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(1) Coverage of DME. MA organiza-
tions—

(1) Must cover and ensure enrollees
have access to all categories of DME
covered under Part B; and

(2) May, within specific categories of
DME, limit coverage to certain DME
brands, items, and supplies of preferred
manufacturers provided the MA organi-
zation ensures all of the following:

(i) Its contracts with DME suppliers
ensure that enrollees have access to all
DME brands, items, and supplies of pre-
ferred manufacturers.

(ii) Its enrollees have access to all
medically-necessary DME brands,
items, and supplies of non-preferred
manufacturers.

(iii) At the enrollees’ request, it pro-
vides for an appropriate transition
process for new enrollees during the
first 90 days of their coverage under its
MA plan, during which time the MA or-
ganization will do the following:

(A) Ensure the provision of a transi-
tion supply of DME brands, items, and
supplies of non-preferred manufactur-
ers.

(B) Provide for the repair of DME
brands, items, and supplies of non-pre-
ferred manufacturers.

(iv) It makes no negative changes to
its DME brands, items, and supplies of
preferred manufacturers during the
plan year.

(v) It treats denials of DME brands,
items, and supplies of non-preferred
manufacturers as organization deter-
minations subject to §422.566.

(vi) It discloses DME coverage limi-
tations and beneficiary appeal rights in
the case of a denial of a DME brand,
item, or supply of a non-preferred man-
ufacturer as part of the description of
benefits required under §422.111(b)(2)
and §422.111(h).

(vii) It provides full coverage, with-
out limitation on brand and manufac-
turer, to all DME categories or subcat-
egories annually determined by CMS to
require full coverage.

(m) Special requirements during a dis-
aster or emergency. (1) When a disaster
or emergency is declared as described
in paragraph (m)(2) of this section and
there is disruption of access to health
care as described in paragraph (m)(6) of
this section, an MA organization offer-
ing an MA plan must, until the end
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date specified in paragraph (m)(3) of
this section occurs, ensure access to
covered benefits in the following man-
ner:

(i) Cover Medicare Parts A and B
services and supplemental Part C plan
benefits furnished at non-contracted
facilities subject to §422.204(b)(3).

(ii) Waive, in full, requirements for
gatekeeper referrals where applicable.

(iii) Provide the same cost-sharing
for the enrollee as if the service or ben-
efit had been furnished at a plan-con-
tracted facility.

(iv) Make changes that benefit the
enrollee effective immediately without
the 30-day notification requirement at
§422.111(d)(3).

(2) Declarations of disasters. A declara-
tion of a disaster or emergency will
identify the geographic area affected
by the event and may be made as one
of the following:

(i) Presidential declaration of a dis-
aster or emergency under the either of
the following:

(A) Stafford Act.

(B) National Emergencies Act.

(ii) Secretarial declaration of a pub-
lic health emergency under section 319
of the Public Health Service Act.

(iii) Declaration by the Governor of a
State or Protectorate.

(38) End of the special requirements for
the disaster or emergency. An MA organi-
zation must continue furnishing access
to benefits as specified in paragraphs
(m)(1)(i) through (iv) of this section for
30 days after the conditions described
in paragraph (m)(3)(i) or (ii) of this sec-
tion occur with respect to all applica-
ble emergencies or after the condition
described in paragraph (m)(3)(iii) of
this section occurs, whichever is ear-
lier:

(i) All sources that declared a dis-
aster or emergency that include the
service area declare an end.

(ii) No end date was identified as de-
scribed in paragraph (m)(3)(i) of this
section, and all applicable emergencies
or disasters declared for the area have
ended, including through expiration of
the declaration or any renewal of such
declaration.

(iii) There is no longer a disruption of
access to health care as defined in
paragraph (m)(6) of this section.
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(4) MA plans unable to operate. An MA
plan that cannot resume normal oper-
ations by the end of the disaster or
emergency as described in paragraph
(m)(3)(i) or (ii) of this section must no-
tify CMS.

(5) Disclosure. In addition to other re-
quirements of annual disclosure under
§422.111, an organization must do all of
the following:

(i) Indicate the terms and conditions
of payment during the disaster or
emergency for mnon-contracted pro-
viders furnishing benefits to plan en-
rollees residing in the affected service
area(s).

(ii) Annually notify enrollees of the
information listed in paragraphs (m)(1)
through (3) and (m)(5) of this section.

(iii) Provide the information de-
scribed in paragraphs (m)(1), (2), and (3)
and (m)(5)(i) of this section on its
website.

