§422.354

enrollees the range of services required
under a contract with CMS. Each PSO
must deliver a substantial proportion
of those services directly through the
provider or the affiliated providers re-
sponsible for operating the PSO. Sub-
stantial proportion means—

(1) For a non-rural PSO, not less than
70% of Medicare services covered under
the contract.

(2) For a rural PSO, not less than 60%
of Medicare services covered under the
contract.

(¢) Rural PSO. To qualify as a rural
PSO, a PSO must—

(1) Demonstrate to CMS that—

(i) It has available in the rural area,
as defined in §412.62(f) of this chapter,
routine services including but not lim-
ited to primary care, routine specialty
care, and emergency services; and

(ii) The level of use of providers out-
side the rural area is consistent with
general referral patterns for the area;
and

(2) Enroll Medicare beneficiaries, the
majority of which reside in the rural
area the PSO serves.

[63 FR 18134, Apr. 14, 1998, as amended at 63
FR 35098, June 26, 1998; 656 FR 40327, June 29,
2000]

§422.354 Requirements for affiliated
providers.

A PSO that consists of two or more
providers must demonstrate to CMS’S
satisfaction that it meets the following
requirements:

(a) The providers are affiliated. For
purposes of this subpart, providers are
affiliated if, through contract, owner-
ship, or otherwise—

(1) One provider, directly or indi-
rectly, controls, is controlled by, or is
under common control with another;

(2) Each provider is part of a lawful
combination under which each shares
substantial financial risk in connec-
tion with the PSO’s operations;

(3) Both, or all, providers are part of
a controlled group of corporations
under section 1563 of the Internal Rev-
enue Code of 1986; or

(4) Both, or all, providers are part of
an affiliated service group under sec-
tion 414 of that Code.

(b) Each affiliated provider of the
PSO shares, directly or indirectly, sub-
stantial financial risk for the fur-
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nishing of services the PSO is obligated
to provide under the contract.

(c) Affiliated providers, as a whole or
in part, have at least a majority finan-
cial interest in the PSO.

(d) For purposes of paragraph(a)(l) of
this section, control is presumed to
exist if one party, directly or indi-
rectly, owns, controls, or holds the
power to vote, or proxies for, not less
than 51 percent of the voting rights or
governance right of another.

[63 FR 18134, Apr. 14, 1998, as amended at 63
FR 35098, June 26, 1998]

§422.356 Determining substantial fi-
nancial risk and majority financial
interest.

(a) Determining substantial financial
risk. The PSO must demonstrate to
CMS’s satisfaction that it apportions a
significant part of the financial risk of
the PSO enterprise under the MA con-
tract to each affiliated provider. The
PSO must demonstrate that the finan-
cial arrangements among its affiliated
providers constitute ‘‘substantial’’ risk
in the PSO for each affiliated provider.
The following mechanisms may con-
stitute risk-sharing arrangements, and
may have to be used in combination to
demonstrate substantial financial risk
in the PSO enterprise.

(1) Agreement by a provider to accept
capitation payment for each Medicare
enrollee.

(2) Agreement by a provider to accept
as payment a predetermined percent-
age of the PSO premium or the PSO’s
revenue.

(3) The PSO’s use of significant finan-
cial incentives for its affiliated pro-
viders, with the aim of achieving utili-
zation management and cost contain-
ment goals. Permissible methods in-
clude the following:

(i) Affiliated providers agree to a
withholding of a significant amount of
the compensation due them, to be used
for any of the following:

(A) To cover losses of the PSO.

(B) To cover losses of other affiliated
providers.

(C) To be returned to the affiliated
provider if the PSO meets its utiliza-
tion management or cost containment
goals for the specified time period.
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