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Medicare Program; Changes to the
Medicare Advantage and the Medicare
Prescription Drug Benefit Program for
Contract Year 2024—Remaining
Provisions and Contract Year 2025
Policy and Technical Changes to the
Medicare Advantage Program,
Medicare Prescription Drug Benefit
Program, Medicare Cost Plan Program,
and Programs of All-Inclusive Care for
the Elderly (PACE)

AGENCY: Centers for Medicare &
Medicaid Services (CMS), Office of the
National Coordinator for Health
Information Technology (ONC),
Department of Health and Human
Services (HHS).

ACTION: Final rule.

SUMMARY: This final rule will revise the
Medicare Advantage (Part C), Medicare
Prescription Drug Benefit (Part D),
Medicare cost plan, and Programs of
All-Inclusive Care for the Elderly
(PACE) regulations to implement
changes related to Star Ratings,
marketing and communications, agent/
broker compensation, health equity,
dual eligible special needs plans (D—
SNPs), utilization management, network
adequacy, and other programmatic
areas. This final rule also codifies
existing sub-regulatory guidance in the
Part C and Part D programs.

DATES: Effective date: These regulations
are effective June 3, 2024.

Applicability dates: The provisions in
this rule are applicable to coverage
beginning January 1, 2025, except as
otherwise noted. The updates to
marketing and communication
provisions at §§422.2267(e)(34),
422.2274, and 423.2274 are applicable
for all contract year 2025 marketing and
communications beginning October 1,
2024. The updated provisions at
§§422.2267(e)(31)(ii) and
423.2267(e)(33)(ii) are applicable for all
contract year 2026 marketing and
communications beginning September
30, 2025, however, at plan option for
contract year 2025 marketing and
communications beginning September
30, 2024, the plan may use the model
notice described in

§§422.2267(e)(31)(ii) and
423.2267(e)(33)(ii) to satisfy the MLI
requirements set forth in
§§422.2267(e)(31)() and
423.2267(e)(33)().

Sections 422.111(1) and 423.530 are
applicable beginning January 1, 2026.
This final rule also includes revisions to
existing regulations in the Risk
Adjustment Data Validation (RADV)
audit appeals process, the appeals
process for quality bonus payment
determination at §422.260, weighting of
new Part C and D Star Ratings measures
at §§422.166(e)(2) and 423.186(e)(2),
and the rule for Part C and D Star
Ratings non-substantive measure
updates at §§422.164(d) and 423.184(d)
applicable 60 days after the date of
publication. The use and release of risk
adjustment data provisions at
§§422.310(f)(1)(vi), 422.310(f)(1)(vii),
and 422.310(f)(3)(v) are applicable 60
days after the date of publication.

FOR FURTHER INFORMATION CONTACT:

Carly Medosch, (410) 786—8633—
General Questions.

Naseem Tarmohamed, (410) 786—
0814—Part C and Cost Plan Issues.

Lucia Patrone, (410) 786—8621—Part
D Issues.

Kristy Nishimoto, (206) 615—2367—
Beneficiary Enrollment and Appeal
Issues.

Kelley Ordonio, (410) 786—3453—
Parts C and D Payment Issues.

Hunter Coohill, (720) 853—2804—
Enforcement Issues.

Lauren Brandow, (410) 786—9765—
PACE Issues.

Sara Klotz, (410) 786—1984—D—-SNP
Issues.

Joe Strazzire, (410) 786—2775—RADV
Audit Appeals Issues.

PartCandDStarRatings@
cms.hhs.gov—Parts C and D Star Ratings
Issues.

SUPPLEMENTARY INFORMATION:
I. Executive Summary and Background
A. Executive Summary

1. Purpose

The primary purpose of this final rule
is to amend the regulations for the
Medicare Advantage (Part C) program,
Medicare Prescription Drug Benefit (Part
D) program, Medicare cost plan
program, and Programs of All-Inclusive
Care for the Elderly (PACE). This final
rule includes a number of new policies
that will improve these programs
beginning with contract year 2025 and
will codify existing Part C and Part D
sub-regulatory guidance.

Additionally, this final rule will
implement certain sections of the
following Federal laws related to the
Parts C and D programs:

e The Bipartisan Budget Act (BBA) of
2018.

¢ The Consolidated Appropriations
Act (CAA), 2023.

2. Summary of the Major Provisions

a. Part D Medication Therapy
Management (MTM) Program: Eligibility
Criteria

Section 1860D-4(c)(2) of the Act
requires all Part D sponsors to have an
MTM program designed to assure, with
respect to targeted beneficiaries, that
covered Part D drugs are appropriately
used to optimize therapeutic outcomes
through improved medication use, and
to reduce the risk of adverse events,
including adverse drug interactions.
Section 1860D-4(c)(2)(A)(ii) of the Act
requires Part D sponsors to target those
Part D enrollees who have multiple
chronic diseases, are taking multiple
Part D drugs, and are likely to meet a
cost threshold for covered Part D drugs
established by the Secretary. CMS
codified the MTM targeting criteria at
§423.153(d)(2).

Through this final rule, CMS
establishes improved targeting criteria
for the Part D MTM program that will
help ensure more consistent, equitable,
and expanded access to MTM services.
After consideration of the comments
received, we are finalizing proposed
changes to the MTM eligibility criteria
with modifications that are effective for
January 1, 2025, as follows:

We are finalizing the provision at
§423.153(d)(2)(iii) that Part D sponsors
must include all core chronic diseases
in their targeting criteria for identifying
beneficiaries who have multiple chronic
diseases, as provided under
§423.153(d)(2)(i)(A). As part of this
provision at § 423.153(d)(2)(iii), we are
codifying the nine core chronic diseases
currently identified in guidance and
adding HIV/AIDS, for a total of 10 core
chronic diseases. The 10 core chronic
diseases are: (1) Alzheimer’s disease; (2)
Bone disease-arthritis (including
osteoporosis, osteoarthritis, and
rheumatoid arthritis); (3) Chronic
congestive heart failure (CHF); (4)
Diabetes; (5) Dyslipidemia; (6) End-stage
renal disease (ESRD); (7) Human
immunodeficiency virus/acquired
immunodeficiency syndrome (HIV/
AIDS); (8) Hypertension; (9) Mental
health (including depression,
schizophrenia, bipolar disorder, and
other chronic/disabling mental health
conditions); and (10) Respiratory
disease (including asthma, chronic
obstructive pulmonary disease (COPD),
and other chronic lung disorders).
Sponsors retain the flexibility to target
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additional chronic diseases beyond
those codified as core chronic diseases.

We are not finalizing the proposal at
§423.153(d)(2)(1)(B) to decrease the
maximum number of Part D drugs a
sponsor may require from eight to five
for Contract Year 2025. At this time, we
are retaining the maximum number of
drugs a plan sponsor may require for
targeting beneficiaries taking multiple
Part D drugs as eight at
§423.153(d)(2)(i)(B). Part D sponsors
will maintain the flexibility to set a
lower threshold (a number between two
and eight Part D drugs) for targeting
beneficiaries taking multiple Part D
drugs. We may consider revisiting this
or similar policies in future rulemaking.

We are finalizing the provision at
§423.153(d)(2)(iv) to require sponsors to
include all Part D maintenance drugs in
their targeting criteria with minor
modifications to the regulatory text to
clarify that sponsors must include all
Part D maintenance drugs and to
provide flexibility for sponsors to
include all Part D drugs in their
targeting criteria. However, sponsors
will not be permitted to limit the Part
D maintenance drugs included in MTM
targeting criteria to specific Part D
maintenance drugs or drug classes. We
are also finalizing the requirement at
§423.153(d)(2)(iv) that, for the purpose
of identifying Part D maintenance drugs,
plans must rely on information in a
widely accepted, commercially or
publicly available drug information
database.

We are finalizing the provision at
§423.153(d)(2)(1)(C) with modification
to set the MTM cost threshold at the
average cost of eight generic drugs, as
defined at §423.4. CMS will calculate
the dollar amount of the MTM cost
threshold based on the average daily
cost of a generic drug using the PDE
data specified at § 423.104(d)(2)(iv)(C).

We are also codifying longstanding
guidance at §423.153(d)(1)(vii)(B)(2) to
provide that a beneficiary must be
unable to accept the offer to participate
in the CMR due to cognitive
impairment. We are also finalizing other
technical changes at
§423.153(d)(1)(vii)(B)(1)(i) to clarify
that the CMR must include an
interactive consultation that is
conducted in person or via synchronous
telehealth.

b. Improving Access to Behavioral
Health Care Providers

We are finalizing regulatory changes
that will improve access to behavioral
health care by adding a new behavioral
health provider specialty to our MA
network adequacy standards.
Specifically, we are finalizing

requirements to add a new facility-
specialty type to the existing list of
facility-specialty types evaluated as part
of network adequacy requirements and
reviews. The new facility-specialty type,
“Outpatient Behavioral Health,” will be
included in network adequacy
evaluations and can include providers
of various types: Marriage and Family
Therapists (MFTs), Mental Health
Counselors (MHCs), Opioid Treatment
Program (OTP) providers, Community
Mental Health Centers or other
behavioral health and addiction
medicine specialists and facilities,
including addiction medicine
physicians, other providers. Other
providers may include nurse
practitioners (NPs), physician assistants
(PAs) and Clinical Nurse Specialists
(CNSs), who furnish addiction medicine
and behavioral health counseling or
therapy services and meet other specific
criteria. Beginning January 1, 2024,
MFTs and MHCs were eligible to enroll
in Medicare and start billing for services
due to the new statutory benefit
category established by the
Consolidated Appropriations Act (CAA)
2023. We aim to strengthen network
adequacy requirements and improve
beneficiary access to behavioral health
services and providers by expanding our
network adequacy evaluation
requirements for MA organizations.

To address concerns that NPs, PAs,
and CNSs might lack the necessary
skills, training, or expertise to
effectively address the behavioral health
needs of enrollees and that the absence
of criteria for incorporating these
provider types could result in the
creation of “ghost networks”’ (where
providers may be listed in a provider
directory without actively treating
patients for behavioral health), we are
also adopting specific criteria that MA
organizations must use to determine
when an NP, PA or CNS can be
considered part of a network to meet the
Outpatient Behavioral Health network
adequacy standard. MA organizations
must independently verify that the
provider has furnished or will furnish
such services to 20 patients within a
recent 12-month period using reliable
information about services furnished by
the provider such as the MA
organization’s claims data, prescription
drug claims data, electronic health
records, or similar data.

c. Distribution of Personal Beneficiary
Data by Third Party Marketing
Organizations (TPMOs)

Third-Party Marketing Organizations
(TPMOs) are selling and reselling
beneficiary contact information to skirt
existing CMS rules that prohibit cold

calling so they can aggressively market
MA and Part D Plans. Beneficiaries are
unaware that by placing a call or
clicking on a generic-looking web-link
they are unwittingly agreeing and
providing consent for their personal
contact information to be collected and
sold to other entities for future
marketing activities. As a result, we are
finalizing requirements to prohibit
personal beneficiary data collected by
TPMOs for marketing or enrolling a
beneficiary into an MA or Part D plan

to be shared with other TPMOs, unless
prior express written consent is given by
the beneficiary. Furthermore, we are
finalizing a one-to-one consent structure
where TPMOs must obtain prior express
written consent through a clear and
conspicuous disclosure for each TPMO
that will be receiving the beneficiary’s
data. This provision is designed to
address complaints we have received
from beneficiaries and their advocates
and caregivers about receiving harassing
and unwanted phone and email
solicitations from individuals
attempting to enroll them in MA and
Part D plans. This final rule protects
beneficiaries against unwanted calls,
texts, email solicitations, and other
contacts, while still ensuring that
beneficiaries have control over their
personal data and can connect with the
TPMOs they would like to speak with,
creating a more transparent and safer
environment for beneficiaries to find the
plan that best fits their health needs.

d. Establish Guardrails for Agent and
Broker Compensation

Section 1851(j) of the Act requires
that CMS develop guidelines to ensure
that the use of agent and broker
compensation creates incentives to
enroll individuals in the MA plan that
is intended to best meet their health
care needs. To that end, for many years
CMS has set upper limits on the amount
of compensation agents and brokers can
receive for enrolling Medicare
beneficiaries into MA and PDP plans.
We have learned, however, that many
MA and PDP plans, as well as third-
party entities with which they contract
(such as Field Marketing Organizations
(FMOs)) have structured payments to
agents and brokers that allow for
separate payments for these agents and
brokers and have the effect of
circumventing compensation caps. We
also note that that these separate
payments appear to be increasing. In
this rule, we are finalizing requirements
that will generally prohibit contract
terms between MA organizations and
agents, brokers or other TPMOs that
may interfere with the agent’s or
broker’s ability to objectively assess and
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recommend the plan that best fits a
beneficiary’s health care needs; set a
single, increased compensation rate for
all plans to be updated annually; revise
the scope of items and services included
within agent and broker compensation;
and eliminate the regulatory framework
which currently allows for separate
payment to agents and brokers for
administrative services. We are also
making conforming edits to the Part D
agent broker compensation rules at
§423.2274. Collectively, we believe the
impact of these changes will better align
with statutory requirements to ensure
that the use of compensation creates
incentives for agents and brokers to
enroll individuals in the plan that best
fits a beneficiary’s health care needs.
Further, such changes align with the
Biden-Harris Administration’s
commitment to promoting fair, open,
and competitive markets and ensuring
beneficiaries can make fully informed
choices among a robust set of health
insurance options.

e. Special Supplemental Benefits for the
Chronically 11l (SSBCI)

We are finalizing regulatory changes
that will help ensure that SSBCI items
and services offered by MA plans are
appropriate and meet applicable
statutory and regulatory standards,
including that the SSBCI items and
services are reasonably expected to
improve or maintain the health or
overall function of chronically ill
enrollees. First, we are finalizing
requirements that, by the date on which
it submits its bid to CMS, an MA
organization must establish a
bibliography of relevant acceptable
evidence that an item or service offered
as SSBCI has a reasonable expectation of
improving or maintaining the health or
overall function of a chronically ill
enrollee. Second, we are clarifying in
the regulation that an MA plan must
follow its written policies based on
objective criteria for determining an
enrollee’s eligibility for an SSBCI when
making such eligibility determinations.
Third, we are requiring that the MA
plan document both denials and
approvals of SSBCI eligibility.
Additionally, we are codifying CMS’s
authority to review and deny approval
of an MA organization’s bid if the MA
organization has not demonstrated,
through relevant acceptable evidence,
that its proposed SSBCI has a reasonable
expectation of improving or maintaining
the health or overall function of the
chronically ill enrollee. Finally, we are
codifying CMS’s authority to review
SSBCI offerings annually for
compliance, considering the evidence
available at the time. We believe these

revisions to § 422.102(f) will better
ensure that the benefits offered as SSBCI
are reasonably expected to improve or
maintain the health or overall function
of the chronically ill enrollee while also
guarding against the use of MA rebate
dollars for SSBCI that are not supported
by acceptable evidence.

The new SSBCI requirements
regarding creation of a bibliography and
documentation of SSBCI eligibility for
enrollees will apply to plans beginning
with the CY2025 bid process. The
codification of other SSBCI
requirements regarding plans’ obligation
to follow written SSBCI eligibility
policies, and our authority to decline to
accept a bid if the MA organization has
not demonstrated that its proposed
SSBCI has a reasonable expectation of
improving or maintaining the health or
overall function of the chronically ill
enrollee do not represent a change in
policy and CMS will continue in
practice during the CY2025 bid process
and in subsequent years.

In addition, we are finalizing new
policies to protect beneficiaries and
improve transparency regarding SSBCI
so that beneficiaries are aware that
SSBCI are only available to enrollees
who meet specific eligibility criteria. We
are modifying and strengthening the
current requirements for the SSBCI
disclaimer that MA organizations
offering SSBCI must use whenever
SSBCI are mentioned. Specifically, we
are requiring that the SSBCI disclaimer
list the relevant chronic condition(s) the
enrollee must have to be eligible for the
SSBCI offered by the MA organization.
The MA organization must convey in its
SSBCI disclaimer that even if the
enrollee has a listed chronic condition,
the enrollee may not receive the benefit
because other eligibility and coverage
criteria also apply. We are also
finalizing specific font and reading pace
parameters for the SSBCI disclaimer in
print, television, online, social media,
radio, other voice-based ads, and
outdoor advertising (including
billboards). Finally, we are requiring
that MA organizations include the
SSBCI disclaimer in all marketing and
communications materials that mention
SSBCI. We believe that imposing these
new SSBCI disclaimer requirements will
help to ensure that the marketing of and
communication about these benefits is
not misleading or potentially confusing
to enrollees who rely on these materials
to make enrollment decisions.

f. Mid-Year Enrollee Notification of
Available Supplemental Benefits

In addition, over the past several
years, the number of MA plans offering
supplemental benefits has increased.

