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is not included in the MA organiza-
tion’s contract with CMS, and is not a
covered benefit under the contract. The
following rules apply to these services
or benefits:

(1) Medicare payment for the service
or benefit is made directly by the fiscal
intermediary and carrier to the pro-
vider furnishing the service or benefit
in accordance with original Medicare
payment rules, methods, and require-
ments.

(2) Costs for NCD services or legisla-
tive changes in benefits for which CMS
intermediaries and carriers will not
make payment and are the responsi-
bility of the MA organization are—

(1) Services necessary to diagnose a
condition covered by the NCD or legis-
lative changes in benefits;

(ii) Most services furnished as follow-
up care to the NCD service or legisla-
tive change in benefits;

(iii) Any service that is already a
Medicare-covered service and included
in the annual MA capitation rate or
previously adjusted payments; and

(iv) Any services, including the costs
of the NCD service or legislative
change in benefits, to the extent the
MA organization is already obligated
to cover it as a supplemental benefit
under §422.102.

(3) Costs for significant cost NCD
services or legislative changes in bene-
fits for which CMS fiscal inter-
mediaries and carriers will make pay-
ment are those Medicare costs not list-
ed in paragraphs (c¢)(2)(i) through
(c)(2)(iv) of this section.

(4) Beneficiaries are liable for any ap-
plicable coinsurance amounts.

(d) After payment adjustments become
effective. For the contract year in
which payment adjustments that take
into account the significant cost of the
NCD service or legislative change in
benefits are in effect, the service or
benefit is included in the MA organiza-
tion’s contract with CMS, and is a cov-
ered benefit under the contract. Sub-
ject to all applicable rules under this
part, the MA organization must fur-
nish, arrange, or pay for the NCD serv-
ice or legislative change in benefits.
MA organizations may establish sepa-
rate plan rules for these services and
benefits, subject to CMS review and ap-
proval. CMS may, at its discretion,

§422.110

issue overriding instructions limiting
or revising the MA plan rules, depend-
ing on the specific NCD or legislative
change in benefits. For these services
or benefits, the Medicare enrollee will
be responsible for MA plan cost shar-
ing, as approved by CMS or unless oth-
erwise instructed by CMS.

(e) Clinical trials specified in NCD 310.1.
(1) With the exception specified in
paragraph (e)(3) of this section, origi-
nal Medicare is responsible for cov-
erage of MA enrollees participating in
CMS-approved clinical trials to include
routine costs, as specified in NCD 310.1,
and any coverage for the diagnosis or
treatment of complications related to
the clinical trial.

(2) MA enrollees are not charged tra-
ditional Medicare Part A and B
deductibles for clinical trial coverage.

(3) MA plans are responsible for pay-
ing the difference between traditional
Medicare cost-sharing incurred for
qualifying clinical trial items and serv-
ices and the MA plan’s in-network
cost-sharing for the same category of
items and services.

(4) An enrollee’s in-network cost-
sharing portion must be included in the
MA plan’s maximum out-of-pocket cal-
culation.

(5) MA plans may not require prior
authorization for participation in a
Medicare-qualified clinical trial not
sponsored by the plan, nor may it cre-
ate impediments to an enrollee’s par-
ticipation in a non-plan-sponsored clin-
ical trial.

(f) A and B IDE trials. (1) MA plans
are responsible for payment of routine
care items and services in CMS-ap-
proved Category A and Category B IDE
studies that are covered under
§405.211(a) of this chapter.

(2) MA plans are responsible for cov-
erage of CMS-approved Category B de-
vices that are covered under §405.211(b)
of this chapter.

[68 FR 50856, Aug. 22, 2003, as amended at 70
FR 4721, Jan. 28, 2005; 70 FR 52026, Sept. 1,
2005; 88 FR 22329, Apr. 12, 2023]

§422.110 Discrimination against bene-
ficiaries prohibited.