(6) Disruption of access to health care.
A disruption of access to health care
for the purpose of paragraph (m) of this
section is an interruption or inter-
ference in the service area (as defined
at §422.2) such that enrollees do not
have the ability to access contracted
providers or contracted providers do
not have the ability to provide needed
services to enrollees, resulting in MA
plans failing to meet the normal pre-
vailing patterns of community health
care delivery in the service area under
§422.112(a).

(n) Digital health education program.
MA organizations must establish pro-
cedures to identify and offer digital
health education to enrollees with low
digital health literacy to assist with
accessing any medically necessary cov-
ered benefits that are furnished when
the enrollee and the provider are not in
the same location using electronic ex-
change, as defined in §422.135.

(1) The MA organization must make
information about its digital health
literacy screening and digital health
education programs available to CMS
upon request. Requested information
may include, but is not limited to, sta-
tistics on the number of enrollees iden-
tified with low digital health literacy
and receiving digital health education,
manner(s) or method of digital health
literacy screening and digital health
education, financial impact of the pro-
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grams on the MA organization, evalua-
tions of effectiveness of digital health
literacy interventions, and demonstra-
tion of compliance with the require-
ments of this section.

(2) [Reserved]

(0) Cost sharing standards for D-SNP
PPOs. Beginning on or after January 1,
2026, an MA organization offering a
local PPO plan or regional PPO plan
that is a dual eligible special needs
plan must establish cost sharing for
out-of-network services that—

(1) Complies with the Ilimits de-
scribed in paragraph (f)(6) of this sec-
tion with the exception that references
to the MOOP amounts refer to the
total catastrophic limits under
§422.101(d)(3) for local PPOs and MA re-
gional plans; and

(2) Complies with the Ilimits de-
scribed in paragraph (j)(1) of this sec-
tion with the exception that references
to the MOOP amounts refer to the
total catastrophic limits under
§422.101(d)(3) for local PPOs and MA re-
gional plans and, for regional PPO dual
eligible special needs plans, excluding
paragraph ()(1)(A)(C)(2) and the last
sentence of paragraph (j)(1)(i)(E) of this
section.

[656 FR 40319, June 29, 2000, as amended at 67
FR 13288, Mar. 22, 2002; 70 FR 4719, Jan. 28,
2005; 70 FR 52026, Sept. 1, 2005; 75 FR 19804,
Apr. 15, 2010; 76 FR 21562, Apr. 15, 2011; 77 FR
22166, Apr. 12, 2012; 80 FR 7959, Feb. 12, 2015;
83 FR 16724, Apr. 16, 2018; 84 FR 15828, Apr. 16,
2019; 86 FR 6094, Jan. 19, 2021; 87 FR 22423,
Apr. 14, 2022; 87 FR 27893, May 9, 2022; 88 FR
22328, Apr. 12, 2023; 89 FR 30817, Apr. 23, 2024]

§422.101 Requirements
basic benefits.

Except as specified in §422.318 (for en-
titlement that begins or ends during a
hospital stay) and §422.320 (with re-
spect to hospice care), each MA organi-
zation must meet the following re-
quirements:

(a) Provide coverage of, by fur-
nishing, arranging for, or making pay-
ment for, all services that are covered
by Part A and Part B of Medicare (if
the enrollee is entitled to benefits
under both parts) or by Medicare Part
B (if entitled only under Part B) and
that are available to beneficiaries re-
siding in the plan’s service area. Serv-
ices may be provided outside of the
service area of the plan if the services

relating to
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are accessible and available to enroll-
ees.

(b) Comply with—

(1) CMS’s national coverage deter-
minations;

(2) General coverage and benefit con-
ditions included in Traditional Medi-
care laws, unless superseded by laws
applicable to MA plans. This includes
criteria for determining whether an
item or service is a benefit available
under Traditional Medicare. For exam-
ple, this includes payment criteria for
inpatient admissions at 42 CFR 412.3,
services and procedures that the Sec-
retary designates as requiring inpa-
tient care under 42 CFR 419.22(n), and
requirements for payment of Skilled
Nursing Facility (SNF) Care, Home
Health Services under 42 CFR part 409,
and Inpatient Rehabilitation Facilities
(IRF) at 42 CFR 412.622(a)(3).

(3) Written coverage decisions of
local Medicare contractors with juris-
diction for claims in the geographic
area in which services are covered
under the MA plan. If an MA plan cov-
ers geographic areas encompassing
more than one local coverage policy
area, the MA organization offering
such an MA plan may elect to apply to
plan enrollees in all areas uniformly
the coverage policy that is the most
beneficial to MA enrollees. MA organi-
zations that elect this option must no-
tify CMS before selecting the area that
has local coverage policies that are
most beneficial to enrollees as follows:

(i) An MA organization electing to
adopt a uniform local coverage policy
for a plan or plans must notify CMS at
least 60 days before the date specified
in §422.254(a)(1), which is 60 days before
the date bid amounts are due for the
subsequent year. Such notice must
identify the plan or plans and service
area or services areas to which the uni-
form local coverage policy or policies
will apply, the competing local cov-
erage policies involved, and a justifica-
tion explaining why the selected local
coverage policy or policies are most
beneficial to MA enrollees.

