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part.

[63 FR 35099, June 26, 1998, as amended at 65
FR 40328, June 29, 2000; 70 FR 52027, Sept. 1,
2005; 72 FR 68723, Dec. 5, 2007; 75 FR 19811,
Apr. 15, 2010; 77 FR 22168, Apr. 12, 2012; 78 FR
31307, May 23, 2013; 79 FR 29959, May 23, 2014;
81 FR 80557, Nov. 15, 2016; 83 FR 16734, Apr. 16,
2018; 88 FR 22334, Apr. 12, 2023]

§422.512 Termination of contract by
the MA organization.

(a) Cause for termination. The MA or-
ganization may terminate the MA con-
tract if CMS fails to substantially
carry out the terms of the contract.

(b) Notice. The MA organization must
give advance notice as follows:

(1) To CMS, at least 90 days before
the intended date of termination. This
notice must specify the reasons why
the MA organization is requesting con-
tract termination.

(2) To its Medicare enrollees, at least
60 days before the termination effec-
tive date. This notice must include a
written description of alternatives
available for obtaining Medicare serv-
ices within the services area, including
alternative MA plans, Medigap options,
original Medicare and must receive
CMS approval.

(3) To the general public at least 60
days before the termination effective
date by publishing an CMS-approved
notice in one or more newspapers of
general circulation in each community
or county located in the MA organiza-
tion’s geographic area.

(c) Effective date of termination. The
effective date of the termination is de-
termined by CMS and is at least 90
days after the date CMS receives the
MA organization’s notice of intent to
terminate.

(d) CMS’s liability. CMS’s liability for
payment to the MA organization ends
as of the first day of the month after
the last month for which the contract
is in effect.

(e) Effect of termination by the organi-
zation. (1) CMS may deny an applica-
tion for a new contract or a service
area expansion from an MA organiza-
tion that has terminated its contract
within the preceding 2 years unless
there are circumstances that warrant
special consideration, as determined by
CMS. This prohibition may apply re-
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gardless of the contract type, product
type, or service area of the previous
contract.

(2) During the same 2-year period
specified in paragraph (e)(1) of this sec-
tion, CMS will not contract with an or-
ganization whose covered persons also
served as covered persons for the ter-
minating sponsor. A ‘‘covered person”’
as used in this paragraph means one of
the following:

(i) All owners of nonrenewal or ter-
minated organizations who are natural
persons, other than shareholders who
have an ownership interest of less than
b percent.

(ii) An owner in whole or part inter-
est in any mortgage, deed of trust, note
or other obligation secured (in whole or
in part) by the organization, or any of
the property or assets thereof, which
whole or part interest is equal to or ex-
ceeds 5 percent of the total property
and assets of the organization.

(iii) A member of the board of direc-
tors of the entity, if the organization is
organized as a corporation.

[63 FR 35099, June 26, 1998, as amended at 67
FR 13288, Mar. 22, 2002; 76 FR 21569, Apr. 15,
2011; 80 FR 7961, Feb. 12, 2015]

§422.514 Enrollment requirements.

(a) Minimum enrollment rules. Except
as provided in paragraph (b) of this sec-
tion, CMS does not enter into a con-
tract under this subpart unless the or-
ganization meets the following min-
imum enrollment requirement—

(1) At least 5,000 individuals (or 1,500
individuals if the organization is a
PSO) are enrolled for the purpose of re-
ceiving health benefits from the orga-
nization; or

(2) At least 1,500 individuals (or 500
individuals if the organization is a
PSO) are enrolled for purposes of re-
ceiving health benefits from the orga-
nization and the organization pri-
marily serves individuals residing out-
side of urbanized areas as defined in
§412.62(f) (or, in the case of a PSO, the
PSO meets the requirements in
§422.352(¢c)).

(3) Except as provided for in para-
graph (b) of this section, an MA organi-
zation must maintain a minimum en-
rollment as defined in paragraphs (a)(1)
and (a)(2) of this section for the dura-
tion of its contract.
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(b) Minimum enrollment waiver. For a
contract applicant that does not meet
the applicable requirement of para-
graph (a) of this section at application
for an MA contract, CMS may waive
the minimum enrollment requirement
for the first 3 years of the contract. To
receive a waiver, a contract applicant
must demonstrate to CMS’s satisfac-
tion that it is capable of administering
and managing an MA contract and is
able to manage the level of risk re-
quired under the contract during the
first 3 years of the contract. Factors
that CMS takes into consideration in
making this evaluation include the ex-
tent to which—

(1) The contract applicant manage-
ment and providers have previous expe-
rience in managing and providing
health care services under a risk-based
payment arrangement to at least as
many individuals as the applicable
minimum enrollment for the entity as
described in paragraph (a) of this sec-
tion; or

(2) The contract applicant has the fi-
nancial ability to bear financial risk
under an MA contract. In determining
whether an organization is capable of
bearing risk, CMS considers factors
such as the organization’s management
experience as described in paragraph
(b)(1) of this section and stop-loss in-
surance that is adequate and accept-
able to CMS; and

(3) The contract applicant is able to
establish a marketing and enrollment
process that allows it to meet the ap-
plicable enrollment requirement speci-
fied in paragraph (a) of this section be-
fore completion of the third contract
year.

(c) Failure to meet enrollment re-
quirements. CMS may elect not to
renew its contract with an MA organi-
zation that fails to meet the applicable
enrollment requirement in paragraph
(a) of this section.