The benefits offered are broader in
scope and variety and we are seeing an
increasing amount of MA rebate dollars
directed towards these benefits. At the
same time, plans have reported that
enrollee utilization of many of these
benefits is low. To help ensure MA
enrollees are fully aware of all available
supplemental benefits and to promote
equitable access to care, we will now
require MA plans to notify enrollees
mid-year of the unused supplemental
benefits available to them. The notice
will list any supplemental benefits not
utilized by the enrollee during the first
6 months of the year (January 1 to June
30). Currently, MA plans are not
required to send any communication
specific to an enrollee’s usage of
supplemental benefits and CMS believes
such a notice could be an important part
of a plan’s overall care coordination
efforts. As finalized, this policy will
educate enrollees on their access to
supplemental benefits to encourage
greater utilization of these benefits and
ensure MA plans are better stewards of
the rebate dollars directed towards these
benefits.

g. Annual Health Equity Analysis of
Utilization Management Policies and
Procedures

We are finalizing regulatory changes
to the composition and responsibilities
of the Utilization Management (UM)
committee. These policies will require
that at least one member of the UM
committee have expertise in health
equity. These policies will also require
that the UM committee conduct an
annual health equity analysis of the use
of prior authorization at the plan-level.
The analysis will examine the impact of
prior authorization on enrollees with
one or more of the following social risk
factors (SRFs): (i) receipt of the low-
income subsidy or being dually eligible
for Medicare and Medicaid (LIS/DE); or
(ii) having a disability. To enable a more
comprehensive understanding of the
impact of prior authorization practices
on enrollees with the specified SRFs at
the plan level, the analysis must
compare metrics related to the use of
prior authorization for enrollees with
the specified SRFs to enrollees without
the specified SRFs. Finally, the policies
will require MA organizations to make
the results of the analysis publicly
available on their plan’s website in a
manner that is easily accessible and
without barriers.

h. Amendments to Part C and Part D
Reporting Requirements

In this final rule, we are affirming our
authority to collect detailed information
from MA organizations and Part D plan
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sponsors under current regulations, in
keeping with the Biden-Harris
administration’s focus on improving
transparency and data in MA and Part
D. We are revising §§ 422.516(a)(2) and
423.514(a)(2) as proposed (with a minor
clarification in § 422.516(a)) to be
consistent with the broad scope of the
reporting requirements. This will lay the
groundwork for new program-wide data
collections to be established through the
Paperwork Reduction Act (PRA)
process, which will provide advance
notice to interested parties and be
subject to public comment. An example
of increased data collection could be
service level data for all initial coverage
decisions and plan level appeals, such
as decision rationales for items,
services, or diagnosis codes to have
better line of sight on utilization
management and prior authorization
practices, among many other issues.

i. Enhance Enrollees’ Right To Appeal
an MA Plan’s Decision To Terminate
Coverage for Non-Hospital Provider
Services

Beneficiaries enrolled in Traditional
Medicare and MA plans have the right
to a fast-track appeal by an Independent
Review Entity (IRE) when their covered
skilled nursing facility (SNF), home
health, or comprehensive outpatient
rehabilitation facility (CORF) services
are being terminated. Currently, Quality
Improvement Organizations (QIO) act as
the IRE and conduct these reviews.
Under current regulations, MA enrollees
do not have the same access to QIO
review of a fast-track appeal as
Traditional Medicare beneficiaries in
connection with terminations of these
types of services. In this final rule, we
are finalizing proposals to: (1) require
the QIO, instead of the MA plan, to
review untimely fast-track appeals of an
MA plan’s decision to terminate
services in an HHA, CORF, or SNF; and
(2) fully eliminate the current provision
that requires the forfeiture of an
enrollee’s right to appeal a termination
of services to the QIO when the enrollee
leaves the CORF or SNF or ends HHA
services. These will bring MA
regulations in line with the parallel
reviews available to beneficiaries in
Traditional Medicare and expand the
rights of MA beneficiaries to access the
fast-track appeals process in connection
with terminations of HHA, CORF, or
SNF services.

j. Changes to an Approved Formulary—
Including Substitutions of Biosimilar
Biological Products

Current regulations permit Part D
sponsors to immediately remove from
their formularies a brand name drug and

substitute its newly released generic
equivalent. Part D sponsors meeting the
requirements can provide notice of
specific changes, including direct notice
to affected beneficiaries, after they take
place; do not need to provide a
transition supply of the substituted
drug; and can make these changes at any
time including in advance of the plan
year. Consistent with these
requirements, we proposed in the
proposed rule titled “Medicare Program;
Contract Year 2024 Policy and
Technical Changes to the Medicare
Advantage Program, Medicare
Prescription Drug Benefit Program,
Medicare Cost Plan Program, Medicare
Parts A, B, C, and D Overpayment
Provisions of the Affordable Care Act
and Programs of All-Inclusive Care for
the Elderly; Health Information
Technology Standards and
Implementation Specifications,” which
appeared in the December 27, 2022
Federal Register (hereinafter referred to
as the December 2022 proposed rule), to
permit Part D sponsors also to
immediately substitute: (i) a new
interchangeable biological product for
its corresponding reference product; (ii)
a new unbranded biological product for
its corresponding brand name biological
product; and (iii) a new authorized
generic for its corresponding brand
name equivalent.

Our proposed regulatory text in the
December 2022 proposed rule did not
specify how Part D sponsors could treat
substitution of biosimilar biological
products other than interchangeable
biological products. Under current
policy, Part D sponsors have to obtain
explicit approval from CMS prior to
making a midyear formulary change that
removes a reference product and
replaces it with a biosimilar biological
product other than an interchangeable
biological product. Further, if such a
change is approved, the Part D sponsor
may apply the change only to enrollees
who begin therapy after the effective
date of the change. In other words,
enrollees currently taking the reference
product are able to remain on the
reference product until the end of the
plan year without having to obtain an
exception. In response to comments
received on our initial proposal in the
December 2022 proposed rule
(discussed in section IIL.P. of this final
rule), and to increase access to
biosimilar biological products
consistent with the Biden-Harris
Administration’s commitment to
competition as outlined in Executive
Order (E.O.) 14036: ‘“Promoting
Competition in the American
Economy,” we proposed in the

proposed rule titled “Medicare Program;
Contract Year 2025 Policy and
Technical Changes to the Medicare
Advantage Program, Medicare
Prescription Drug Benefit Program,
Medicare Cost Plan Program, and
Programs of All-Inclusive Care for the
Elderly; Health Information Technology
Standards and Implementation
Specifications,” which appeared in the
November 16, 2023 Federal Register
(hereinafter referred to as the November
2023 proposed rule) to add substitutions
of biosimilar biological products other
than interchangeable biological
products to the type of formulary
changes that apply to all enrollees
(including those already taking the
reference product prior to the effective
date of the change) following a 30-day
notice.

Having now considered comments
(discussed in section III.P. of this final
rule) received on the proposals in both
the December 2022 and November 2023
proposed rules, we are finalizing
regulations to permit Part D sponsors
that meet all requirements: (1) to
immediately substitute an
interchangeable biological product for
its reference product, a new unbranded
biological product for its corresponding
brand name biological product, and a
new authorized generic for its brand
name equivalent; and (2) to substitute
upon 30 days’ notice any biosimilar
biological product for its reference
product.

k. Increasing the Percentage of Dually
Eligible Managed Care Enrollees Who
Receive Medicare and Medicaid

Services From the Same Organization

We are finalizing, with some
modifications, interconnected proposals
to: (a) replace the current quarterly
special enrollment period (SEP) with a
one-time-per month SEP for dually
eligible individuals and others enrolled
in the Part D low-income subsidy
program to elect a standalone PDP, (b)
create a new integrated care SEP to
allow dually eligible individuals to elect
an integrated D—SNP on a monthly
basis, (c) limit enrollment in certain D—
SNPs to those individuals who are also
enrolled in an affiliated Medicaid
managed care organization (MCO), and
(d) limit the number of D-SNP plan
benefit packages an MA organization
can offer for full-benefit dually eligible
individuals in the same service area that
it, its parent organization, or any entity
that shares a parent organization with
the MA organization offers an affiliated
Medicaid MCO. This final rule will
increase the percentage of full-benefit
dually eligible MA enrollees who are in
plans that—directly by the MA
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organization or indirectly through the
parent organization or a related entity—
are also contracted to cover Medicaid
benefits, thereby expanding access to
integrated materials, unified appeal
processes across Medicare and
Medicaid, and continued Medicare
services during an appeal. It will also
reduce the number of MA plans overall
that can enroll dually eligible
individuals outside the annual
coordinated election period, thereby
reducing the number of plans deploying
aggressive marketing tactics toward
dually eligible individuals throughout
the year.

1. For D-SNP PPOs, Limit Out-of-
Network Cost Sharing

We are finalizing a limitation on out-
of-network cost sharing for D-SNP
preferred provider organizations (PPOs)
for specific services. The final rule will
reduce cost shifting to Medicaid,
increase payments to safety net
providers, expand dually eligible
enrollees’ access to providers, and
protect dually eligible enrollees from
unaffordable costs.

m. Contracting Standards for Dual
Eligible Special Needs Plan Look-Alikes

Under existing regulations, CMS does
not contract with and will not renew the
contract of a D-SNP look-alike—that is,
an MA plan that is not a SNP but in
which dually eligible enrollees account
for 80 percent or more of total

enrollment. We are finalizing a
reduction to the D-SNP look-alike
threshold from 80 percent to 70 percent
for plan year 2025 and 60 percent for
plan year 2026 and subsequent years.
This provision will help address the
continued proliferation of MA plans
that are serving high percentages of
dually eligible individuals without
meeting the requirements to be a D—
SNP.

n. Standardize the Medicare Advantage
(MA) Risk Adjustment Data Validation
Appeals Process

We are finalizing regulatory language
to address gaps and operational
constraints included in existing RADV
appeal regulations. Currently, if MA
organizations appeal both medical
record review determinations and
payment error calculations resulting
from RADV audits, both issues must be
appealed and move through the appeals
process concurrently, which we foresee
could result in inconsistent appeal
adjudications at different levels of
appeal that impact recalculations of the
payment error. This has the potential to
cause burden, confuse MA
organizations, and negatively impact the
operations and efficiency of CMS’s
appeals processes. This final rule will
standardize and simplify the RADV
appeals process for CMS and MA
organizations, as well as address
operational concerns at all three levels
of appeal. We are finalizing

requirements that MA organizations
must exhaust all three levels of appeal
for medical record review
determinations before beginning the
payment error calculation appeals
process. This will ensure adjudication
of medical record review determinations
are final before a recalculation of the
payment error is completed and subject
to appeal. We are also finalizing several
other revisions to our regulatory appeals
process to conform these changes to our
procedures.

Finally, we are clarifying and
emphasizing our intent that if any
provision of this final rule is held to be
invalid or unenforceable by its terms, or
as applied to any person or
circumstance, or stayed pending further
agency action, it shall be severable from
this final rule and not affect the
remainder thereof or the application of
the provision to other persons not
similarly situated or to other, dissimilar
circumstances. Through this rule, we
adopt provisions that are intended to
and will operate independently of each
other, even if each serves the same
general purpose or policy goal. Where a
provision is necessarily dependent on
another, the context generally makes
that clear (such as by a cross-reference
to apply the same standards or
requirements).

BILLING CODE P

3. Summary of Costs and Benefits
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TABLE Al: SUMMARY OF COSTS, TRANSFERS, AND BENEFITS

Provision

Description

Financial Impact

1. Part D Medication Therapy
Management (MTM) Program:
Eligibility Criteria

We are finalizing changes to the MTM eligibility
requirements to (1) codify the 9 core chronic
diseases currently identified in sub-regulatory
guidance and adding HIV/AIDS for a total of 10
core chronic diseases; (2) require Part D
sponsors to include all core chronic diseases in
their MTM targeting criteria, and to include all
Part D maintenance drugs when determining the
number of drugs an enrollee is taking; and (3)
revise the methodology for the MTM cost
threshold to calculate the dollar amount based on
the average annual cost of 8 generic drugs.

The revisions to the MTM
targeting criteria being finalized
in this rule have an estimated
annual administrative cost of
$192.7 million. We are unable to
score this provision largely due to
challenges with estimating Part
A/B savings.

2. Improving Access to Behavioral
Health Care Providers

We are finalizing changes to add a new facility-
specialty type called “Outpatient Behavioral
Health” to the network adequacy standards under
§ 422.116(b)(2). For purposes of the network
adequacy requirements, the new facility-
specialty type will be evaluated using time and
distance and minimum number standards
adopted in this rule. The new facility type will
include MFTs, MHCs, OTP or other behavioral
health and addiction medicine specialists and
facilities. Based on comments from stakeholders
we are also finalizing how an organization will
determine when certain providers (NP, PA,
CNS) may be utilized to meet network adequacy.

The new provision adds
requirements for a new facility
specialty type, which include
providers some of which we have
data for and some which are new
and for which we lack data.
Therefore, we cannot quantify the
effects of this provision though
we expect it may increase access
which may qualitatively increase
utilization.

3. Distribution of Personal Beneficiary
Data by Third Party Marketing
Organizations (TPMOs)

We are codifying that personal beneficiary data
collected by a TPMO for marketing or enrolling
the beneficiary into an MA or Part D plan may
only be shared with another TPMO when prior
express written consent is given by the
beneficiary. Further, we are codifying that prior
express written consent from the beneficiary to
share the data and be contacted for marketing or
enrollment purposes must be obtained separately
for each TPMO that receives the data through a
clear and conspicuous disclosure.

We do not expect any cost impact
to the Medicare Trust Fund.

4. Enhance Guardrails for
Agent/Broker Compensation

We are modifying agent/broker compensation
requirements to further ensure payment
arrangements and structure are aligned with
CMS’s statutory obligation to set limits on
compensation to ensure that the use of
compensation creates incentives for agents and
brokers to enroll prospective enrollees in plans
that best fit their needs.

This provision has no costs
because we are transferring funds
the MA plans are already paying
Marketing Agencies directly to
the agents and brokers with some
reductions due to some funds
possibly being used inconsistent
with the requirements of the
regulation.
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Provision

Description

Financial Impact

5. Special Supplemental Benefits for
the Chronically Il (SSBCI)

We are finalizing changes to require MA
organizations to establish bibliographies for each
SSBCI they include in their bid to demonstrate
that an SSBCI has a reasonable expectation of
improving or maintaining the health or overall
function of a chronically ill enrollee. This will
shift the burden from CMS to the MA
organizations to demonstrate compliance with
this standard and help ensure that SSBCI items
and services are offered based on current,
reliable evidence.

In addition, we are finalizing new policies to
protect beneficiaries and improve transparency
regarding SSBCI so that beneficiaries are aware
that SSBCI are only available to enrollees who
meet specific eligibility and coverage criteria.
We are modifying and strengthening the current
requirements for the SSBCI disclaimer that MA
organizations offering SSBCI must use whenever
SSBCI are mentioned.

The requirements for SSBCI are
not expected to have any
economic impact on the Medicare
Trust Fund.

6. Mid-Year Enrollee Notification of
Available Supplemental Benefits

We are finalizing requirements for MA plans to
issue notices to enrollees who, by June 30" of a
given year, have not utilized supplemental
benefits, to ensure enrollees are aware of the
availability of such benefits and ensure
appropriate utilization.

Although these changes may
result in increased utilization and
ultimately create a savings to the
Medicare Trust Fund, we cannot
currently quantify this provision
because it is new, and we lack
data. See the Regulatory Impact
Analysis for further discussion.
The provision has an
administrative cost of $23.7
million.

7. Annual Health Equity Analysis of
Utilization Management Policies and
Procedures

We are finalizing changes to the composition and
responsibilities for the Utilization Management
committee, to require: a member of the UM
committee have expertise in health equity; the
UM committee conduct an annual health equity
analysis of prior authorization used by the MA
organization using specified metrics; and require
MA organizations to make the results of the
analysis publicly available on its website.

We do not expect any cost impact
to the Medicare Trust Fund.