(ii) CMS will review notices provided
under paragraph (b)(3)(i) of this sec-
tion, evaluate the selected local cov-
erage policy or policies based on such
factors as cost, access, geographic dis-
tribution of enrollees, and health sta-
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tus of enrollees, and notify the MA or-
ganization of its approval or denial of
the selected uniform local coverage
policy or policies.

(4) Instead of applying rules in para-
graph (b)(3)(ii) of this section, and to
the extent it exercises this option, an
organization offering an MA regional
plan in an MA region that covers more
than one local coverage policy area
must uniformly apply all of the local
coverage policy determinations that
apply in the selected local coverage
policy area in that MA region to all
parts of that same MA region. The se-
lection of the single local coverage pol-
icy area’s local coverage policy deter-
minations to apply throughout the MA
region is at the discretion of the MA
regional plan and is not subject to CMS
pre-approval.

(5) If an MA organization offering an
MA local plan elects to exercise the op-
tion in paragraph (b)(3) of this section
related to a local MA plan, or if an MA
organization offering an MA regional
plan elects to exercise the option in
paragraph (b)(4) of this section related
to an MA regional plan, then the MA
organization must make information
on the selected local coverage policy
readily available, including through
the Internet, to enrollees and health
care providers.

(6) MA organizations may create pub-
licly accessible internal coverage cri-
teria that are based on current evi-
dence in widely used treatment guide-
lines or clinical literature when cov-
erage criteria are not fully established
in applicable Medicare statutes, regu-
lations, NCDs or LCDs. Current, wide-
ly-used treatment guidelines are those
developed by organizations rep-
resenting clinical medical specialties,
and refers to guidelines for the treat-
ment of specific diseases or conditions.
Acceptable clinical literature includes
large, randomized controlled trials or
prospective cohort studies with clear
results, published in a peer-reviewed
journal, and specifically designed to
answer the relevant clinical question,
or large systematic reviews or meta-
analyses summarizing the literature of
the specific clinical question.

(i) Coverage criteria mnot fully estab-
lished. Coverage criteria are not fully
established when:
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(A) additional, unspecified criteria
are needed to interpret or supplement
general provisions in order to deter-
mine medical necessity consistently.
The MA organization must dem-
onstrate that the additional criteria
provide clinical benefits that are high-
ly likely to outweigh any clinical
harms, including from delayed or de-
creased access to items or services;

(B) NCDs or LCDs include flexibility
that explicitly allows for coverage in
circumstances beyond the specific indi-
cations that are listed in an NCD or
LCD; or

(C) There is an absence of any appli-
cable Medicare statutes, regulations,
NCDs or LCDs setting forth coverage
criteria.

(i1) Publicly accessible. For internal
coverage policies, the MA organization
must provide in a publicly accessible
way the following:

(A) The internal coverage criteria in
use and a summary of evidence that
was considered during the development
of the internal coverage criteria used
to make medical necessity determina-
tions;

(B) A list of the sources of such evi-
dence; and

(C) An explanation of the rationale
that supports the adoption of the cov-
erage criteria used to make a medical
necessity determination. When cov-
erage criteria are not fully established
as described in paragraph (6)(i)(A), the
MA organization must identify the
general provisions that are being sup-
plemented or interpreted and explain
how the additional criteria provide
clinical benefits that are highly likely
to outweigh any clinical harms, includ-
ing from delayed or decreased access to
items or services.

(c) Medical necessity determinations
and special coverage provisions—(1)
Medical necessity determinations. (i) MA
organizations must make medical ne-
cessity determinations based on all of
the following:

(A) Coverage and benefit criteria as
specified at paragraphs (b) and (c) of
this section and may not deny coverage
for basic benefits based on coverage
criteria not specified in paragraph (b)
or (c¢) of this section.

§422.101

(B) Whether the provision of items or
services is reasonable and necessary
under section 1862(a)(1) of the Act.

(C) The enrollee’s medical history
(for example, diagnoses, conditions,
functional status), physician rec-
ommendations, and clinical notes.

(D) Where appropriate, involvement
of the organization’s medical director
as required at §422.562(a)(4).

