411.352; and

(B) The new member’s employment
with, or ownership interest in, the
group practice is documented in writ-
ing no later than the beginning of his
or her new employment, ownership, or
investment.

(ii) This paragraph (d)(6) does not
apply when an existing group practice
reorganizes or admits a new member
who is not relocating his or her med-
ical practice.

(e) Distribution of expenses and income.
The overhead expenses of, and income
from, the practice must be distributed
according to methods that are deter-
mined before the receipt of payment
for the services giving rise to the over-
head expense or producing the income.
Nothing in this section prevents a
group practice from adjusting its com-
pensation methodology prospectively,
subject to restrictions on the distribu-
tion of revenue from DHS under para-
graph (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 prac-
tice that maintains effective control
over the group’s assets and liabilities
(including, but not limited to, budgets,
compensation, and salaries); and

(ii) Consolidated billing, accounting,
and financial reporting.

(2) Location and specialty-based com-
pensation practices are permitted with
respect to revenues derived from serv-
ices that are not DHS and may be per-
mitted with respect to revenues de-
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rived 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 his or her referrals,
except as provided in paragraph (i) of
this section.

(h) Physician-patient encounters. Mem-
bers of the group must personally con-
duct no less than 75 percent of the phy-
sician-patient encounters of the group
practice.

(i) Special rules for profit shares and
productivity bonuses—(1) Overall profits.
(i) Notwithstanding paragraph (g) of
this section, a physician in the group
may be paid a share of overall profits
that is not directly related to the vol-
ume or value of the physician’s refer-
rals.

(ii) Overall profits means the profits
derived from all the designated health
services of any component of the group
that consists of at least five physi-
cians, which may include all physicians
in the group. If there are fewer than
five physicians in the group, overall
profits means the profits derived from
all the designated health services of
the group.

(iii) Overall profits must be divided
in a reasonable and verifiable manner.
The share of overall profits will be
deemed not to directly relate to the
volume or value of referrals if one of
the following conditions is met:

(A) Overall profits are divided per
capita (for example, per member of the
group or per physician in the group).

(B) Overall profits are distributed
based on the distribution of the group’s
revenues attributed to services that
are not designated health services and
would not be considered designated
health services if they were payable by
Medicare.

(C) Revenues derived from designated
health services constitute less than 5
percent of the group’s total revenues,
and the portion of those revenues dis-
tributed to each physician in the group
constitutes 5 percent or less of his or
her total compensation from the group.

(2) Productivity bonuses. (i) Notwith-
standing paragraph (g) of this section,
a physician in the group may be paid a
productivity bonus based on services
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that he or she has personally per-
formed, or services ‘‘incident to’’ such
personally performed services, that is
not directly related to the volume or
value of the physician’s referrals (ex-
cept that the bonus may directly relate
to the volume or value of the physi-
cian’s referrals if the referrals are for
services ‘‘incident to” the physician’s
personally performed services).

(i1) A productivity bonus must be cal-
culated in a reasonable and verifiable
manner. A productivity bonus will be
deemed not to relate directly to the
volume or value of referrals if one of
the following conditions is met:

(A) The productivity bonus is based
on the physician’s total patient en-
counters or the relative value units
(RVUs) personally performed by the
physician.

(B) The services on which the produc-
tivity bonus is based are not des-
ignated health services and would not
be considered designated health serv-
ices if they were payable by Medicare.

(C) Revenues derived from designated
health services constitute less than 5
percent of the group’s total revenues,
and the portion of those revenues dis-
tributed to each physician in the group
constitutes 5 percent or less of his or
her total compensation from the group.

(3) Value-based enterprise participation.
Notwithstanding paragraph (g) of this
section, profits from designated health
services that are directly attributable
to a physician’s participation in a
value-based enterprise, as defined at
§411.351, may be distributed to the par-
ticipating physician.

(4) Supporting documentation. Sup-
porting documentation verifying the
method used to calculate the profit
share or productivity bonus under
paragraphs (i)(1), (2), and (3) of this sec-
tion, and the resulting amount of com-
pensation, must be made available to
the Secretary upon request.

[85 FR 77656, 76682, Dec. 2, 2020]

§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

42 CFR Ch. IV (10-1-23 Edition)

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 for services fur-
nished under a prohibited referral. (1) Ex-
cept 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 prohib-
ited referral.

(2) When payment for a designated
health service is denied on the basis
that the service was furnished pursu-
ant to a prohibited referral, and such
payment denial is appealed—

(i) The ultimate burden of proof (bur-
den of persuasion) at each level of ap-
peal 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 claim-
ant.

(d) Refunds. An entity that collects
payment for a designated health serv-
ice that was performed pursuant to a
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