8. Amendments to Part C and Part D
Reporting Requirements

We are affirming our authority to collect detailed
data from MA organizations and Part D plan
sponsors under the Part C and D reporting
requirements and finalizing the proposed
regulatory revisions to be consistent with the
broad scope of the reporting requirements.

We do not expect any cost impact
to the Medicare Trust Fund.

9. Enhance Enrollees’ Right to Appeal

an MA Plan’s Decision to Terminate
Coverage for Non-Hospital Provider
Services

We are finalizing regulations to (1) require QIOs
to review untimely fast-track appeals of an MA
plan’s decision to terminate services in an HHA,
COREF, or SNF and (2) eliminate the provision
requiring the forfeiture of an enrollee’s right to
appeal to the QIO a termination of services
decision when they leave the facility.

The revisions to this provision
have an estimated annual
administrative cost of $683,910.
This is a transfer from MA plans
to QIOs; MA plans have a
reduced cost while QIOs have a
corresponding increased cost.
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Provision

Description

Financial Impact

10. Changes to an Approved
Formulary—Including Substitutions of
Biosimilar Biological Products

We are finalizing regulations to permit Part D
sponsors to immediately substitute authorized
generics for corresponding brand name drug
products, interchangeable biological products for
their reference products, and unbranded
biological products marketed for the brand name
biological product marketed under the same
biologics license application. We also are
finalizing regulations to permit substitutions of
all biosimilar biological products with 30 days
advance notice.

We do not expect any cost impact
to the Medicare Trust Fund.

11. Increasing the Percentage of
Dually Eligible Managed Care
Enrollees Who Receive Medicare and
Medicaid Services from the Same
Organization

We are finalizing, with some modifications,
policies to (a) replace the current dual/LIS
quarterly SEP, (b) create a new integrated care
SEP for full-benefit dually eligible individuals,
(c) limit enrollment in certain D-SNPs to those
full-benefit dually eligible individuals who are
also enrolled in an affiliated Medicaid MCO, and
(d) limit the number of D-SNPs an MA
organization, its parent organization, or an entity
that shares a parent organization with the MA
organization, can offer in the same service area
as an aftiliated Medicaid MCO.

Over a 10-year horizon, we
estimate a $1.3 billion savings to
the Trust Fund for Part D plans
and an additional $1 billion
savings to the Trust Fund for Part
C plans.

12. For D-SNP PPOs, Limit Out-of-
Network Cost Sharing

We are finalizing a limitation on D-SNP PPOs’
out-of-network cost sharing for certain Part A
and Part B benefits, on an individual service
level.

We do not expect any cost impact
to the Medicare Trust Fund.

13. Contracting Standards for Dual
Eligible Special Needs Plan Look-
Alikes

We are lowering the D-SNP look-alike threshold
from 80 percent to 70 percent for plan year 2025
and 60 percent for plan year 2026 and
subsequent years.

We estimate this provision will
have an average annual impact of
less than $1M for plan years
2025-2027 due to non-SNP MA
plans meeting the lower D-SNP
look-alike threshold transitioning
enrollees into other plans. We
also estimate this provision will
have an average annual impact of
less than $1M on MA plan
enrollees for plan years
2025-2027 due to enrollees
choosing a different plan. We
expect cumulative annual costs to
non-SNP MA plans and MA plan
enrollees beyond plan year 2027
to also be less than $1M per year.
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Provision

Description

Financial Impact

14. Standardize the Medicare
Advantage (MA) Risk Adjustment
Data Validation (RADV) Appeals
Process

We are revising when a medical record review
determination and a payment error calculation
appeal can be requested and adjudicated because
RADYV payment error calculations are based
upon the outcomes of medical record review
determinations. We are also finalizing other
revisions to our appeals process to conform with
these proposed changes. The changes could
reduce burden on some MA organizations that,
absent these revisions, will have otherwise
potentially submitted payment error calculation
appeals that could have been rendered moot by
certain types of medical record appeals
decisions. The potential reduction in burden to
MA organizations cannot be quantitied prior to
the implementation of the new appeals process
and until appeals have been fully

adjudicated. While the MA RADYV appeals
regulations have been in place for a period of
years, CMS did not issue RADV overpayment
findings to MA organizations as we worked to
finalize a regulation on our long-term RADV
methodology. Therefore, any impact of these
policies on MA organization behavior is further
unquantifiable. The proposed changes do not

The potential reduction in burden
to MA organizations cannot be
quantified prior to the
implementation and execution of
the appeals process pursuant to
these changes.

impose any new information collection
requirements.

BILLING CODE C

B. Background and Summary of the
Final Rule

In this final rule, CMS addresses
many of the remaining proposals from
the December 2022 proposed rule in
addition to the proposals from the
November 2023 proposed rule. There
are several proposals from the December
2022 proposed rule that were not
finalized. CMS may address these
proposals in a future final rule.

We received 3,463 timely pieces of
correspondence containing one or more
comments on the November 2023
proposed rule. Some of the public
comments were outside of the scope of
the proposed rule. These out-of-scope
public comments are not addressed in
this final rule. Summaries of the public
comments that are within the scope of
the proposed rule and our responses to
those public comments are set forth in
the various sections of this final rule
under the appropriate heading.

C. General Comments on the December
2022 Proposed Rule and the November
2023 Proposed Rule Proposed Rule

We received some overarching
comments related to the December 2022
and the November 2023 proposed rules,
which we summarize in the following
paragraphs:

Comment: A commenter expressed
concern that CMS had not provided
sufficient time for plan sponsors to
understand the impact of recently
finalized regulations, and the changes
they have implemented, before
proposing more policies that build on
these areas. They recommended that in
future years CMS allows time to
measure and observe the impact of
policy changes on plan sponsors and
their members prior to layering new
proposals.

Response: We appreciate the
commenter’s concern regarding the
plans having enough time to understand
the impact of finalized regulations. We
will take their recommendation into
consideration for future rulemaking.

Comment: A commenter requested
that CMS extend the comment period by
60 days, through March 5, 2024, so they
could effectively use the extended
period in planning and preparing a
response.

Response: Section 1871(b) of the Act
requires that we provide for notice of
the proposed regulation in the Federal
Register and a period of not less than 60
days for public comment thereon. The
proposed rule was available for public
inspection on federalregister.gov (the
website for the Office of Federal
Register) on November 3, 2023. We did

not extend the comment period because
we believe the required 60 days
provided the public with adequate time
to prepare and submit responses.

Comment: In response to CMS—4201—-
P, a commenter suggested that CMS had
not allowed for a 60-day comment
period for the proposed rule because the
beginning of the comment period was
calculated from the date the proposed
rule was made available for public
inspection on the Federal Register
website rather than the date that it
appeared in an issue of the Federal
Register. The commenter recommended
that CMS provide an additional 60-day
comment period on the proposed rule.

Response: Section 1871(b) of the Act
requires that we provide for notice of
the proposed regulation in the Federal
Register and a period of not less than 60
days for public comment thereon. The
proposed rule was available for public
inspection on federalregister.gov (the
website for the Office of Federal
Register) on December 14, 2022. We
believe that beginning the comment
period for the proposed rule on the date
it became available for public inspection
at the Office of the Federal Register fully
complied with the statute and provided
the required notice to the public and a
meaningful opportunity for interested
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parties to provide input on the
provisions of the proposed rule.

D. Status of the Overpayment Proposal
in the December 27, 2022, Proposed
Rule

Under the governing statute, any
Medicare Advantage Organization (MA
organization) that “has received an
overpayment,” 42 U.S.C. 1320a—
7k(d)(1), must “report and return the
overpayment,” 42 U.S.C. 1320a—
7k(d)(1)(A), no later than “60 days after
the date on which the overpayment was
identified” 42 U.S.C. 1320a-7k(d)(2)(A).
CMS implemented this statutory
overpayment provision through a May
23, 2014, final rule titled “Medicare
Program; Contract Year 2015 Policy and
Technical Changes to the Medicare
Advantage and the Medicare
Prescription Drug Benefit Programs”.
See 79 FR 29844. A group of MA
organizations challenged that rule’s
inclusion of instances where an MA
organization “‘should have determined
through the exercise of reasonable
diligence . . . that [it] has received an
overpayment” in the regulation’s
definition of “identified,” 42 CFR
422.326(c). The District Court for the
District of Columbia held that this
regulatory provision was impermissible
under the statute. See UnitedHealthcare
Ins. Co. v. Azar, 330 F. Supp. 3d 173,
191 (D.D.C. 2018), rev’d in part on other
grounds sub nom. UnitedHealthcare Ins.
Co. v. Becerra, 16 F.4th 867 (D.C. Cir.
2021), cert. denied, 142 S. Ct. 2851 (U.S.
June 21, 2022) (No. 21-1140). CMS
views the District Court’s ruling as
having invalidated the definition of
“identified” set out in 42 CFR
422.326(c). However, MA organizations
remain obligated to report and return all
overpayments that they have identified
within the meaning of the statute, 42
U.S.C. 1320a-7k(d)(2)(A). In the
December 27, 2022 proposed rule titled
“Medicare Program; Contract Year 2024
Policy and Technical Changes to the
Medicare Advantage Program, Medicare
Prescription Drug Benefit Program,
Medicare Cost Plan Program, Medicare
Parts A, B, C, and D Overpayment
Provisions of the Affordable Care Act
and Programs of All-Inclusive Care for
the Elderly; Health Information
Technology Standards and
Implementation Specifications” (the
December 2022 proposed rule), CMS
proposed revisions to regulations
primarily governing Medicare
Advantage (MA or Part C) and the
Medicare Prescription Drug Benefit (Part
D) (87 FR 79452). CMS proposed in the
December 2022 proposed rule to remove
the existing definition of “identified” in
the Parts C and D overpayment

regulations at 42 CFR 422.326 and
423.360 (as well as the corresponding
Parts A and B regulation) (see 87 FR
79559). Under the Parts C and D
overpayment proposal, an MA
organization or Part D sponsor would
have identified an overpayment when it
had actual knowledge of the existence of
the overpayment or acted in “reckless
disregard” or “deliberate ignorance” of
the overpayment. CMS has received
inquiries regarding this proposal and
want to be clear that it remains under
consideration and that CMS intends to
issue a final rule to revise the definition
of “identified” in the overpayment rules
as soon as is reasonably possible.

E. Information on Cyber Resiliency

In light of recent cybersecurity events
impacting health care operations
nationally, we expect all payers to
review and implement HHS’s voluntary
HPH Cyber Performance Goals (CPGs).
These CPGs are part of HHS’ broader
cybersecurity strategy and designed to
help health care organizations
strengthen cyber preparedness, improve
cyber resiliency, and ultimately protect
patient health information and safety.
We welcome input on our approach via
email at hhscyber@hhs.gov.

II. Strengthening Current Medicare
Advantage and Medicare Prescription
Drug Benefit Program Policies

A. Definition of Network-Based Plan
(§§422.2 and 422.114)

Private-fee-for-service (PFFS) plans
were established by the Balanced
Budget Act of 1997 (Pub. L. 105-33) and
were originally not required to have
networks. The Medicare Improvements
for Patients and Providers Act of 2008
(Pub. L. 110-275) (MIPPA) revised the
PFFS requirements to require that,
beginning with contract year 2011, PFFS
plans have a network when operating in
the same service area as two or more
network-based plans. For purposes of
this requirement, section 1852(d)(5)(C)
of the Act and §422.114(a)(3)(ii) define
network-based plans as a coordinated
care plan (as described in section
1851(a)(2)(A) of the Act and
§422.4(a)(1)(iii)), a network-based MSA
plan, and a section 1876 reasonable cost
plan. The statutory and regulatory
definitions both specifically exclude an
MA regional plan that meets access
requirements substantially through
means other than written contracts, per
§422.112(a)(1)(ii).

When codifying this requirement in
the final rule that appeared in the
Federal Register September 18, 2008,
titled “Medicare Program; Revisions to
the Medicare Advantage and

Prescription Drug Benefit Programs,”
(73 FR 54226), we included the
definition of network-based plan in the
section of the regulations for PFFS
plans, as the definition was integral to
the new requirement for PFFS plans (73
FR 54249). A network-based plan,
however, has meaning in contexts other
than PFFS. To ensure that the definition
is readily and more broadly accessible
for those seeking requirements related to
network-based plans, we proposed in
the December 2022 proposed rule (87
FR 79569) to move the definition of a
network-based plan from
§422.114(a)(3)(ii) to the definitions
section in §422.2. Further, we proposed
that the PFF'S provision at
§422.114(a)(3)(ii) will continue to
include language specifying the network
requirement.

This proposed change has no policy
implications for other provisions in part
422 in which the definition or
description of network plans plays a
role, for example, the network adequacy
provisions at §422.116 and the plan
contract crosswalk provisions at
§422.530. However, in specifying the
network adequacy requirements for the
various plan types, §422.116(a)(1)(i)
references the current definition of a
network-based plan at § 422.2 even
though the definition for network-based
plan currently remains at
§422.114(a)(3)(ii) because CMS
inadvertently finalized what was
intended to be a conforming change to
§422.116(a)(1)(i) * before we finalized
our proposal to move the definition of
network-based plan to § 422.2. In this
final rule, we are moving the definition
to §422.2, making the current cross
reference at §422.116(a)(1)(i) correct.
With respect to the regulation at
§422.530(a)(5), that provision
specifically addresses the types of plans
to which it applies and when CMS
considers a crosswalk to be to a plan of
a different type and refers to network-
based PFFS plans without citing a
specific definition. Therefore, we do not
believe any amendment to § 422.530 is
necessary in connection with moving
the definition of network-based plan to
§422.2.

We did not receive any public
comments on our proposal to move the
definition and are finalizing the
proposal for the reasons outlined in the
December 2022 proposed rule with
slight modifications to reorganize the
regulation text for additional clarity.

1Medicare Program; Contract Year 2024 Policy
and Technical Changes to the Medicare Advantage
Program, Medicare Prescription Drug Benefit
Program, Medicare Cost Plan Program, and Program
of All-Inclusive Care for the Elderly (88 FR 22120).
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B. Past Performance

We established at §§422.502(b) and
423.503(b) that we may deny an
application submitted by MA
organizations and Part D sponsors that
failed to comply with the requirements
of a previous MA or Part D contract,
which we refer to as “past
performance.” We proposed several
technical changes to the regulation text
related to past performance. These
changes are intended to clarify the basis
for application denials due to past
performance and to ensure that the
factors adequately account for financial
difficulties that should prevent an
organization from receiving a new or
expanded MA or Part D contract.

One factor we consider regarding the
past performance of MA organizations
and Part D sponsors is their record of
imposition of intermediate sanctions,
because intermediate sanctions
represent significant non-compliance
with MA or Part D contract
requirements. To clarify the basis for
application denials due to intermediate
sanctions, at §§422.502(b)(1)(i)(A) and
423.503(b)(1)(i)(A) we proposed to
change “Was subject to the imposition
of an intermediate sanction” to “Was
under an intermediate sanction.” We
proposed this revision because MA
organizations and Part D sponsors may
have a sanction imposed in one 12-
month past performance review period
and effective for all or part of the
subsequent 12-month review period. For
instance, CMS could impose a sanction
in December 2022 that remains in effect
until September 2023. The sanction
would be in effect for the past
performance review period that runs
from March 2022 through February 2023
(for Contract Year 2024 MA and Part D
applications filed in February 2023) and
for the past performance review period
that runs from March 2023 through
February 2024 (for Contract Year MA
and Part D applications filled in
February 2024). Our proposal reflects
our stated intent to deny applications
from MA organizations and Part D
sponsors when an active sanction
existed during the relevant 12-month
review period when we previously
codified that intermediate sanctions are
a basis for denial of an application from
an MA organization or Part D sponsor in
“Medicare and Medicaid Programs;
Contract Year 2022 Policy and
Technical Changes to the Medicare
Advantage Program, Medicare
Prescription Drug Benefit Program,
Medicaid Program, Medicare Cost Plan
Program, and Programs of All-Inclusive
Care for the Elderly,” which appeared in
the Federal Register on January 19,

2021 (86 FR 5864) hereinafter referred to
as the “January 2021 final rule.” When
we codified this requirement, a
commenter requested that sanctions
lifted during the 12 months prior to the
application denial be excluded from
past performance. We responded that
“The applying organization will receive
credit for resolving the non-compliance
that warranted the sanction during the
next past performance review period,
when, presumably, the organization will
not have an active sanction in place at
any time during the applicable 12-
month review period” (86 FR 6000
through 6001). Since an intermediate
sanction may be active during multiple
consecutive review periods, our
proposed language clarifies that an
organization’s application may be
denied as long as the organization is
under sanction, not just during the 12-
month review period when the sanction
was imposed.