(d) Rule on dual eligible enrollment. In
any state where there is a dual eligible
special needs plan or any other plan
authorized by CMS to exclusively en-
roll individuals entitled to medical as-
sistance under a state plan under title
XIX, CMS does not:

(1) Enter into or renew a contract
under this subpart, for plan year 2024

§422.514

and subsequent years, for a MA plan
that—

(i) Is not a specialized MA plan for
special needs individuals as defined in
§422.2; and

(ii) Projects enrollment in its bid
submitted under §422.254 that 80 per-
cent or more enrollees of the plan’s
total enrollment are enrollees entitled
to medical assistance under a State
plan under title XIX.

(2) Renew a contract under this sub-
part, for plan year 2023 and subsequent
years, for an MA plan that—

(i) Is not a specialized MA plan for
special needs individuals as defined in
§422.2; and

(ii) Has actual enrollment, as deter-
mined by CMS using the January en-
rollment of the current year, con-
sisting of 80 percent or more of enroll-
ees who are entitled to medical assist-
ance under a state plan under title
XIX, unless the MA plan has been ac-
tive for less than 1 year and has enroll-
ment of 200 or fewer individuals at the
time of such determination.

(e) Transition process and procedures.
(1) For coverage effective January 1 of
the next year, and subject to the dis-
closure requirements described in para-
graph (e)(2) of this section, an MA or-
ganization may transition enrollees in
a plan specified in paragraph (d)(2) of
this section into another MA plan or
plans (including into a dual eligible
special needs plan for enrollees who are
eligible for such a plan) offered by the
MA organization, or another MA orga-
nization that shares the same parent
organization as the MA organization,
for which the individual is eligible in
accordance with §§422.50 through 422.53
if the MA plan or plans receiving such
enrollment—

(i) Would not meet the criteria in
paragraph (d)(2)(ii) of this section, as
determined in the procedures described
in paragraph (e)(3) of this section, with
the addition of the newly enrolled indi-
viduals (unless such plan is a Special-
ized MA plan for Special Needs Individ-
uals as defined in §422.2);

(ii) Is an MA-PD plan described at
§422.2;

(iii) Has a combined Part C and Part
D premium of $0.00 for individuals eli-
gible for the premium subsidy for full
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§422.516

subsidy eligible individuals described
in §423.780(a) of this chapter; and

(iv) Is of the same plan type (for ex-
ample, HMO or PPO) as the plan speci-
fied in paragraph (d)(2) of this section.

(2) An MA organization may transi-
tion individuals under paragraph (e)(1)
of this section without requiring the
individual to file the election form
under §422.66(a) if—

(i) The enrolled individual is eligible
to enroll in the MA plan; and

(ii) The MA-PD plan into which indi-
viduals are transitioned describes
changes to MA-PD benefits and pro-
vides information about the MA-PD
plan in the Annual Notice of Change,
which must be sent consistent with
§422.111(a), (d), and (e).

(3) For the purpose of approving a
MA organization to transition enroll-
ment under this paragraph (e), CMS de-
termines whether a non-SNP MA plan
would meet the criteria in paragraph
(d)(2) of this section by adding the co-
hort of individuals identified by the
MA organization for enrollment in a
non-SNP MA plan to the April enroll-
ment of such plan and calculating the
resulting percentage of dual eligible
enrollment.

(4) In cases where an MA organiza-
tion does not transition current enroll-
ees under paragraph (e)(1) of this sec-
tion, the MA organization must send a
written notice to enrollees who are not

transitioned, consistent with
§422.506(a)(2).
(f) Special considerations. Actions

taken pursuant to paragraph (d) of this
section warrant special consideration
to exempt affected MA organizations
from the denial of an application for a
new contract or service area expansion
in accordance with §§422.502(b)(3) and
(4), 422.503(b)(6) and (7), 422.506(a)(3) and
(4), 422.508(c) and (d), and 422.512(e)(1)
and (2).

(g) Applicability to segments. The rules
under paragraphs (d) through (f) of this
section also apply to segments of the
MA plan as provided for local MA plans
under §422.262(c)(2).

[63 FR 35099, June 26, 1998, as amended at 65
FR 40328, June 29, 2000; 83 FR 16734, Apr. 16,
2018; 85 FR 33908, June 2, 2020; 88 FR 22334,
Apr. 12, 2023]
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§422.516 Validation of Part C report-
ing requirements.

(a) Required information. Each MA or-
ganization must have an effective pro-
cedure to develop, compile, evaluate,
and report to CMS, to its enrollees, and
to the general public, at the times and
in the manner that CMS requires, and
while safeguarding the confidentiality
of the doctor-patient relationship, sta-
tistics and other information with re-
spect to the following:

(1) The cost of its operations.

(2) The patterns of utilization of its
services.

(3) The availability, accessibility,
and acceptability of its services.

(4) To the extent practical, develop-
ments in the health status of its enroll-
ees.

(5) Information demonstrating that
the MA organization has a fiscally
sound operation.

(6) Other matters that CMS may re-
quire.

(b) Significant business transactions.
Each MA organization must report to
CMS annually, within 120 days of the
end of its fiscal year (unless for good
cause shown, CMS authorizes an exten-
sion of time), the following:

(1) A description of significant busi-
ness transactions (as defined in
§422.500) between the MA organization
and a party in interest.

(2) With respect to those trans-
actions—

(i) A showing that the costs of the
transactions listed in paragraph (c) of
this section do not exceed the costs
that would be incurred if these trans-
actions were with someone who is not
a party in interest; or

(ii) If they do exceed, a justification
that the higher costs are consistent
with prudent management and fiscal
soundness requirements.

(3) A combined financial statement
for the MA organization and a party in
interest if either of the following con-
ditions is met:

(i) Thirty-five percent or more of the
costs of operation of the MA organiza-
tion go to a party in interest.

(ii) Thirty-five percent or more of the
revenue of a party in interest is from
the MA organization.

(¢c) Requirements for combined financial
statements. (1) The combined financial
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