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(1) Include a majority of members
who are practicing physicians or prac-
ticing pharmacists.

(2) Include at least one practicing
physician and at least one practicing
pharmacist who are independent and
free of conflict relative to—

(i) The MA organization and MA
plan; and

(ii) Pharmaceutical manufacturers.

(3) Include at least one practicing
physician and one practicing phar-
macist who are experts regarding care
of elderly or disabled individuals.

(4) Clearly articulate and document
processes to determine that the re-
quirements under paragraphs (b)(1)
through (3) of this section have been
met, including the determination by an
objective party of whether disclosed fi-
nancial interests are conflicts of inter-
est and the management of any
recusals due to such conflicts.

(5) Base clinical decisions on the
strength of scientific evidence and
standards of practice, including assess-
ing peer-reviewed medical literature,
pharmacoeconomic studies, outcomes
research data, and other such informa-
tion as it determines appropriate.

(6) Consider whether the inclusion of
a particular Part B drug in a step ther-
apy program has any therapeutic ad-
vantages in terms of safety and effi-
cacy.

(7) Review policies that guide excep-
tions and other step therapy processes.

(8) Evaluate and analyze treatment
protocols and procedures related to the
plan’s step therapy policies at least an-
nually consistent with written policy
guidelines and other CMS instructions.

(9) Document in writing its decisions
regarding the development and revision
of step therapy activities and make
this documentation available to CMS
upon request.

(10) Review and approve all step ther-
apy criteria applied to each covered
Part B drug.

(11) Meet other requirements con-
sistent with written policy guidelines
and other CMS instructions.

(c) Off-label drug requirement. An MA
plan may include a drug supported only
by an off-label indication in step ther-
apy protocols only if the off-label indi-
cation is supported by widely used
treatment guidelines or clinical 1lit-
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erature that CMS considers to rep-
resent best practices.

(d) Non-covered drugs. A step therapy
program must not include as a compo-
nent of a step therapy protocol or
other condition or requirement any
drugs not covered by the applicable MA
plan as a Part B drug or, in the case of
an MA-PD plan, a Part D drug.

[84 FR 23880, May 23, 2019]

§422.137 Medicare Advantage Utiliza-
tion Management Committee.

(a) General. An MA organization that
uses utilization management (UM)
policies and procedures, including prior
authorization (PA), must establish a
UM committee that is led by a plan’s
medical director (described in
§422.562(a)(4)).

(b) Limit on use of UM policies and pro-
cedures. An MA plan may not use any
UM policies and procedures for basic or
supplemental benefits on or after Janu-
ary 1, 2024 unless those policies and
procedures have been reviewed and ap-
proved by the UM committee.

(c) Utilication Management Committee
Composition. The UM committee must—

(1) Include a majority of members
who are practicing physicians.

(2) Include at least one practicing
physician who is independent and free
of conflict relative to the MA organiza-
tion and MA plan.

(3) Include at least one practicing
physician who is an expert regarding
care of elderly or disabled individuals.

(4) Include members representing
various clinical specialties (for exam-
ple, primary care, behavioral health) to
ensure that a wide range conditions are
adequately considered in the develop-
ment of the MA plan’s utilization man-
agement policies.

(d) Utilization Management Committee
Responsibilities. The UM committee
must—

(1) At least annually, review the poli-
cies and procedures for all utilization
management, including prior author-
ization, used by the MA plan. Such re-
view must consider:

(i) The services to which the utiliza-
tion management applies;

(ii) Coverage decisions and guidelines
for Traditional Medicare, including
NCDs, LCDs, and laws; and
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(iii) Relevant current clinical guide-
lines.

(2) Approve only utilization manage-
ment policies and procedures that:

(i) Use or impose coverage criteria
that comply with the requirements and
standards at §422.101(b);

(ii) For prior authorization policies,
comply with requirements and stand-
ards at §422.138;

(iii) Comply with the standards in
§422.202(b)(1); and

(iv) Apply and rely on medical neces-
sity  criteria that comply with
§422.101(c)(1).

(3) Revise the wutilization manage-
ment policies and procedures as nec-
essary to comply with the standards in
this regulation, including removing re-
quirements for UM for services and
items that no longer warrant UM.

(4) Clearly articulate and document
processes to determine that the re-
quirements under paragraphs (c)(1)
through (4) of this section have been
met, including the determination by an
objective party of whether disclosed fi-
nancial interests are conflicts of inter-
est and the management of any
recusals due to such conflicts.

(5) Document in writing the reason
for its decisions regarding the develop-
ment of UM policies and make this
documentation available to CMS upon
request.

[88 FR 22331, Apr. 12, 2023]

§422.138 Prior authorization.

(a) Requirement. When a coordinated
care plan, as specified in §422.4(a)(iii)
(including MSA network plans), uses
prior authorization processes in con-
nection with basic benefits or supple-
mental benefits, the MA organization
must comply with the requirements in
this section. (MA PFFS are not per-
mitted to use prior authorization poli-
cies or ‘‘prior notification’” policies
that reduce cost sharing for enrollees
based on whether the enrollee or pro-
vider notifies the PFFS plan in ad-
vance that services will be furnished).
Prior authorization processes include
all policies and procedures used in
prior authorization unless otherwise
noted.

(b) Application. Prior authorization
processes for coordinated care plans

§422.152

may only be used for one or more the
following purposes:

(1) To confirm the presence of diag-
noses or other medical criteria that are
the basis for coverage determinations
for the specific item or service; or

(2) For basic benefits, to ensure an
item or service is medically necessary
based on standards specified in
§422.101(c)(1), or

(3) For supplemental benefits, to en-
sure that the furnishing of a service or
benefit is clinically appropriate.

(c) Effect of prior authorization or pre-
service approval. If the MA organization
approved the furnishing of a covered
item or service through a prior author-
ization or pre-service determination of
coverage or payment, it may not deny
coverage later on the basis of lack of
medical necessity and may not reopen
such a decision for any reason except
for good cause (as provided at §405.986
of this chapter) or if there is reliable
evidence of fraud or similar fault per
the reopening provisions at §422.616.
The definitions of the terms ‘‘reliable
evidence” and ‘‘similar fault” in
§405.902 of this chapter apply to this
provision.

[88 FR 22331, Apr. 12, 2023]
Subpart D—Quality Improvement

SOURCE: 63 FR 35082, June 26, 1998, unless
otherwise noted.

§422.152 Quality
gram.

(a) General rule. Each MA organiza-
tion that offers one or more MA plan
must have, for each plan, an ongoing
quality improvement program that
meets applicable requirements of this
section for the service it furnishes to
its MA enrollees. As part of its ongoing
quality improvement program, a plan
must do all of the following:

(1) Create a quality improvement
program plan that sufficiently outlines
the elements of the plan’s quality im-
provement program.

(2) Have a chronic care improvement
program that meets the requirements

improvement pro-
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