An additional factor we consider
regarding the past performance of MA
organizations and Part D sponsors is
involvement in bankruptcy proceedings.
At §§422.502(b)(1)(1)(C) and
423.503(b)(1)(i)(C) we proposed to
incorporate federal bankruptcy as a
basis for application denials due to past
performance and to conform the two
paragraphs by changing the text to
“Filed for or is currently in federal or
state bankruptcy proceedings” from
“Filed for or is currently in State
bankruptcy proceedings,” at
§422.502(b)(1)(i)(C) and “Filed for or is
currently under state bankruptcy
proceedings” at § 423.503(b)(1)(i)(C). We
codified state bankruptcy as a basis for
an application denial for the past
performance of an MA or Part D sponsor
in “Medicare Program; Contract Year
2023 Policy and Technical Changes to
the Medicare Advantage and Medicare
Prescription Drug Benefit Programs;
Policy and Regulatory Revisions in
Response to the COVID-19 Public
Health Emergency; Additional Policy
and Regulatory Revisions in Response to
the COVID-19 Public Health
Emergency,” which appeared in the
Federal Register on May 9, 2022 (87 FR
27704). We codified that requirement
because bankruptcy may result in the
closure of an organization’s operations
and entering into a new or expanded
contract with such an organization is
not in the best interest of the MA or
Prescription Drug programs or the
beneficiaries they serve. This concern is
equally applicable to both federal and
state bankruptcy, so we proposed to
revise the regulation so that applications
from MA organizations or Part D
sponsors that have filed for or are in

state or federal bankruptcy proceedings
may be denied on the basis of past
performance. In addition, we also
proposed to correct two technical issues
identified since the final rule was
published in May 2022. At
§422.502(b)(1)(i)(B), we proposed to
change the reference to the requirement
to maintain fiscally sound operations
from § 422.504(b)(14) to the correct
reference at §422.504(a)(14). We also
proposed to remove the duplication of
§422.502(b)(1)(i)(A) and (B).

We invited public comment on this
proposal and received several comments
in support of this proposal. We received
no comments opposing this proposal.
Therefore, we are finalizing this
proposal without modification.

III. Enhancements to the Medicare
Advantage and Medicare Prescription
Drug Benefit Programs

A. Effect of Change of Ownership
Without Novation Agreement
(§§422.550 and 423.551)

In accordance with standards under
sections 1857 and 1860 of the Act, each
Medicare Advantage (MA) organization
and Part D sponsor is required to have
a contract with CMS to offer an MA or
prescription drug plan. Further, section
1857(e)(1) and 1860D-12(b)(3)(D) of the
Act authorizes additional contract terms
consistent with the statute and which
the Secretary finds are necessary and
appropriate. Pursuant to this authority
and at the outset of the Part C and Part
D programs, we implemented
regulations at §§422.550 and 423.551,
respectively. These regulations require
the novation of an MA or Part D contract
in the event of a change of ownership
involving an MA organization or Part D
sponsor (63 FR 35106 and 70 FR 4561).

Our current regulations at §§422.550
and 423.551, as well as our MA
guidance under “Chapter 12 of the
Medicare Managed Care Manual—Effect
of Change of Ownership”’ 2 require that
when a change of ownership occurs, as
defined in the regulation, advance
notice must be provided to CMS and the
parties to the transaction must enter into
a written novation agreement that meets
CMS’s requirements. If a change of
ownership occurs and a novation
agreement is not completed and the
entities fail to provide advance
notification to CMS, the current
regulations at §§422.550(d) and
423.551(e) indicate that the existing
contract is invalid. Furthermore,
§§422.550(d) and 423.551(e) provide
that if the contract is not transferred to

2 https://www.cms.gov/Regulations-and-
Guidance/Guidance/Manuals/downloads/
mc86c12.pdf.


https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/downloads/mc86c12.pdf
https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/downloads/mc86c12.pdf
https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/downloads/mc86c12.pdf

Federal Register/Vol. 89, No. 79/Tuesday, April 23, 2024 /Rules and Regulations

30459

the new owner through the novation
agreement process, the new owner must
enter into a new contract with CMS after
submission of an MA or Part D
application, if needed.

The current regulations do not fully
address what happens when the
contract becomes “invalid” due to a
change of ownership without a novation
agreement and/or advance notice to
CMS, or in other words, what happens
to the existing CMS contract that was
held by the purchased entity. In that
circumstance, CMS would still
recognize the original entity as the
owner, even if the contract is now held
by a different entity. Therefore, we
proposed to revise §§ 422.550(d) and
423.551(e) to make it clear that in such
a circumstance, CMS may unilaterally
terminate the affected contract in
accordance with §§422.510(a)(4)(ix) and
423.509(a)(4)(ix), which establish that
failure to comply with the regulatory
requirements contained in part 422 or
part 423 (if applicable) is a basis for
CMS to unilaterally terminate an MA or
Part D contract.

In addition, we are strengthening
CMS’s enforcement authority regarding
this process through the proposed
amendments to §§422.550(d) and
423.551(e). Pursuant to CMS’s authority
under sections 1857 and 1860 of the
Act, we proposed to amend the
regulations at §§422.550(d) and
423.551(e) to outline the enforcement
process CMS will follow, which
includes imposing applicable sanctions
before terminating a contract that has a
change in ownership without a novation
agreement in accordance with CMS
requirements.

In the interest of protecting and
effectively managing the MA and Part D
programs, CMS, through either the
novation agreement or the application
process, must ensure that MA
organizations and Part D Sponsors—
through their respective legal entities—
are eligible to contract with CMS. If
CMS has no chance to assess the
qualifications of the new entity and a
change in ownership from one legal
entity to another occurs without CMS
approval of a novation agreement,
CMS'’s ability to ensure the integrity of
the MA and Part D programs and ability
to monitor a contract’s activity under
the new legal entity would be
compromised, thereby putting enrollees
at risk. Thus, any change in ownership
from one legal entity to another requires
CMS to determine whether the new
entity meets the statutory and regulatory
requirements for operating a contract
under the MA or Part D programs.

We proposed to impose enrollment
and marketing sanctions, as outlined in

§§422.750(a)(1) and (a)(3) and
423.750(a)(1) and (a)(3) on the affected
contract. Such sanctions will remain in
place until CMS approves the change of
ownership, (including execution of an
approved novation agreement) or the
contract is terminated. We also
proposed to provide an opportunity for
organizations to demonstrate that the
legal entity assuming ownership by way
of a change of ownership without a
novation agreement meets the
requirements set forth by our
regulations. This may be completed in
the following ways:

¢ If the new owner does not
participate in the same service area as
the affected contract, at the next
available opportunity, it must apply for
and be conditionally approved for
participation in the MA or Part D
program and, within 30 days of the
conditional approval (if not sooner),
submit the documentation required
under §§422.550(c) or 423.551(d) for
review and approval by CMS (note that
organizations may submit both the
application and the documentation for
the change of ownership concurrently);
or

e If the new owner currently
participates in the MA or Part D
program and operates in the same
service area as the affected contract, it
must, within 30 days of imposition of
intermediate sanctions, submit the
documentation required under
§§422.550(c) or 423.551(d) for review
and approval by CMS.

o If the new owner is not operating an
MA or Part D contract in the same
service area and fails to apply for an MA
or Part D contract in the same service
area at the next opportunity to apply,
the existing contract will be subject to
termination in accordance with
§§422.510(a)(4)(ix) or 423.509(a)(4)(x).
Or, if the new owner is operating in the
same service area and fails to submit the
required documentation within 30 days
of imposition of intermediate sanctions,
the existing contract will be subject to
termination in accordance with
§§422.510(a)(4)(ix) or 423.509(a)(4)(x).

Imposition of intermediate sanctions
under §§422.750(a)(1) and (a)(3) and
423.750(a)(1) and (a)(3) triggers the past
performance rules applicable under
§§422.502(b)(1) or 423.503(b)(1).
Imposition of intermediate sanctions is
a factor considered under CMS’s
evaluation and determination of an
organization’s information from a
current or prior contract during the MA
and Part D application process.

We solicited comments on these
proposals. We appreciate stakeholders’
input on the proposed changes. We

received the following comments and
have provided responses.

Comment: A commenter suggested
that CMS not terminate a contract when
a change of ownership has occurred
without notification to CMS, but rather
suggested CMS apply a substantial
penalty or fine to the new legal entity.

Response: In the interest of managing
the MA and Part D programs and
protecting all enrollees, CMS must
ensure, through the application process,
that MA organizations and Part D
sponsors are eligible to contract with
CMS. This is existing policy that is also
consistent with statutory requirements
under sections 1855 and 1857 and
1860D-12 of the Act. The option to
terminate the contract is a critical tool
for CMS to ensure that only qualified
entities can contract with CMS to serve
enrollees. Imposing a substantial
penalty or fine on the new owner would
not protect enrollees who are already in
MA or Part D plans that cannot
adequately serve them. Moreover, under
§§422.550(d)(2) and 423.551(e)(2),
entities can cure any deficiencies within
30 days of the imposition of
intermediate sanctions. If an entity
wishes to avoid termination, it will have
the opportunity to do so.

Comment: A commenter indicated
that the proposed approach should not
apply to those changes of ownership
that occur under the same parent
organization.

Response: In order to ensure the
integrity of the MA and Part D
programs, CMS must review any change
in ownership from one legal entity to
another, regardless of the relationship to
the parent organization, to confirm
whether the new legal entity meets the
regulatory requirements for operating a
contract in a given service area. As
previously indicated, our current
regulations at §§ 422.550 and 423.551,
as well as our MA guidance under
“Chapter 12 of the Medicare Managed
Care Manual—Effect of Change of
Ownership,” 3 require that when a
change of ownership occurs, as defined
in the regulation, advance notice must
be provided to CMS and the parties to
the transaction must enter into a written
novation agreement that meets CMS’s
requirements.

Comment: A commenter expressed
concern that CMS’s application
timelines would negatively impact
potential changes of ownership and
suggested instead that CMS not impose
the proposed sanctions or that CMS
implement the sanctions for a period of

3 https://www.cms.gov/Regulations-and-
Guidance/Guidance/Manuals/downloads/
mc86c12.pdf.
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time that is less time than the
application cycle.

Response: As previously noted, CMS
must determine whether the new legal
entity involved in the change in
ownership meets all CMS requirements
for operating a MA contract. CMS must
also have the opportunity to review and
evaluate the new entity. When a change
in ownership from one legal entity to
another occurs without CMS approval,
it compromises CMS’s ability to ensure
the integrity of the MA and Part D
programs and hampers CMS’s ability to
monitor a contract’s activity under the
new legal entity, thereby putting
enrollees at risk. The ability of CMS to
ensure that MA and Part D plans are
adequate to cover enrollees’ health care
needs outweighs concerns about
potential timeline issues.

We believe that our process provides
a sufficient opportunity for
organizations to demonstrate, and CMS
to determine, that they meet all CMS’s
requirements as set forth in our
regulations.

Comment: A commenter asked CMS
to clarify the types of sanctions that
would be applicable when a change of
ownership without novation agreement
occurs.

Response: CMS would impose
enrollment and marketing sanctions,
which are outlined in our regulations at
§422.750(a)(1) and (a)(3) and
§423.750(a)(1) and (a)(3). These
sanctions will remain in place until
CMS approves the change of ownership
(including execution of an approved
novation agreement) or the contract is
terminated.

After considering the comments
received and for the reasons discussed
in the proposed rule and our responses
to comments, we are finalizing our
proposal to amend the regulations at
§§422.550(d) and 423.551(e) with
technical corrections to the cross-
references proposed in § 423.551(e). The
cross-references in paragraphs (e)(1) and
(e)(2) have been corrected to reflect the
appropriate Part D sections in the final
regulatory text in this final rule. In
addition, we are finalizing minor
grammatical and organizational
revisions to the regulations to improve
the readability and clarity of the text.

B. Part D Global and Targeted
Reopenings (§§ 423.308 and 423.346)

1. Executive Summary
2. Provisions of the Proposed Regulation
(Preamble)

Pursuant to the authority under
section 1860D—-15(f)(1)(B) of the Act, the
Secretary has the right to inspect and
audit any books and records of a Part D

sponsor or MA organization that pertain
to the information regarding costs
provided to the Secretary. We stated in
the January 2005 Part D final rule (70 FR
4194, 4316) that this right to inspect and
audit would not be meaningful, if upon
finding mistakes pursuant to such
audits, the Secretary was not able to
reopen final payment determinations.
Therefore, we established that CMS may
rectify any final payment determination
issues in a reopening provision at
§423.346. In the January 2005 Part D
final rule, we established that a
reopening was at CMS’ discretion and
could occur within the following
timeframes after the final payment
determination was issued: (1) 12 months
for any reason, (2) 4 years for good
cause, or (3) at any time when there is
fraud or similar fault. We
operationalized this provision by
conducting program-wide reopenings
(that is, global reopenings) and, when
necessary, reopenings targeted to
specific sponsors’ contracts (that is,
targeted reopenings).

In our December 2022 proposed rule,
we proposed to codify the definitions of
“global reopening” and “targeted
reopening.” We also proposed to modify
the timeframe CMS may perform a
reopening for good cause from within 4
years to within 6 years to align with the
6-year overpayment look-back period
described at § 423.360(f) and to help
ensure that payment issues, including
overpayments, can be rectified. In
addition, we proposed to codify the
circumstances under which CMS will
notify the sponsor(s) of our intention to
perform a final payment determination
reopening and the requirement for CMS
to announce when it has completed a
reopening. We are finalizing our
proposed changes without
modifications.

a. Summary of the Current Process

Under the current process and under
§423.346, CMS performs a reopening of
a Part D payment reconciliation (that is,
the initial payment determination) as a
result of revisions of prescription drug
event (PDE) data and/or direct and
indirect remuneration (DIR) data due to
plan corrections, CMS system error
corrections, post reconciliation claims
activity, and audit and other post
reconciliation oversight activity. Based
on our experience in the Part D program
and the PDE and DIR data changes, we
understood that this process would
require CMS to perform an initial
payment determination reopening every
contract year.

By calendar year 2013, CMS had
reopened the 2006, 2007, and 2008 Part
D payment reconciliations and,

approximately 4 years after those
reopenings were completed, began
subsequent Part D payment
reconciliation reopenings (consistent
with the timing described at
§423.346(a)(2)). These reopenings
included all Part D contracts that met
the following criteria: (1) were in effect
during the contract year being reopened,
and (2) were either in effect at the time
CMS completed the reopening or, if
nonrenewed or terminated pursuant to
§423.507 through §423.510
(collectively referred to as ‘““terminated”
for the purposes of these reopening
provisions), had not completed the final
settlement process by the time CMS
completed the reopening. CMS has
referred to this type of program-wide
reopening as a “‘global reopening.” See,
for example, HPMS memorandum,
“Reopening of the 2006, 2007, and 2008
Part D Payment Reconciliations,” April
2, 2012 (available at https://
www.hhs.gov/guidance/sites/default/
files/hhs-guidance-documents/
part%20dreopeningannoucement
199.pdf).

In addition to “global reopenings,”
CMS has performed reopenings as part
of our process to correct certain issues.
We would consider performing a
reopening to correct issues such as those
associated with CMS-identified
problems with an internal CMS file that
CMS used in a Part D payment
reconciliation, a coverage gap discount
program reconciliation, or a reopening;
CMS corrections to a PDE edit that
impacted a specific plan type (for
example, EGWPs); fraud or similar fault
of the Part D sponsor or any
subcontractor of the Part D sponsor; or
a Part D sponsor’s successful appeal of
a reconciliation result. See, for example,
HPMS memorandum, ‘“‘Second
reopening of the 2011 Final Part D
Payment Reconciliation,” July 7, 2017
(available at https://www.hhs.gov/
guidance/sites/default/files/hhs-
guidance-documents/second
%20reopening % 200f
%20the%202011% 20part
%20d% 20reconciliation_final 403.pdf)
and HPMS memorandum, ‘“Reopening
of the 2014 Final Part D Reconciliation
for Employer Group Waiver Plans
(EGWPs),” January 11, 2017 (available at
https://www.hhs.gov/guidance/sites/
default/files/hhs-guidance-documents/
cy14%20egwp % 20reopen
ing%20announcement 01-11-17_
404.pdf). These reopenings are not
program-wide, but rather are targeted to
the Part D contracts that are impacted by
the particular issue that needs to be
addressed by CMS (that is, “targeted
reopenings”). The targeted reopenings
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are not performed on a predictable
schedule, and instead are utilized by
CMS in the confines of the reopening
timeframes described in the current
regulation at § 423.346(a)(1) through (3).