(ii) [Reserved]

(2) Ezception for qualifying hospital
stay. MA organizations may elect to
furnish, as part of their Medicare cov-
ered benefits, coverage of posthospital
SNF care as described in subparts C
and D of this part, in the absence of the
prior qualifying hospital stay that
would otherwise be required for cov-
erage of this care.

(d) Special cost-sharing rules for MA re-
gional plans. In addition to the require-
ments in paragraph (a) through para-
graph (c) of this section, MA regional
plans must provide for the following:

(1) Single deductible. MA regional and
local PPO plans, to the extent they
apply a deductible as follows:

(i) Must have a single deductible re-
lated to all in-network and out-of-net-
work Medicare Part A and Part B serv-
ices.

(ii) May specify separate deductible
amounts for specific in-network Medi-
care Part A and Part B services, to the
extent these deductible amounts apply
to the single deductible amount speci-
fied in paragraph (d)(1)(i) of this sec-
tion.

(iii) May waive other plan-covered
items and services from the single de-
ductible described in paragraph (d)(1)(i)
of this section.

(iv) Must waive all Medicare-covered
preventive services (as defined in
§410.152(1)) from the single deductible
described paragraph (d)(1)(i) of this sec-
tion.

(2) Catastrophic limit. For each year
beginning on or after January 1, 2023,
MA regional plans must do the fol-
lowing:

(i) Establish a catastrophic enrollee
MOOP amount for basic benefits that
are furnished by in-network providers
that is consistent with §422.100(f)(4).

(ii) Have the same MOOP type (lower,
intermediate, or mandatory) for the
catastrophic (in-network MOOP) limit
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and total catastrophic (combined in-
network and out-of-network expendi-
tures) limit under paragraph (d)(3) of
this section.

(3) Total catastrophic limit. For each
year beginning on or after January 1,
2023, MA regional plans must establish
a total catastrophic (combined in-net-
work and out-of-network expenditures)
enrollee MOOP amount for basic bene-
fits that is consistent with this para-
graph (d)(3).

(i) The total catastrophic limit may
not be used to increase the cata-
strophic limit described in paragraph
(d)(2) of this section.

(ii) CMS calculates the total cata-
strophic limits by multiplying the re-
spective in-network MOOP limits (be-
fore the rounding rules in
§422.100(f)(4)(iii) are applied and after
application of the 10 percent cap on in-
creases to the mandatory and lower
MOOP limits from the prior year in
§422.100(f)(4)(iv) and (v)) by 1.5 for the
relevant year, then applying the round-
ing rules in §422.100(f)(4)(iii). The dollar
ranges for the three total catastrophic
MOOP limits are as follows:

(A) Mandatory MOOP limit. One dollar
above the in-network intermediate
MOOP limit and up to and including
the total catastrophic mandatory
MOOP limit.

(B) Intermediate MOOP limit. One dol-
lar above the in-network lower MOOP
limit and up to and including the total
catastrophic intermediate MOOP limit.

(C) Lower MOOP limit. Between $0.00
and up to and including the total cata-
strophic lower MOOP limit.

(iii) An MA organization must estab-
lish the total catastrophic MOOP
amount (mandatory, intermediate, or
lower) within the dollar range specified
in paragraphs (d)(3)(ii)(A) through (C)
of this section for purposes of para-
graph (d) of +this section and
§§422.100(£)(6), (j)(1), and 422.113(b)(2)(V).

(4) Tracking of deductible and cata-
strophic limits and notification. MA re-
gional plans are required to track the
deductible (if any) and catastrophic
limits in paragraphs (d)(1) through (3)
of this section based on accrued out-of-
pocket beneficiary costs for original
Medicare covered services, and are also
required to notify members and health
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care providers when the deductible (if
any) or a limit has been reached.

(e) Other rules for MA regional plans.
(1) MA regional plans are required to
provide reimbursement for all covered
benefits, regardless of whether those
benefits are provided within or outside
of the network of contracted providers.

(2) In applying the actuarially equiv-
alent level of cost-sharing with respect
to MA bids related to benefits under
the original Medicare program option
as set forth at §422.256(b)(3), only the
catastrophic limit on out-of-pocket ex-
penses for in-network benefits in para-
graph (d)(2) of this section will be
taken into account.

