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(f) Cost sharing. MA plans offering ad-
ditional telehealth benefits may main-
tain different cost sharing for the spec-
ified Part B service(s) furnished
through an in-person visit and the
specified Part B service(s) furnished
through electronic exchange.

[84 FR 15829, Apr. 16, 2019]

§422.136 Medicare Advantage (MA)
and step therapy for Part B drugs.

(a) General. If an MA plan imple-
ments a step therapy program to con-
trol the utilization of Part B-covered
drugs, the MA organization must—

(1) Apply step therapy only to new
administrations of Part B drugs, using
at least a 365 day lookback period;

(2) Establish policies and procedures
to educate and inform health care pro-
viders and enrollees concerning its step
therapy policies.

(3) Prior to implementation of a step
therapy program, ensure that the step
therapy program has been reviewed and
approved by the MA organization’s
pharmacy and therapeutic (P&T) com-
mittee.

(b) Step therapy and pharmacy and
therapeutic committee requirements. An
MA plan must establish a P&T com-
mittee prior to implementing any step
therapy program. An MA plan must use
a P&T committee to review and ap-
prove step therapy programs used in
connection with Part B drugs. To meet
this requirement, a MA-PD plan may
utilize an existing Part D P&T com-
mittee established for purposes of ad-
ministration of the Part D benefit
under part 423 of this chapter and an
MA plan may utilize an existing Part D
P&T committee established by an MA-
PD plan operated under the same con-
tract as the MA plan. The P&T com-
mittee must—

(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-
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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-
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]
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§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) Utilization 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.

(5) Beginning January 1, 2025, include
at least one member with expertise in
health equity. Expertise in health eq-
uity includes educational degrees or
credentials with an emphasis on health
equity; experience conducting studies
identifying disparities amongst dif-
ferent population groups; experience
leading organization-wide policies, pro-
grams, or services to achieve health eq-
uity; or experience leading advocacy
efforts to achieve health equity.

(d) Utilication 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 utilization 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.

(6) Beginning in 2025, annually con-
duct a health equity analysis of the use
of prior authorization.

(i) The final report of the analysis
must be approved by the member of the
committee with expertise in health eq-
uity before it is publicly posted.

(ii) The analysis must examine the
impact of prior authorization on en-
rollees with one or more of the fol-
lowing social risk factors:

(A) Receipt of the low-income sub-
sidy or being dually eligible for Medi-
care and Medicaid.

(B) Disability status is determined
using the variable original reason for
entitlement code (OREC) for Medicare
using the information from the Social
Security Administration and Railroad
Retirement Board record systems.

(iii) The analysis must use the fol-
lowing metrics, calculated for enrollees
with the specified social risk factors
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