Although CMS has in recent
experience utilized targeted reopenings
as part of our process to correct certain
issues, under the current process, if a
particular issue was program-wide, CMS
would perform a global reopening to
address that issue. This global
reopening could be in addition to the
scheduled global reopening that CMS
has performed approximately 4 years
after the Part D payment reconciliation
for that year.

b. Aligning the Timing of Reopenings to
the Overpayment Look-Back Period

Pursuant to the current
§423.346(a)(2), CMS may reopen and
revise an initial or reconsidered final
payment determination within 4 years
after the date of the notice of the initial
or reconsidered determination to the
Part D sponsor, upon establishment of
good cause for reopening. As already
discussed, this paragraph (a)(2) has set
up our current global reopening
schedule. CMS performs the Part D
payment reconciliation (that is, the
initial payment determination) for a
contract year, and then within 4 years
of announcing the completion of that
reconciliation, CMS performs a global
reopening on that contract year.

This reopening process is used to
recoup overpayments associated with
PDE and DIR related overpayments.
Pursuant to the current overpayment
provision at §423.360(f), there is a
“look-back period” in which a Part D
sponsor must report and return any
overpayment identified within the 6
most recent completed payment years.
As described at §423.360, an
overpayment occurs after the
“applicable reconciliation.” The
applicable reconciliation refers to the
deadlines for submitting data for the
Part D payment reconciliation.

The following example illustrates the
timing of the look-back period. The
deadlines for submitting data for the
2021 Part D payment reconciliation
were in June 2022. Prior to the
deadlines for submitting data for the
2021 Part D payment reconciliation, a
PDE or DIR related overpayment could
not exist for 2021, and the latest year for
which an overpayment could occur was
2020. Therefore, prior to the deadlines
for submitting data for the 2021 Part D
payment reconciliation, the look-back
period was 2015—-2020.

This 6-year look-back period along
with the 4-year reopening timeframe
described at § 423.346(a)(2) results in

overpayments being reported for a
contract year after CMS has performed
the global reopening for that contract
year. Continuing the prior example, if a
Part D sponsor identified a PDE or DIR
related overpayment associated with
contract year 2016 in May 2022 (that is,
prior to the deadlines for submitting
data for the 2021 Part D payment
reconciliation), that overpayment falls
within the 2015-2020 look-back period,
and the sponsor would have reported
the overpayment to CMS mid-2022.
However, CMS completed the global
reopening of the 2016 Part D payment
reconciliation in January 2022. This
discrepancy between the 4-year
reopening timeframe and the 6-year
overpayment look-back period results in
operational challenges for CMS, as
discussed subsequently in this section.

CMS had described a process for
recouping PDE and DIR related
overpayments after the global reopening
for the contract year at issue had been
completed. In the preamble to our final
rule, “Contract Year 2015 Policy and
Technical Changes to the Medicare
Advantage and the Medicare
Prescription Drug Benefit Programs,” 79
FR 29843 (May 23, 2014) and in
subsequent subregulatory guidance, we
stated that overpayments reported after
the global reopening would be reported
by the sponsor with an auditable
estimate and that CMS would recoup
the overpayment by either requesting a
check or offsetting monthly prospective
payments for the amount provided in
the auditable estimate. See HPMS
memorandum, ‘“Reopening Process and
Updates to the PDE/DIR-related
Overpayment Reporting,” April 6, 2018
(available at https://www.hhs.gov/
guidance/sites/default/files/hhs-
guidance-documents/
hpms%2520memo_reopen%2520and
%25200verpay 04-06-2018_205.pdf).
For PDE and DIR related overpayments,
that approach presents challenges
primarily because sponsors have also
reported PDE and DIR related
underpayments after the global
reopening, which we do not have a
method to process other than the
reopening process.

We have contemplated doing targeted
reopenings to reconcile the changes in
PDE and DIR data, but that also presents
operational challenges. Targeted
reopenings are conducted using the
same payment reconciliation system
that conducts the Part D payment
reconciliation, the coverage gap
discount program reconciliation, and
the scheduled global reopening. Given
the volume of reporting after the
scheduled global reopening, it would be
challenging to find the time and

resources to run multiple targeted
reopenings.

Therefore, we proposed to modify
§423.346(a)(2) such that CMS may
reopen and revise an initial or
reconsidered final payment
determination after the 12-month period
(described at § 423.346(a)(1)), but within
6 years after the date of the notice of the
initial or reconsidered determination to
the Part D sponsor, upon an
establishment of good cause for
reopening. This change will allow CMS
to process all changes to PDE data and
DIR data after the overpayment look-
back period for a contract year. Once a
contract year falls outside of the look-
back period, we would perform the
global reopening for that contract year
within the new 6-year timeframe, to
recoup the PDE and DIR related
overpayments reported by sponsors for
that contract year (and process
underpayments).

Prior to the new reopening timeframe
going into effect, CMS will provide
operational guidance, as has been done
for past regularly scheduled global
reopenings. The following example
describes the timing for performing the
scheduled global reopening. The data
for the 2020 Part D payment
reconciliation was due in June 2021.
That reconciliation was completed in
November 2021. Assuming a 4-year
schedule, the DIR data for the contract
year 2020 global reopening would be
due to CMS by the end of July 2025,
PDE data would be due in September
2025, and the 2020 global reopening
would be completed the end of 2025 or
early 2026. However, the 2020 contract
year remains in the overpayment look-
back period through June 2027. Under
the 6-year timeframe, data for the 2020
global reopening would be due middle
to late 2027, and the global reopening
would be completed late 2027 or early
2028, after the 6-year look-back period.

Comment: We received a comment
that supported our proposal and our
efforts to align the look-back period
with the reopening timeframe.

Response: We thank the commenter
for the support.

Comment: A commenter stated that
while they do not have a conceptual
problem with expanding the timeframe
for overpayments associated with PDE
record data and DIR data, they were
concerned that looking back more than
4 years would result in administrative
costs that exceed the value of the
overpayment recoupment and
recommended that CMS withdraw the
proposal unless an analysis
demonstrates that the expanded
timeframe would result in overpayment
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recoupments that exceed increased
administrative costs.

Response: We are not, as the
commenter states, expanding the
timeframe for overpayments. Under the
existing requirements, described at
§423.360(f), sponsors are required to
report and return any overpayment
identified within the 6 most recently
completed payment years. To clarify, we
proposed to modify the reopening
timeframe, described at §423.346(a)(2),
which does not have any impact on the
existing timeframe for reporting and
returning overpayments.

We decline the commenter’s
recommendation to withdraw the
proposal unless an analysis
demonstrates that the expanded
timeframe would result in overpayment
recoupments that exceed increased
administrative costs. We do not believe
that expanding the reopening timeframe
from within 4 years to within 6 years
will result in any additional burden.
Additionally, the intent of the proposed
change is not strictly focused on
overpayment recoupment, but rather, is
a remedy to operational challenges
associated with the misalignment of the
overpayment look-back period and the
reopening timeframe.

Comment: A commenter expressed
concerns that DIR fees collected from
pharmacies challenge patient access and
pharmacies’ viability. The commenter
was concerned that extending the
timeframe at §423.346(a)(2) from within
4 years to within 6 years without any
guardrails or protections in place for
community pharmacies could lead to
instances in which sponsors take
advantage of the process to further claw
back payments from pharmacies. To
address this concern, the commenter
requested that CMS consider
establishing protections to prevent
sponsors from recouping pharmacy
overpayments.

Response: The intent of the proposed
change is to remedy operational
challenges associated with the
misalignment of the reopening
timeframe, described at §423.346(a)(2),
and 6-year overpayment look-back
period, described at §423.360(f). The
change in the reopening timeframe from
within 4 years to within 6 years does
not, in any way, change a sponsor’s
responsibility to report and return
overpayments within the 6-year look-
back period. The impact of DIR fees
collected from pharmacies, pharmacy
claw backs, and the recoupment of
overpayments from pharmacies are
outside of the scope of the proposed
change.

After consideration of comments, we
are finalizing the proposed requirements

related to aligning the timing of
reopenings to the overpayment look-
back period without modification.

c. Standards for Performing Global and
Targeted Reopenings

Consistent with the existing
regulation at §423.346(a) and (d),
reopenings are at CMS’s discretion.
Under the current process, CMS has
used its discretion to perform a
scheduled global reopening on a Part D
payment reconciliation within the
timeframe specified at §423.346(a)(2).
Given the significant time and costs
associated with conducting a reopening,
it is expected that CMS will use its
discretion to conduct a targeted
reopening (or an additional global
reopening for a program-wide issue)
only under limited circumstances. We
would contemplate using our discretion
to perform a targeted reopening (or an
additional global reopening) to correct
or rectify a CMS file or CMS-created
PDE edit-type issue, revise a payment
determination that was based on PDE
and/or DIR data that was submitted due
to fraudulent activity of the sponsor or
the sponsor’s contractor, or pursuant to
a successful appeal under § 423.350.
CMS will not use its discretion to
conduct a reopening to reconcile data
that will be, or should have been,
reconciled in the scheduled global
reopening, which would include data
from plan corrections, claims activity,
and audits completed after the deadline
to submit data for the scheduled global
reopening. In addition, we are unlikely
to conduct a reopening solely pursuant
to a sponsor’s request.

We proposed that in order to be
included in a reopening, a contract must
have been in effect (that is, receiving
monthly prospective payments and
submitting PDE data for service dates in
that year) for the contract year being
reopened. Intuitively, if a contract was
not in the reconciliation for a particular
contract year, it cannot be included in
the reopening of that contract year’s
reconciliation. We also proposed that if
CMS has sent a nonrenewed or
terminated contract the ‘“Notice of final
settlement,” as described at
§423.521(a), by the time CMS completes
the reopening, described at proposed
§423.346(f), CMS will exclude that
contract from that reopening. We
established the proposed exclusion
based on the timing of the issuance of
the “Notice of final settlement” and
completion of the reopening, as opposed
to the announcement of the reopening,
due to the potentially lengthy reopening
process and the likelihood that the
“Notice of final settlement” will be
issued prior to CMS completing the

reopening process. For example, under
the current timeframe for the scheduled
global reopening, CMS has typically
announced in the Spring and completed
the reopening in December of that year
or January of the next. During that
timeframe, nonrenewed or terminated
contracts will likely go through the final
settlement process, and as a result, will
not be able to complete the reopening
process. This is because, pursuant to
§423.521, after the final settlement
amount is calculated and the ‘“Notice of
final settlement” is issued to the Part D
sponsor, CMS will no longer apply
retroactive payment adjustments, and
there will be no adjustments applied to
amounts used in the calculation of the
final settlement amount. We proposed
to codify these inclusion criteria at
§423.346(g).

We also proposed at § 423.346(g)(2)
that, specifically for targeted
reopenings, CMS will identify which
contracts or contract types are to be
included in the reopening. This is
because targeted Part D contract
reopenings are impacted by the
particular issue that CMS needs to
address. Therefore, in order to be
included in a targeted reopening, the
Part D contract must have been
impacted by the issue that causes CMS
to perform a reopening. To date, most
targeted reopenings have been
performed because of a CMS-identified
issue that most sponsors were not aware
of prior to CMS completing the targeted
reopening. Accordingly, sponsors would
not be aware of this specific inclusion
criteria unless CMS informed the
sponsors of the CMS-identified issue
and the sponsors’ contracts were
impacted. Therefore, we proposed that
CMS notify sponsors of this specific
inclusion criteria via the proposed
reopening notification and/or the
proposed reopening completion
announcement.

We did not receive comments on this
section of the proposal and are
finalizing the proposed requirements
related to the standards for performing
global and targeted reopenings without
modification.

c. Reopening Notification and
Reopening Completion Announcement

We proposed to add new paragraphs
(e) and (f) at § 423.346 to codify our
existing policy regarding reopening
notifications and reopening completion
announcements, respectively. We
proposed to codify at § 423.346(e) that
CMS will notify the sponsor(s) that will
be included in the global or targeted
reopening of its intention to perform a
global or a targeted reopening—that is,
the sponsor would receive prior notice
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of the reopening—only when it is
necessary for the sponsor(s) to submit
PDE data and/or DIR data prior to the
reopening. In contrast, if it is not
necessary for the sponsor(s) to submit
data prior to a reopening, we proposed
to notify the sponsor(s) only after CMS
completes the reopening. For example,
if CMS identifies an error in an internal
CMS file that CMS used in the
reconciliation or reopening, CMS may
correct that file and reopen (holding all
other data originally used constant),
without the need for the sponsor(s) to
submit PDE data or DIR data. See, for
example, HPMS memorandum, ‘“Second
reopening of the 2011 Final Part D
Payment Reconciliation,” July 7, 2017
(available at https://www.hhs.gov/
guidance/sites/default/files/hhs-
guidance-documents/
second%20reopening

%200f%20the% 202011
%20part%20d % 20reconciliation_final
403.pdf).

We proposed at § 423.346(e)(1) that
CMS will include in the notification the
deadline for submitting PDE data and/
or DIR data to be included in the
reopening. We also proposed that the
deadline to submit this data will be at
least 90 calendar days after the date of
the notice.

In addition, we proposed at
§423.346(e)(2) that the reopening
notification will include inclusion
criteria in the form of a description of
the contract(s) (either specifically by
contract number or generally by
contract-type or contract status) that
will be included in the reopening. This
will put a sponsor on notice of whether
its contracts are included in the
reopening.

We proposed to codify at § 423.346(f)
that CMS will announce when it has
completed a reopening, including in
cases where CMS issued a notice under
proposed paragraph (e). This
announcement is consistent with
existing policy and past practice. At
paragraph (f)(1), we proposed to specify
that CMS will provide a description of
the data used in the reopening. As in
past reopenings, this data could include
PDE data described by the processed
date on the Prescription Drug Front-end
System (PDFS) response report, DIR
data described by the date received in
the Health Plan Management System
(HPMS), as well as any other relevant
data used to perform the reopening.

At paragraph §423.346(f)(2), we
proposed to include in the
announcement a statement of the
contract(s) (either specifically by
contract number or generally by
contract-type or contract status) that
were included in the reopening,

consistent with proposed
§423.346(e)(2). We proposed to specify
which contracts or contract types are
included in the reopening in both the
announcement of the completion of the
reopening and the reopening
notification because CMS’ proposal
would not require issuing a reopening
notification when it is not necessary for
the sponsor(s) to submit PDE data and/
or DIR data prior to the reopening.

At paragraph §423.346(f)(3), we
proposed to include in the
announcement of the completion of the
reopening the date by which reports
describing the reopening results will be
available to the sponsor. In addition, at
paragraph (f)(4), we proposed to include
the date by which a sponsor must
submit an appeal, pursuant to § 423.350,
if the sponsor disagrees with the
reopening results.

We did not receive comments on this
section of the proposal and are
finalizing the proposed requirements
related to the reopening notification and
the announcement of the completion of
the reopening without modification.

d. Definitions of “Global Reopening”
and “Targeted Reopening”

We proposed to establish definitions
of global reopening and targeted
reopening at § 423.308. We proposed to
define a global reopening as a reopening
under §423.346 in which CMS includes
all Part D sponsor contracts that meet
the inclusion criteria described at
proposed §423.346(g). We proposed to
define a targeted reopening as a
reopening under §423.346 in which
CMS includes one or more (but not all)
Part D sponsor contracts that the meet
the inclusion criteria described at
proposed § 423.346(g). Finally,
consistent with these proposed
definitions, we proposed to include the
terms ‘“‘global reopening” and “targeted
reopening” at the beginning of existing
§423.346(a) to clarify that the
reopenings that CMS may perform
under § 423.346(a) may be global or
targeted, as defined in proposed
§423.308.

Comment: We received a comment
supporting our proposal to codify the
definitions of “global reopening’” and
“‘targeted reopening.”

Response: We thank the commenter
for the support.

We are finalizing the proposed
definitions of “global reopening” and
“targeted reopening” without
modification.