(f) Special needs plan model of care. (1)
MA organizations offering special
needs plans (SNP) must implement an
evidence-based model of care with ap-
propriate networks of providers and
specialists designed to meet the spe-
cialized needs of the plan’s targeted en-
rollees. The MA organization must,
with respect to each individual en-
rolled, do all of the following:

(i) Conduct a comprehensive initial
health risk assessment of the individ-
ual’s physical, psychosocial, and func-
tional needs as well as annual health
risk reassessment, using a comprehen-
sive risk assessment tool that CMS
may review during oversight activities,
and ensure that the results from the
initial assessment and annual reassess-
ment conducted for each individual en-
rolled in the plan are addressed in the
individuals’ individualized care plan as
required under paragraph (f)(1)(ii) of
this section. Beginning in 2024, the
comprehensive risk assessment tool
must include one or more questions
from a list of screening instruments
specified by CMS in sub-regulatory
guidance on each of the following do-
mains:

(A) Housing stability;

(B) Food security; and

(C) Access to transportation.

(ii) Develop and implement a com-
prehensive individualized plan of care
through an interdisciplinary care team
in consultation with the beneficiary, as
feasible, identifying goals and objec-
tives including measurable outcomes
as well as specific services and benefits
to be provided.
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(iii) In the management of care, use
an interdisciplinary team that includes
a team of providers with demonstrated
expertise and training, and, as applica-
ble, training in a defined role appro-
priate to their licensure in treating in-
dividuals similar to the targeted popu-
lation of the plan.

(iv) Provide, on at least an annual
basis, beginning within the first 12
months of enrollment, as feasible and
with the individual’s consent, for face-
to-face encounters for the delivery of
health care or care management or
care coordination services and be be-
tween each enrollee and a member of
the enrollee’s interdisciplinary team or
the plan’s case management and co-
ordination staff, or contracted plan
healthcare providers. A face-for-face
encounter must be either in person or
through a visual, real-time, interactive
telehealth encounter.

(2) MA organizations offering SNPs
must also develop and implement the
following model of care components to
assure an effective care management
structure:

(i) Target one of the three SNP popu-
lations defined in §422.2 of this part.

(ii) Have appropriate staff (employed,
contracted, or non-contracted) trained
on the SNP plan model of care to co-
ordinate and/or deliver all services and
benefits.

(iii) Coordinate the delivery of care
across healthcare settings, providers,
and services to assure continuity of
care.

(iv) Coordinate the delivery of spe-
cialized benefits and services that meet
the needs of the most vulnerable bene-
ficiaries among the three target special
needs populations as defined in §422.2
of this part, including frail/disabled
beneficiaries and beneficiaries near the
end of life.

(v) Coordinate communication
among plan personnel, providers, and
beneficiaries.

(vi) For I-SNPs, ensure that con-
tracts with long-term care institutions
(listed in the definition of the term in-
stitutionalized in §422.2) contain re-
quirements allowing I-SNP clinical
and care coordination staff access to
enrollees of the I-SNP who are institu-
tionalized.

§422.101

(3)(i) All MA organizations wishing to
offer or continue to offer a SNP will be
required to be approved by the Na-
tional Committee for Quality Assur-
ance (NCQA) effective January 1, 2012
and subsequent years. All SNPs must
submit their model of care (MOC) to
CMS for NCQA evaluation and approval
in accordance with CMS guidance.

(ii) As part of the evaluation and ap-
proval of the SNP model of care, NCQA
must evaluate whether goals were ful-
filled from the previous model of care.

(A) Plans must provide relevant in-
formation pertaining to the MOC’s
goals as well as appropriate data per-
taining to the fulfillment the previous
MOC’s goals.

(B) Plans submitting an initial model
of care must provide relevant informa-
tion pertaining to the MOC’s goals for
review and approval.

(C) If the SNP model of care did not
fulfill the previous MOC’s goals, the
plan must indicate in the MOC submis-
sion how it will achieve or revise the
goals for the plan’s next MOC.

(iii) Each element of the model of
care of a plan must meet a minimum
benchmark score of 50 percent and each
MOC must meet an aggregate min-
imum benchmark of 70 percent, and a
plan’s model of care is only approved if
each element of the model of care
meets the minimum benchmark and
the model of care meets the aggregate
minimum benchmark.

(A) An MOC for a C-SNP that re-
ceives a passing score is approved for 1
year.

(B)(I) An MOC for an I-SNP or D-
SNP that receives an aggregate min-
imum benchmark score of 85 percent or
greater is approved for 3 years.

(2) An MOC for an I-SNP or D-SNP
that receives a score of 75 percent to 84
percent is approved for 2 years.

(3) An MOC for an I-SNP or DSNP
that receives a score of 70 percent to 74
percent is approved for 1 year.

(C) For an MOC that fails to meet a
minimum element benchmark score of
50 percent or an MOC that fails to meet
the aggregate minimum benchmark of
70 percent, the MA organization is per-
mitted a one-time opportunity to re-
submit the corrected MOC for reevalu-
ation; and an MOC that is corrected
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