(a) General prohibition. Except as pro-
vided in paragraph (b) of this section,
an MA organization may not deny,
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§422.111

limit, or condition the coverage or fur-
nishing of benefits to individuals eligi-
ble to enroll in an MA plan offered by
the organization on the basis of any
factor that is related to health status,
including, but not limited to the fol-
lowing:

(1) Medical condition, including men-
tal as well as physical illness.

(2) Claims experience.

(3) Receipt of health care.

(4) Medical history.

(5) Genetic information.

(6) Evidence of insurability, includ-
ing conditions arising out of acts of do-
mestic violence.

(7) Disability.

(b) Exception. For coverage before
January 1, 2021, an MA organization
may not enroll an individual who has
been medically determined to have
end-stage renal disease. However, an
enrollee who develops end-stage renal
disease while enrolled in a particular
MA organization may not be
disenrolled for that reason. An indi-
vidual who is an enrollee of a par-
ticular MA organization, and who re-
sides in the MA plan service area at the
time he or she first becomes MA eligi-
ble, or, an individual enrolled by an
MA organization that allows those who
reside outside its MA service area to
enroll in an MA plan as set forth at
§422.50(a)(3)(ii), then that individual is
considered to be ‘‘enrolled” in the MA
organization for purposes of the pre-
ceding sentence.

[63 FR 35077, June 26, 1998; 63 FR 52612, Oct.
1, 1998; 64 FR 7980, Feb. 17, 1999, as amended
at 656 FR 40321, June 29, 2000; 70 FR 4721, Jan.
28, 2005; 85 FR 33904, June 2, 2020]

§422.111 Disclosure requirements.

(a) Detailed description. An MA orga-
nization must disclose the information
specified in paragraph (b) of this sec-
tion in the manner specified by CMS—

(1) To each enrollee electing an MA
plan it offers;

(2) In clear, accurate, and standard-
ized form; and

(3) At the time of enrollment and at
least annually thereafter, by the first
day of the annual coordinated election
period.

(b) Content of plan description. The de-
scription must include the following
information:

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

(1) Service area. The MA plan’s service
area and any enrollment continuation
area.

(2) Benefits. The benefits offered
under a plan, including applicable con-
ditions and limitations, premiums and
cost-sharing (such as copayments,
deductibles, and coinsurance) and any
other conditions associated with re-
ceipt or use of benefits; and to the ex-
tent it offers Part D as an MA-PD plan,

the information in §423.128 of this
chapter; and for purposes of
comparison-

(i) The benefits offered under original
Medicare, including the content speci-
fied in paragraph (f)(1) of this section;

(ii) For an MA MSA plan, the bene-
fits under other types of MA plans; and

(iii) By a dual eligible special needs
plan, prior to enrollment, for each pro-
spective enrollee, a comprehensive
written statement describing cost shar-
ing protections and benefits that the
individual is entitled to under title
XVIII and the State Medicaid program
under title XIX.

(iv) The availability of the Medicare
hospice option and any approved hos-
pices in the service area, including
those the MA organization owns, con-
trols, or has a financial interest in.

(8) Access. (i) The number, mix, and
distribution (addresses) of providers
from whom enrollees may reasonably
be expected to obtain services; each
provider’s cultural and linguistic capa-
bilities, including languages (including
American Sign Language) offered by
the provider or a skilled medical inter-
preter at the provider’s office; any out-
of-network coverage; any point-of-serv-
ice option, including the supplemental
premium for that option; and how the
MA organization meets the require-
ments of §§422.112 and 422.114 for access
to services offered under the plan.

(ii) The process MA regional plan en-
rollees should follow to secure in-net-
work cost sharing when covered serv-
ices are not readily available from con-
tracted network providers.

(4) Out-of-area coverage provided
under the plan, including coverage pro-
vided to individuals eligible to enroll
in the plan under §422.50(a)(3)(ii).

(6) Emergency coverage. Coverage of
emergency services, including—
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