The proposals described in this
section of the final rule are consistent
with our current guidance and
requirements. None of the proposed
changes would place additional

requirements on Part D sponsors, nor do
the proposed changes to §§423.308 and
423.346 place any additional burden on
the Part D sponsors or their pharmacy
benefit managers (PBMs). Our proposed
rule does not change the extent to which
Part D sponsors comply with the
reopening process. Part D sponsors’
compliance with this reopening process
is evidenced by each Part D sponsor’s
signed attestation certifying the cost
data (pursuant to §423.505(k)(3) and
(5)) that CMS uses in each of the
reopenings. In addition, the burden
associated with the submission of cost
data is already approved under the OMB
control numbers 0938-0982 (CMS—
10174) and 0938—0964 (CMS—10141).
Therefore, as our changes do not result
in additional burden, we have not
included a discussion a of this provision
in the COI section of this rule. In
addition, we are not scoring this
provision in the Regulatory Impact
Analysis section because industry is
already complying with this process.

Based on the comments received and
for the reasons outlined in the proposed
rule and our responses to comments, we
are finalizing the proposed changes to
the reopening provision at § 423.346
and the related changes to §423.308
without modification.

C. Medicare Final Settlement Process
and Final Settlement Appeals Process
for Organizations and Sponsors That
Are Consolidating, Nonrenewing, or
Otherwise Terminating a Contract
(§§ 422.500(b), 422.528, 422.529,
423.501, 423.521, and 423.522)

In our December 2022 proposed rule,
we proposed to amend 42 CFR part 422,
subpart K, and part 423, subpart K, to
codify in regulation our final settlement
process for Medicare Advantage (MA)
organizations and Part D sponsors
whose contracts with CMS have been
consolidated with another contract,
nonrenewed, or otherwise terminated.
As described subsequently in this
section, we are finalizing our proposed
changes.

Sections 1857(a) and 1860D-12(b)(1)
of the Act require contracts between
CMS and the legal entity that offers,
respectively, one or more MA plans or
Part D plans to beneficiaries. Sections
1857(e)(1) and 1860D—12(b)(3)(D)(i) of
the Act provide that these contracts
shall contain terms and conditions that
the Secretary may find necessary and
appropriate in addition to the applicable
requirements and standards set forth in
the statute and the terms of payment set
by the statute. At Part 422, subpart K,
and Part 423, subpart K, we have
codified provisions relating to the
contracts between CMS and MA
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organizations and Part D sponsors,
including a description of minimum
terms that must be included in the
contract; the duration of contracts;
minimum enrollment, reporting, and
prompt payment requirements; and
provisions regarding the consolidation,
nonrenewal, or termination of a
contract. In addition, these contracts
require compliance with the regulations
governing the program, which are
adopted as standards implementing and
interpreting the statutory requirement
and as new terms and conditions that
are not inconsistent with, and necessary
and appropriate for administration of,
the MA and Part D programs. This final
rule will add to those requirements.

CMS makes monthly payments to MA
organizations and Part D sponsors for
each beneficiary enrolled in a plan for
that month. If there is an update to the
payment amount that was paid for a
month, CMS will make an adjustment to
a month’s payment for a beneficiary in
a later month. For example, if a
beneficiary’s Medicaid eligibility for a
month is changed, CMS will recalculate
the payment for that month after receipt
of the updated Medicaid eligibility
status for a beneficiary and make a
retroactive payment update to that
month’s payment in a later month. In
addition, CMS reconciles a number of
different payment amounts after
specified periods of time to permit plan
data submission for a payment year as
described subsequently in this section.
These reconciliations typically take
place the year after a payment year and
result in retroactive payment
adjustments for the prior payment year.

Generally, MA organizations and Part
D sponsors continue to offer plans to
beneficiaries from one year to the next.
From time to time, a contract between
CMS and an MA organization or Part D
sponsor may consolidate, nonrenew, or
otherwise terminate as a result of a plan-
initiated termination, mutual
termination, or CMS-initiated
termination. Once a contract has
consolidated, nonrenewed, or otherwise
terminated, the retroactive payment
adjustments for a year that would have
been made had the contract remained in
effect are not paid to the MA
organization or Part D sponsor but are
held until after the reconciliations for
the final payment year are calculated as
described subsequently in this section.
After such time, all retroactive
adjustments to payment for the
consolidated, nonrenewed, or otherwise
terminated contract are totaled and
either a net payment amount is made to
the MA organization or Part D sponsor,

or an amount is charged to the MA
organization or Part D sponsor.4

The process used to determine the
final net payments for an MA
organization or Part D sponsor, provide
notice of these amounts to the MA
organization or Part D sponsor,
adjudicate disputes, and receive or
remit payment constitutes the final
settlement process and begins at least 18
months following the end of the last
contract year in which the contract was
in effect.

Before CMS determines the final
settlement amount owed to or from an
MA organization or Part D sponsor
whose contract has consolidated,
nonrenewed, or otherwise terminated,
CMS first completes a series of
reconciliation activities and calculates
the related payment adjustments for
both consolidated, nonrenewed, or
otherwise terminated contracts as well
as ongoing contracts: (1) MA risk
adjustment reconciliation (described in
§422.310(g)), (2) Part D annual
reconciliation (described in §§423.336
and 423.343), (3) Coverage Gap Discount
Program annual reconciliation
(described in § 423.2320), and (4)
medical loss ratio (MLR) report
submission and remittance calculation
(described in §§422.2460, 422.2470.
423.2460, and 423.2470). Each
individual reconciliation process allows
the MA organization or Part D sponsor
to raise concerns about the calculation
of that particular reconciliation amount.
Once each reconciliation is complete
and no errors have been identified, the
MA organization or Part D sponsor is
presumed to accept that reconciliation
amount and it is not reconsidered
during the final settlement process.

For a given consolidated,
nonrenewed, or otherwise terminated
contract, the final settlement amount is
then calculated by summing the
applicable reconciliation amounts from
these 4 processes and any retroactive
payment adjustments that accumulated
after a contract has consolidated,
nonrenewed, or otherwise terminated.
Note that these reconciliation amounts
represent all of the reconciliation
amounts that could be included in the
final settlement calculation. Whether
each reconciliation amount will factor
into the final settlement amount for a
particular contract will depend on the
specifics of that contract. For example,
MA risk adjustment reconciliation

4In the case of a bankrupt or liquidated plan that
owes CMS money, CMS still completes the
reconciliations, final settlement process, and issues
a notice of final settlement, but refers the plan to
the Department of Justice to collect the money
owed.

would not be performed for a
prescription drug plan contract.

The final settlement adjustment
period is the period of time between
when the contract consolidates,
nonrenews, or otherwise terminates and
the date the MA organization or Part D
sponsor is issued a notice of the final
settlement amount (also referred to
herein as the notice of final settlement).
The length of the final settlement period
is determined by the time it takes for
these reconciliations and related
payment adjustments to be completed.
During this time, CMS continues to
calculate payment adjustments that
reflect changes in beneficiary status.5
CMS tracks all payment adjustments for
a terminated contract for use in the final
settlement for that contract.

The final settlement adjustment
period ends on the date on the notice of
final settlement that CMS issues to MA
organizations and Part D sponsors. At
the end of the final settlement
adjustment period, CMS will no longer
make adjustments to reconciliations for
a contract that has consolidated,
nonrenewed, or otherwise terminated,
that would otherwise have been made
for a continuing contract. Once the
notice of final settlement has been
issued, contracts that have been
consolidated, nonrenewed, or otherwise
terminated will also be excluded from
reopenings, including program-wide
reopenings, or reconciliations for prior
payment years when the contract was in
effect. For example, under § 423.346,
CMS has the authority to reopen and
revise an initial or reconsidered Part D
final payment determination, including
the Part D reconciliation amounts
included in the final settlement amount,
for a prior payment year. However, this
reopening would not apply to
consolidated, nonrenewed, or otherwise
terminated contracts that have already
received a notice of final settlement.
This allows CMS to largely close out
any outstanding financial
responsibilities associated with
consolidated, nonrenewed, or otherwise
terminated contracts, either on the part
of CMS or on the part of the MA
organization or Part D sponsor.®

After determining the final settlement
amount, CMS issues a notice of final
settlement to the MA organization or
Part D sponsor for each contract that has
consolidated, nonrenewed, or otherwise

5 A beneficiary profile status change reflects a
change in a beneficiary’s economic or health status,
such as low-income status for Part D, Medicaid
status, Hospice or ESRD status.

6Once a contract has completed final settlement,
the MA organization or Part D sponsor may still
have financial responsibilities under any other
applicable statute or regulation.
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terminated, even if the final settlement
amount is $0. The notice of final
settlement explains whether the MA
organization or Part D sponsor will
receive or owe a final settlement amount
and provides the information needed to
conduct the associated financial
transaction. The notice of final
settlement includes the information
CMS used to calculate the final
settlement amount, including the
payment adjustments that are reported
on all monthly membership reports
created from the date the contract ended
until the month the final settlement
amount was calculated. It also includes
information on the process and timeline
for requesting a review concerning the
accuracy of the final settlement amount
calculation.

In our proposed rule, we proposed to
codify longstanding and existing
guidance pertaining to procedures for
the final settlement process described in
the previous paragraphs. In addition, we
proposed to add a new appeals process
for MA organizations or Part D sponsors
that disagree with the final settlement
amount. MA organizations or Part D
sponsors may request an appeal of the
final settlement amount within 15
calendar days of the date of issuance of
the notice of final settlement. We
believe that will provide organizations
with sufficient time to request an
appeal, as MA organizations and Part D
sponsors will already be aware of the
reconciliation amounts that factor into
the final settlement amount at the time
the notice of final settlement is issued,
and requiring a request for appeal
within this timeframe will help ensure
accurate and timely payment of final
settlement amounts. If an MA
organization or Part D sponsor agrees
with the final settlement amount, no
response will be necessary or required.
Failure to request appeal within 15
calendar days of the date of issuance of
the notice of final settlement will
indicate acceptance of the final
settlement amount. We strongly
encourage MA organizations and Part D
sponsors to communicate their
acceptance to CMS to facilitate prompt
payment.

Finally, in addition to codifying our
longstanding and existing review
process under which MA organizations
and Part D sponsors are able to request
a reconsideration of CMS’s final
settlement amount calculation, we
proposed to add two additional levels of
appeal: (1) an informal hearing
conducted by the CMS Office of
Hearings to review CMS’s initial
determination, following a request for
appeal of the reconsideration of CMS’s
initial determination, and (2) a review

by the CMS Administrator of the
hearing officer’s determination if there
is an appeal of the hearing officer’s
determination. We believe that these
additional levels of appeal will afford
MA organizations and Part D sponsors
sufficient opportunities to present
objections to the calculation of the final
settlement amount. This additional
process will only be available to appeal
CMS’s final settlement amount
calculation and will not be used to
review any prior payments or
reconciliation amounts. MA
organizations and Part D sponsors
seeking review of prior payments or
reconciliation amounts must do so
during the appropriate reconciliation
process. CMS believes that these
additional levels of appeal will only be
used in exceptional circumstances given
the narrow, mathematical nature of the
final settlement process. We anticipate
that calculation errors will be rare, and,
if they do occur, that they will be
quickly corrected to the mutual
satisfaction of both parties without a
need for further review.

1. Process for MA Organizations and
Part D Sponsors That Do Not Request an
Appeal

If an MA organization or Part D
sponsor that owes a final settlement
amount to CMS does not request an
appeal or provides an optional response
acknowledging and confirming the
amount owed to CMS within 15
calendar days of the date of the notice
of final settlement, the MA organization
or Part D sponsor will be required to
remit full payment to CMS within 120
calendar days of receiving the notice of
final settlement. If an MA organization
or Part D sponsor is owed money and
does not appeal the final settlement
amount, CMS will remit payment to the
MA organization or Part D sponsor
within 60 calendar days of the date of
issuance of the notice of final
settlement. If an MA organization or
Part D sponsor does not owe or is not
owed a final settlement amount and
does not request an appeal of the $0
final settlement amount within 15
calendar days of the date of issuance of
the notice of final settlement, no further
actions will occur. If an MA
organization or Part D sponsor does not
appeal the final settlement amount
indicated in the notice of final
settlement within 15 calendar days of
the issuance of the notice of final
settlement, no subsequent requests for
appeal will be considered.

CMS did not receive comments on
this section of the proposal.

2. Process for Appealing the Final
Settlement Amount

In cases in which the MA
organization or Part D sponsor submits
a request for an appeal of the final
settlement amount within 15 calendar
days of the date of the notice of final
settlement, the MA organization or Part
D sponsor will have to specify the
calculation with which they disagree
and the reasons for their disagreement,
as well as provide evidence supporting
the assertion that CMS’s calculation of
the final settlement amount described in
the notice of final settlement is
incorrect. MA organizations and Part D
sponsors will not be able to submit new
reconciliation data or data that was
submitted to CMS after the final
settlement notice was issued. CMS will
not consider information submitted for
the purpose of retroactively adjusting a
prior reconciliation.

CMS will not accept requests for
appeal that are submitted more than 15
calendar days after the date of issuance
of the notice of final settlement. As
noted previously, if an MA organization
or Part D sponsor does not reply within
15 calendar days, they will be deemed
to accept the final settlement amount
indicated in the notice of final
settlement.

Once CMS has reconsidered the
calculation of the final settlement
amount in light of the evidence
provided by the MA organization or Part
D sponsor, CMS will provide written
notice of the reconsideration decision to
the MA organization or Part D sponsor.

If the MA organization or Part D
sponsor does not agree with CMS’s
reconsideration decision, it will be able
to request an informal hearing from a
CMS hearing officer. The MA
organization or Part D sponsor will have
to submit a request for review within 15
calendar days of the date of CMS’s
reconsideration decision. The MA
organization or Part D sponsor will be
required to provide a copy of CMS’s
decision, the findings or issues with
which it disagrees, and the reasons why
it disagrees with CMS’s decision. As the
hearing officer’s review will be limited
to a review of the existing record, the
MA organization or Part D sponsor will
not be able to submit new evidence to
support its assertion that CMS’s
calculation of the final settlement
amount described in the notice of final
settlement is incorrect in addition to the
evidence submitted during CMS’s
reconsideration.

The CMS hearing officer will provide
written notice of the time and place of
the informal hearing at least 30 days
before the scheduled date and the CMS
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reconsideration official will provide a
copy of the record that was before CMS
when CMS made its reconsideration
decision to the hearing officer. The CMS
hearing officer will not receive new
testimony or accept new evidence in
addition to the evidence submitted by
the MA organization or Part D sponsor
during CMS’s reconsideration to
support its assertion that CMS’s
calculation of the final settlement
amount is incorrect.

Once the hearing officer has reviewed
the record, the hearing officer will send
a written decision to the MA
organization or Part D sponsor
explaining the basis of the hearing
officer’s decision. The hearing officer’s
decision will be final and binding
unless the decision is reversed or
modified by the CMS Administrator.

If the MA organization or Part D
sponsor does not agree with the hearing
officer’s decision, they will be able to
request an additional, final review from
the CMS Administrator. The MA
organization or Part D sponsor will have
to submit a request for review within 15
calendar days of the date of the issuance
of CMS hearing officer’s decision. The
MA organization or Part D sponsor will
be able to submit written arguments to
the Administrator for review but will
not be able to submit evidence in
addition to the evidence submitted
during CMS’s reconsideration.

The CMS Administrator will have the
discretion to elect to review the hearing
officer’s decision or decline to review
the hearing officer’s decision within 30
calendar days of receiving the request
for review. If the Administrator declines
to review the hearing officer’s decision,
the hearing officer’s decision will be
final and binding. If the Administrator
elects to review the hearing officer’s
decision and any written argument
submitted by the MA organization or
Part D sponsor, the Administrator will
review the information included in the
record of the hearing officer’s decision
and any written argument submitted by
the MA organization or Part D sponsor.
Based on this review, the Administrator
may uphold, reverse, or modify the
hearing officer’s decision. The
Administrator’s decision will be final
and binding and no other requests for
review will be considered.

If an MA organization or Part D
sponsor requests an appeal of the final
settlement amount, the financial
transaction associated with the issuance
or payment of the final settlement
amount will be stayed until all appeals
are exhausted. Once all levels of appeal
are exhausted or the MA organization or
Part D sponsor fails to request further
review within the 15-day timeframe,

CMS will communicate with the MA
organization or Part D sponsor to
complete the financial transaction
associated with the issuance or payment
of the final settlement amount, as
appropriate.

At all levels of review, the MA
organization or Part D sponsor’s appeal
will be limited to CMS’s calculation of
the final settlement amount. CMS will
not consider information submitted for
the purposes of retroactively adjusting a
prior reconciliation. The MA
organization or Part D sponsor will bear
the burden of proof by providing
evidence demonstrating that CMS’s
calculation of the final settlement
amount is incorrect.

CMS did not receive comments on
this section of the proposal.

3. Proposed Amendments to Regulations
(§§422.500(b), 422.528, 422.529,
423.501, 423.521, and 423.522)

a. Definitions

We proposed to amend §§422.500(b)
and 423.501 to add several definitions
relevant for the codification of the final
settlement process.

First, we proposed to add a definition
for the term final settlement amount,
which will be the final payment amount
CMS calculates and ultimately pays to
the MA organization or Part D sponsor
or that an MA organization or Part D
sponsor pays to CMS for a Medicare
Advantage or Part D contract that has
terminated through consolidation,
nonrenewal, or other termination. The
proposed definition provides that CMS
will calculate the final settlement
amount by summing retroactive
payment adjustments for a contract that
accumulate after that contract
consolidates nonrenews, or otherwise
terminates, but before the calculation of
the final settlement amount, including
the applicable reconciliation amounts
that have been completed as of the date
the notice of final settlement has been
issued, without accounting for any data
submitted after the data submission
deadlines for calculating the
reconciliation amounts. These
reconciliation amounts used in this
process are: (1) MA risk adjustment
reconciliation (described in §422.310),
(2) Part D annual reconciliation
(described in §§423.336 and 423.343),
(3) Coverage Gap Discount Program
annual reconciliation (described in
§423.2320), and (4) MLR report
submission, including calculation of
remittances (described in §§422.2470
and 423.2470).

We proposed to add a definition for
the term final settlement process as the
process by which CMS will calculate

the final settlement amount for a
Medicare Advantage or Part D contract
that has been consolidated,
nonrenewed, or otherwise terminated,
issue the final settlement amount along
with supporting documentation
(described previously in section XXX)
in the notice of final settlement to the
MA organization or Part D sponsor,
receive responses from MA
organizations and Part D sponsors
requesting an appeal of the final
settlement amount, and take final
actions to adjudicate an appeal (if
requested) and make payments to or
receive final payments from MA
organizations or Part D sponsors. The
proposed definition of final settlement
process will specify that the final
settlement process begins after all
applicable reconciliations have been
completed.

b. Final Settlement Process and
Payment

We proposed to add §§422.528 (for
MA) and 423.521 (for Part D) to our
regulations to codify our process for
notifying MA organizations and Part D
sponsors of the final settlement amount
and how payments to or from CMS will
be made.

CMS will calculate and notify MA
organizations and Part D sponsors of the
final settlement amount. At paragraph
(a) of proposed §§422.528 (for MA) and
423.521 (for Part D), we proposed to
codify that CMS will send a notice of
final settlement to MA organizations
and Part D sponsors. Specifically,
proposed paragraphs (a)(1), (a)(2), (a)(3),
and (a)(4) specify that the notice will
contain at least the following
information: a final settlement amount;
relevant banking and financial mailing
instructions for MA organizations and
Part D sponsors that owe CMS a final
settlement amount; relevant CMS
contact information; and a description
of the steps for the MA organizations or
Part D sponsor to request an appeal of
the final settlement amount calculation.

At paragraph (b) of proposed
§§422.528 and 423.521, we proposed to
establish that MA organizations and Part
D sponsors will have 15 calendar days
from the date of issuance of the notice
to request an appeal. We proposed at
paragraphs (b)(1) and (b)(2) of these new
regulation sections that, if an MA
organization or Part D sponsor agrees
with the final settlement amount, no
response will be required, and that, if an
MA organization or Part D sponsor does
not request an appeal within 15
calendar days, CMS will not consider
any subsequent requests for appeal of
the final settlement amount.
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At paragraph (c) of proposed
§§422.528 and 423.521, we proposed to
codify the actions that will take place if
an MA organization or Part D sponsor
does not appeal the final settlement
amount. Specifically, at paragraph
(c)(1), we proposed to specify that, if an
MA organization or Part D sponsor
owed a final settlement amount from
CMS does not appeal, CMS will remit
payment within 60 calendar days of the
date of the issuance of the notice of final
settlement. At proposed paragraph
(c)(2), we proposed that an MA
organization or Part D sponsor that owes
money to CMS and does not appeal will
have to remit payment in full to CMS
within 120 calendar days from issuance
of the notice of final settlement. We
further specify that an MA organization
or Part D sponsor that does not appeal
and does not remit payment within 120
calendar days of issuance of the notice
will be subject to having any debts owed
to CMS referred to the Department of
the Treasury for collection.”

At paragraph (d) of proposed
§§422.529 (for MA) and 423.522 (for
Part D), we proposed to establish the
actions following submission of a
request for an appeal that will be taken.

At paragraph (e) of proposed
§§422.529 (for MA) and 423.522 (for
Part D), we proposed that after the final
settlement amount is calculated and the
notice of final settlement is issued to the
MA organization or Part D sponsor,
CMS will no longer apply retroactive
payment adjustments for the terminated
contract and there will be no
adjustments applied to the final
settlement amount.

c. Requesting an Appeal of the Final
Settlement Amount

We proposed to add §§422.529 (for
MA) and 423.522 (for Part D) to our
regulations to codify that an MA
organization or Part D sponsor will be
able to request an appeal of the
calculation of the final settlement
amount, and the process and
requirements for making such a request.

At paragraph (a) of proposed
§§422.529 and 423.522, we proposed to
establish requirements that will apply to
MA organizations’ and Part D sponsors’
requests for appeal of the final
settlement amount calculation.

Specifically, at proposed paragraph
(a)(1), we proposed to establish the
process under which an MA
organization or Part D sponsor may

71In the case of a bankrupt or liquidated plan that
owes CMS money, CMS still completes the
reconciliations and the final settlement process and
issues a notice of final settlement, but refers the
plan to the Department of Justice to collect the
money owed.

request reconsideration of the final
settlement amount. We proposed to
specify that the 15-calendar-day period
for filing the request will begin on the
date the notice of final settlement from
CMS is issued. We also proposed that
MA organizations and Part D sponsors
will have to include in their request: (1)
the calculation with which they
disagree and (2) evidence supporting the
assertion that the CMS calculation of the
final settlement amount is incorrect. We
further specify that CMS will not
consider (for purposes of retroactively
adjusting a prior reconciliation), and
MA organizations and Part D sponsors
should not submit, new reconciliation
data or data that was submitted to CMS
after the final settlement notice was
issued.

At proposed paragraph (a)(1)(iii), we
proposed to establish that the CMS
reconsideration official will review the
final settlement calculation and
evidence timely submitted by the MA
organization or Part D sponsor
supporting the assertion that the CMS
calculation of the final settlement
amount is incorrect. We further
proposed to establish that the CMS
reconsideration official will inform the
MA organization or Part D sponsor of
their decision on the reconsideration in
writing and that their decision will be
final and binding unless the MA
organization or Part D sponsor requests
a hearing officer review.

At proposed paragraph (a)(2), we
proposed to establish that MA
organizations and Part D sponsors that
disagree with CMS’s reconsideration
decision under paragraph (a)(1) of this
section will be able to request an
informal hearing by a CMS hearing
officer.

Specifically, at paragraph (a)(2)(i), we
establish that MA organizations and Part
D sponsors will have to submit their
requests for an informal hearing within
15 calendar days of the date of the
reconsideration decision. At paragraph
(a)(2)(ii), we proposed that MA
organizations and Part D sponsors will
have to include in their request a copy
of CMS’s decision, the specific findings
or issues with which they disagree, and
the reasons for which they disagree. At
paragraph (a)(2)(iii), we proposed to
establish the informal hearing
procedures. Specifically, we proposed
that the CMS hearing officer will
provide written notice of the time and
place of the informal hearing at least 30
calendar days before the scheduled date
and the CMS reconsideration official
will provide a copy of the record that
was before CMS when CMS made its
reconsideration decision to the hearing
officer. We further proposed that the

hearing will be conducted by a hearing
officer who will neither receive
testimony nor accept new evidence. We
finally proposed that the hearing officer
will be limited to the review of the
record that CMS had when making its
decision. At paragraph (a)(2)(iv), we
proposed that the CMS hearing officer
will send a written decision to the MA
organization or Part D sponsor
explaining the basis for the decision. At
proposed paragraph (a)(2)(v), we
proposed to establish that the hearing
officer’s decision is final and binding,
unless the decision is reversed or
modified by the CMS Administrator.

We further proposed to establish at
paragraph (a)(3) that MA organizations
and Part D sponsors that disagree with
the hearing officer’s decision will be
able to request a review by the CMS
Administrator.

At paragraph (a)(3)(i), we establish
that MA organizations and Part D
sponsors will have to submit their
requests for a review by the
Administrator within 15 calendar days
of the date of the decision and may
submit written arguments to the
Administrator for review. At paragraph
(a)(3)(ii), we proposed that the CMS
Administrator will have the discretion
to elect or decline to review the hearing
officer’s decision within 30 calendar
days of receiving the request for review.
We further proposed that if the
Administrator declines to review the
hearing officer’s decision, the hearing
officer’s decision will be final and
binding. We proposed at paragraph
(a)(3)(iii) that, if the Administrator
elects to review the hearing officer’s
decision, the Administrator will review
the hearing officer’s decision, as well as
any information included in the record
of the hearing officer’s decision and any
written arguments submitted by the MA
organization or Part D sponsor, and
determine whether to uphold, reverse,
or modify the decision. At proposed
paragraph (a)(3)(iv), we proposed that
the Administrator’s determination will
be final and binding.

At proposed paragraph (b), we
proposed to establish the matters subject
to appeal and that an MA organization
or Part D sponsor bears the burden of
proof. At proposed paragraph (b)(1), we
proposed to establish that the Part D
sponsor’s appeal will be limited to
CMS’s calculation of the final settlement
amount. We further proposed that CMS
will not consider information submitted
for the purposes of retroactively
adjusting a prior reconciliation. At
proposed paragraph (b)(2), we proposed
that the MA organization or Part D
sponsor will bear the burden of proof by
providing evidence demonstrating that
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CMS’s calculation of the final settlement
amount is incorrect.

At proposed paragraph (c), we
proposed that if an MA organization or
Part D sponsor requests an appeal of the
final settlement amount, the financial
transaction associated with the issuance
or payment of the final settlement
amount will be stayed until all appeals
are exhausted. Once all levels of appeal
are exhausted or the MA organization or
Part D sponsor fails to request further
review within the 15-calendar-day
timeframe, CMS will communicate with
the MA organization or Part D sponsor
to complete the financial transaction
associated with the issuance or payment
of the final settlement amount, as
appropriate.

Proposed paragraph (d) clarifies that
nothing in this section will limit an MA
organization or Part D sponsor’s
responsibility to comply with any other
applicable statute or regulation.

CMS did not receive comments on
this section of the proposal.

Based on the lack of comments
received, we are finalizing the additions
to §§422.500(b), 422.528, 422.529,
423.501, 423.521, and 423.522 to codify
the final settlement process as proposed.

D. Civil Money Penalty Methodology
(§§422.760 and 423.760)

Sections 1857(g)(3)(A) and 1860D—
12(b)(3)(E) of the Act provide CMS with
the ability to impose Civil Money
Penalties (CMPs) of up to $25,000 per
determination (determinations are those
which could otherwise support contract
termination, pursuant to §422.509 or
§423.510), as adjusted annually under
45 CFR part 102, when the deficiency
on which the determination is based
adversely affects or has the substantial
likelihood of adversely affecting an
individual covered under the
organization’s contract. Additionally, as
specified in §§ 422.760(b)(2) and
423.760(b)(2), CMS is permitted to
impose CMPs of up to $25,000, as
adjusted annually under 45 CFR part
102, for each enrollee directly adversely
affected or with a substantial likelihood
of being adversely affected by a
deficiency. CMS has the authority to
issue a CMP up to the maximum
amount permitted under regulation, as
adjusted annually 8 for each affected

8 Per the Federal Civil Penalties Inflation
Adjustment Act Improvements Act of 2015, which
amended the Federal Civil Penalties Inflation
Adjustment Act of 1990, the maximum monetary
penalty amounts applicable to §§422.760(b),
423.760(b), and 460.46(a)(4) will be published
annually in 45 CFR part 102. Pursuant to
§ 417.500(c), the amounts of civil money penalties
that can be imposed for Medicare Cost Plans are
governed by section 1876(i)(6)(B) and (C) of the Act,
not by the provisions in part 422. Section 1876 of

enrollee or per determination, however
CMS does not necessarily apply the
maximum penalty amount authorized
by the regulation in all instances
because the penalty amounts under the
current CMP calculation methodology
are generally sufficient to encourage
compliance with CMS rules.

On December 15, 2016, CMS released
on its website, the first public CMP
calculation methodology for calculating
CMPs for MA organizations and Part D
sponsors starting with referrals received
in 2017. On March 15, 2019, CMS
released for comment a proposed CMP
calculation methodology on its website
that revised some portions of the
methodology released in December
2016. Subsequently, on June 21, 2019,
CMS finalized the revised CMP
calculation methodology document,
made it available on its website, and
applied it to CMPs issued starting with
referrals received in contract year 2019
and beyond.?

On January 19, 2021, CMS published
a final rule in the Federal Register titled
“Medicare and Medicaid Programs;
Contract Year 2022 Policy and
Technical Changes to the Medicare
Advantage Program, Medicare
Prescription Drug Benefit Program,
Medicaid Program, Medicare Cost Plan
Program, and Programs of All-Inclusive
Care for the Elderly.” (86 FR 5864.
https://www.federalregister.gov/
documents/2021/01/19/2021-00538/
medicare-and-medicaid-programs-
contract-year-2022-policy-and-
technical-changes-to-the-medicare.
Hereinafter referred to as the January
2019 final rule). In January 2019 final
rule, CMS finalized a policy, effective
beginning in CY 2022, to update the
minimum CMP penalty amounts no
more often than every three years.
Under this policy, CMS updates the
CMP penalty amounts by including the
increases that would have applied if
CMS had multiplied the minimum
penalty amounts by the cost-of-living
multiplier released by the Office of
Management and Budget (OMB) 10 each
year during the preceding three-year
period. CMS also tracks the yearly

the Act solely references per determination
calculations for Medicare Cost Plans. Therefore, the
maximum monetary penalty amount applicable is
the same as § 422.760(b)(1).

9CMS Civil Money Penalty Calculation
Methodology, Revised. June 21, 2019. https://
www.cms.gov/Medicare/Compliance-and-Audits/
Part-C-and-Part-D-Compliance-and-Audits/
Downloads/2019CMPMethodology06212019.pdf.

10 Per OMB Memoranda M—19-04,
Implementation of Penalty Inflation Adjustments
for 2019, Pursuant to the Federal Civil Penalties
Inflation Adjustment Act Improvements Act of
2015, published December 14, 2018, the cost-of-
living adjustment multiplier for 2019 is 1.02522.

accrual of the penalty amounts and
announces them on an annual basis.

The intent of the minimum penalty
increase policy was to establish the
CMP calculation methodology
document in regulation to ensure
consistency and transparency with CMP
penalty amounts. Although parts of the
regulations at §§ 422.760(b)(3) and
423.760(b)(3) have set standards for
CMP penalties, in hindsight, CMS
believes that other parts of the
regulations unnecessarily complicated
CMS'’s approach to calculating CMPs,
which has the effect of limiting CMS’s
ability to protect beneficiaries when
CMS determines that an organization’s
non-compliance warrants a CMP
amount that is higher than would
normally be applied under the CMP
methodology. In addition, although
CMS always has had the authority to
impose up to the maximum authorized
under sections 1857(g)(3)(A) and
1860D-12(b)(3)(E) of the Act, parts of
the minimum penalty increase policy
may have inadvertently given the
impression that CMS was limiting its
ability to take up to the maximum
amount permitted in statute and
regulation. This was not the intent of
the rule. For example, there may be
instances where an organization’s non-
compliance has so substantially
adversely impacted one or more
enrollees that CMS determines it is
necessary to impose the maximum CMP
amount permitted under statute, or an
amount that is higher than the amount
set forth in the CMP methodology
guidance, to adequately address the
non-compliance. In order to clarify its
ability to adequately protect
beneficiaries and encourage compliance,
CMS proposed to modify its rules
pertaining to minimum penalty
amounts.

Specifically, we proposed to remove
§§422.760(b)(3)(i)(E) and
423.760(b)(3)(i)(E), respectively, which
is the cost-of-living multiplier. We also
proposed to remove
§§422.760(b)(3)(ii)(A)—(C) and
423.760(b)(3)(ii)(A)—(C), which
describes how CMS calculates and
applies the minimum penalty amount
increase. Lastly, we proposed to revise
and add new provisions §§422.760(b)(3)
and 423.760(b)(3), which explain that
CMS will set standard minimum
penalty amounts and aggravating factor
amounts for per determination and per
enrollee penalties in accordance with
paragraphs (b)(1) and (b)(2) of paragraph
(b) on an annual basis, and restates that
CMS has the discretion to issue
penalties up to the maximum amount
under paragraphs (b)(1) and (2) when
CMS determines that an organization’s


https://www.cms.gov/Medicare/Compliance-and-Audits/Part-C-and-Part-D-Compliance-and-Audits/Downloads/2019CMPMethodology06212019.pdf
https://www.cms.gov/Medicare/Compliance-and-Audits/Part-C-and-Part-D-Compliance-and-Audits/Downloads/2019CMPMethodology06212019.pdf
https://www.cms.gov/Medicare/Compliance-and-Audits/Part-C-and-Part-D-Compliance-and-Audits/Downloads/2019CMPMethodology06212019.pdf
https://www.cms.gov/Medicare/Compliance-and-Audits/Part-C-and-Part-D-Compliance-and-Audits/Downloads/2019CMPMethodology06212019.pdf
https://www.federalregister.gov/documents/2021/01/19/2021-00538/medicare-and-medicaid-programs-contract-year-2022-policy-and-technical-changes-to-the-medicare
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non-compliance warrants a penalty that
is higher than would be applied under
the minimum penalty amounts set by
CMS.

Once finalized, CMS would continue
to follow our existing CMP methodology
and would only impose up to the
maximum CMP amount in instances
where we determine non-compliance
warrants a higher penalty. This update
will also be incorporated in forthcoming
revised CMP calculation methodology
guidance.

Comment: A commenter suggested
that removing the minimum penalty
amount increase policy would lead to
inconsistencies, and a lack of parity, in
the CMP amounts we impose.

Response: We disagree with this
comment. First, as discussed above and
in the proposed rule, CMS has always
had the statutory authority to impose up
to the maximum CMP amount
authorized under sections 1857(g)(3)(A)
and 1860D-12(b)(3)(E) of the Act.
Second, CMS would continue to follow
our existing CMP methodology, which
allows for parity, fairness, and
consistency in calculating CMP
amounts. We would only impose up to
the maximum CMP amount in instances
where we determine non-compliance
warrants a higher penalty to adequately
address the non-compliance.

After consideration of the comments
received, we are finalizing our changes
to §§422.760(b)(3) and 423.760(b)(3) as
proposed.

E. Part D Medication Therapy
Management (MTM) Program
(§423.153(d))

1. MTM Eligibility Criteria
(§423.153(d)(2))

a. Background

Section 1860D—4(c)(2) of the Act
requires all Part D sponsors to have an
MTM program designed to assure, with
respect to targeted beneficiaries, that
covered Part D drugs are appropriately
used to optimize therapeutic outcomes
through improved medication use and
to reduce the risk of adverse events,
including adverse drug interactions.
Section 1860D—4(c)(2)(A)(ii) of the Act
requires Part D sponsors to target those
Part D enrollees who have multiple
chronic diseases, are taking multiple
Part D drugs, and are likely to meet a
cost threshold for covered Part D drugs
established by the Secretary. Since
January 1, 2022, Part D sponsors are also
required by section 1860D—
4(c)(2)(A)(i1)(I) of the Act to target all
at-risk beneficiaries (ARBs) 11 in their
Part D drug management program (DMP)

11 Defined at §423.100.

for MTM. CMS has codified the MTM
targeting criteria at § 423.153(d)(2).

As discussed in the December 2022
proposed rule (87 FR 79452), MTM
eligibility rates have steadily declined
over time to 8 percent in 2020. In
conjunction with the decreasing
eligibility rates, CMS has observed near-
universal convergence among Part D
sponsors to the most restrictive targeting
criteria currently permitted under
§423.153(d)(2). When CMS finalized the
current regulatory requirements for
targeting criteria over 13 years ago, CMS
elected to continue to give plan
sponsors significant flexibility in
establishing their MTM eligibility
criteria. However, sponsors have used
this flexibility to adopt increasingly
restrictive criteria that we believe are
limiting access to MTM for vulnerable,
clinically high-risk beneficiaries.

We performed an extensive analysis
to identify potential disparities in MTM
program eligibility and access, as
discussed in the December 2022
proposed rule, and we identified the
high cost threshold and increasingly
restrictive plan criteria (e.g., targeting
select core chronic diseases or specific
drugs) as the main drivers of the
eligibility gaps. The targeting criteria
used by most plans now require three or
more chronic diseases, require eight or
more Part D drugs, and target a narrow
and variable list of chronic diseases.
And because of variation in plans’
criteria for MTM enrollment, enrollees
with equivalent patient profiles (for
example, same chronic diseases, same
number of chronic diseases, same
number of Part D drugs, and similar
estimated drug costs) may or may not be
eligible for MTM depending on the
criteria their plan requires. Under the
current MTM cost threshold
methodology at §423.153(d)(2)(i)(C), the
annual cost threshold for 2024 is $5,330,
which also significantly limits the
number of beneficiaries who are eligible
to be targeted for MTM enrollment. In
the December 2022 proposed rule, CMS
proposed changes to the MTM program
eligibility criteria to address these
concerns and help ensure beneficiaries
with more complex drug regimens who
would benefit most from MTM services
are eligible.

The proposed changes included:

e Requiring plan sponsors to target all
core chronic diseases identified by
CMS, codifying the current nine core
chronic diseases in regulation,2 and

12 The current core chronic diseases are:

diabetes*, hypertension*, dyslipidemia*, chronic
congestive heart failure*, Alzheimer’s disease, end
stage renal disease (ESRD), respiratory disease
(including asthma*, chronic obstructive pulmonary
disease (COPD), and other chronic lung disorders),

adding HIV/AIDS for a total of 10 core
chronic diseases;

¢ Lowering the maximum number of
covered Part D drugs a sponsor may
require from eight to five drugs and
requiring sponsors to include all Part D
maintenance drugs in their targeting
criteria; and

¢ Revising the methodology for
calculating the cost threshold ($5,330 in
2024) to be commensurate with the
average annual cost of five generic drugs
($1,004 in 2020).

CMS received many comments on
these proposed changes, including the
following general comments, and our
responses follow.

Comment: Many commenters cited
studies that demonstrated the value of
MTM services and supported changes to
the targeting criteria to optimize
therapeutic outcomes, decrease adverse
medication events, and avoid
unnecessary costs. Commenters also
acknowledged that studies show
medication-related problems such as
poor medication adherence and
polypharmacy are widespread among
individuals taking multiple prescription
medications. These studies emphasized
the value of MTM, including
maintaining the wellbeing of Part D
enrollees, resolving medication-related
problems, improving health outcomes,
empowering patients, and coordinating
care. Some commenters cited a study
that showed net cost savings (i.e., a
reduction in total annual health
expenditures minus patient
copayments, coinsurance, and
deductible amounts) divided by the
incremental cost of providing MTM
services resulted in a return on
investment of more than $12 in cost
savings for each $1 spent on MTM.
Commenters added that when patients
better understand the goals of their
medication therapy, medication
adherence may increase, and hospital
readmissions can be reduced. One
commenter cited an analysis by a
regional Medicare Advantage plan that
found enrollees who received a
comprehensive medication review
(CMR) had an average savings of up to
$4,000 in medical claims compared to
members who did not receive a CMR.
The commenter stated that the analysis
also found that all enrollees who
received a CMR had a 5 percent
reduction in total cost of care compared
to those who were eligible for but did
not receive a CMR. Another commenter
emphasized that access to pharmacists’

bone disease-arthritis (osteoporosis, osteoarthritis,
and rheumatoid arthritis), and mental health
(including depression, schizophrenia, bipolar
disorder, and other chronic/disabling mental health
conditions). Enumerated in statute (*).
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clinical skills and increased
opportunities for patient-centric care
through MTM could help offset
shortages of physicians and nurses.
Lastly, commenters pointed out that
MTM fosters collaboration between
clinicians, pharmacists, and patients
who take multiple medications and/or
have multiple chronic diseases.

Several commenters agreed that the
proposed changes to the MTM eligibility
criteria have the potential to
significantly improve the effectiveness
of the MTM program and achieve equity
for underserved Medicare patients. One
commenter noted studies highlighting
that individuals with multiple comorbid
chronic conditions tend to have the
greatest disparities in accessing the care
and treatments they need. The
commenter also cited studies that noted
that the current MTM eligibility criteria
do not optimally target beneficiaries
most at risk of underuse or poor
adherence and that eligibility is limited
to beneficiaries with high drug use and
high spending, which systematically
excludes beneficiaries who could
benefit from these services. Another
commenter suggested that rather than
using MTM to improve outcomes and
reduce health care costs for Part D
enrollees with multiple chronic
diseases, plan sponsors have instead
used it as a cost control tool by focusing
on enrollees who take high-cost drugs.

Response: We thank the commenters
for their support of the proposed
changes to the MTM eligibility criteria
to better focus on beneficiaries with
more complex drug regimens who
would benefit most from MTM. We
appreciate the citation of many studies
reinforcing the value of MTM and the
need for more equitable access. Almost
all of the chronic diseases targeted for
MTM identified at section 1860D—
4(c)(2)(A)(i1)(I)(aa) of the Act and in the
current CMS MTM guidance (See HPMS
Memorandum Contract Year 2024 Part D
Medication Therapy Management
Program Guidance and Submission
Instructions dated April 21, 2023) are
more prevalent among minorities and
lower income populations. As a result,
we anticipate that these changes will
increase eligibility rates among those
populations by promoting more
equitable access to MTM services and
closing eligibility gaps.

Comment: Many commenters opposed
the proposed eligibility criteria changes
partially or in whole, and several
expressed significant concerns about the
costs and resource burden associated
with implementing such a large-scale
expansion of the MTM program. Some
of these commenters opined that the
proposed changes would increase Part D

premiums and cost sharing for all
enrollees. One commenter estimated
that the proposed changes would more
than double MTM administrative costs.
Some commenters stated that the
proposed MTM expansion would be
cost-prohibitive without any
documented benefit to enrollees.
Another commenter suggested finalizing
the proposed changes would result in a
loss of rebate dollars that would
otherwise be used to improve
affordability or provide supplemental
benefits that support enrollee well-
being. Several commenters referenced
competing priorities between the
proposed MTM expansion and
implementation of the Inflation
Reduction Act of 2022 (IRA). A few
commenters emphasized that many of
the same resources needed to support
IRA implementation for 2024 and
beyond would also be needed to
implement changes to the MTM
program, and finalizing the MTM
changes as proposed would put
successful implementation of both the
IRA and the MTM expansion at risk.

Response: We acknowledge the
concerns raised regarding the cost and
burden of the proposed expansion of
MTM. In light of these comments, we
are finalizing the proposed changes with
modifications that will result in a more
moderate program size increase and less
burden and lower costs than initially
estimated in our December 2022
proposed rule. We provide more details
about the specific modifications in the
responses to comments later in this
section of the preamble.

Comment: Several commenters who
were opposed to the proposed changes
raised concerns about a decline in MTM
program quality that could result from
a significant increase in program size,
which would dilute plans’ ability to
target MTM interventions to those
beneficiaries who would most benefit
from them. Other commenters were
concerned that MTM providers may
“water down” their approach due to the
increased volume resulting in lower-
value programs that satisfy the MTM
requirements but are much less likely to
improve health outcomes due to shorter
consultations or fewer interventions.
Another commenter stated that the pool
of MTM vendors has decreased while
costs have increased due to the loss of
competition, hindering the ability of
plan sponsors to administer quality
MTM programs.

Response: We understand the
commenters’ concerns about the impact
on the quality of the MTM programs and
services delivered due to a large
increase in program size as proposed.
CMS is finalizing the proposed changes

with modifications that will ensure a
smaller increase in program size and
promote the administration of high-
value MTM programs. Currently, due to
the increasing cost threshold and
variations in the targeting criteria
adopted by sponsors, Part D enrollees
with more complex drug regimens who
would benefit most from MTM services
are often not eligible. In addition,
enrollees with equivalent patient
profiles (for example, with the same
chronic diseases and taking the same
Part D drugs) may or may not be eligible
for MTM depending on the criteria their
plan requires. The eligibility criteria
changes we are finalizing in this rule
aim to address the key drivers of the
eligibility gaps, discussed in detail in
the December 2022 proposed rule, while
maintaining a reasonable program size
and the ability of plans to administer
effective MTM services.

MTM is a patient-centric and
comprehensive approach to improve
medication use, reduce the risk of
adverse events, and improve medication
adherence. To continue to provide
quality MTM services to an expanded
population and better manage resources,
we remind sponsors that the delivery of
MTM may be tailored to meet each
enrollee’s needs. For example, the
length of the CMR consultation or
number of follow-up interventions
needed following targeted medication
reviews (TMRs) may vary between MTM
enrollees with more complex drug
regimens and those who are stable on
their medication regimens as long as the
minimum level of MTM services is met
as specified in § 423.153(d)(1)(vii).
Sponsors may also leverage effective
MTM programs to improve several
measures in the Medicare Part D Star
Ratings and display page such as
medication adherence, polypharmacy,
and gaps in therapy. Lastly, while we
acknowledge commenters’ concerns
regarding the availability of MTM
vendors, we note that Part D plan
sponsors may use in-house resources,
one or more external vendors, or a
combination of both, to administer their
MTM programs.

Comment: Some commenters stated
that a large increase in the MTM
enrollee population would require
significant resources and that there
would be limited time to hire and train
additional staff, implement the
necessary processes, and upgrade
clinical and administrative
infrastructures. Commenters estimated
needing to double or triple their staffing
to accommodate MTM enrollment
increases of up to 60 percent in one
year. A commenter stated that many
plan sponsors that utilize local
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community pharmacists to furnish
MTM services would not be able to meet
the higher demand in time, or that there
would be pressure to use call centers,
possibly employing customer service
representatives without clinical
training, which may lead to lower
quality of care or member experience.
Other commenters were concerned that
rapid expansion of the MTM program
size would exacerbate the existing
pharmacist workforce shortage or would
not be feasible given the expanded
scope of pharmacy practice. One
commenter also suggested that MTM
vendors would drop smaller clients to
service larger ones as a result of not
being able to hire enough pharmacists to
accommodate the increase in MTM
enrollees.

Response: We are optimistic that the
increase in demand for MTM services
will incentivize plan sponsors to
strengthen their hiring efforts. It is not
clear what methodology the commenters
used to estimate staffing needed to
accommodate certain MTM program
size increases. However, CMS plans to
finalize our proposed changes to the
MTM eligibility criteria with the
modifications described later in this
section of the preamble. CMS believes
that this scaled back MTM expansion
may alleviate a portion of the staffing
concerns raised by commenters.

Comment: A few commenters,
particularly commenters representing
dual eligible special needs plans (D-
SNPs), were concerned that due to the
higher prevalence of chronic diseases in
their enrollees, they will be
disproportionately impacted by the
changes in the MTM eligibility criteria
and estimated that the majority of their
plan enrollment would be eligible for
the MTM program. They asserted that it
would not be feasible to perform
outreach or offer the MTM services to
all their enrollees.

A few other commenters stated that
when combined the proposed changes
would result in MTM enrollment
increases that exceeded the estimated
program-wide size (23 percent of Part D
enrollees) in the proposed rule (for
example, increasing enrollment to 60
percent of their Medicare population, by
five times, etc.), depending on the
population or type of plan. Commenters
asserted that such an increase in MTM
enrollment would increase
administrative costs, resulting in
increased premiums, and could limit
the offering of Part D plans.

Response: We acknowledge that some
Part D contracts may have actual MTM
enrollment rates above or below the
average rate for the program as a whole
because they have higher or lower

enrollments of beneficiaries with the
chronic diseases targeted for MTM
under the changes to the MTM
requirements we are finalizing in this
rule. This is also true under the current
MTM requirements, and there is no
evidence that higher than average MTM
enrollment has increased administrative
costs and thus premiums to the point of
limiting Part D plans’ offerings,
including MA-PDs that are D-SNPs.
However, based in part on
considerations about how the estimated
program size under the proposals in the
December 2022 proposed rule would
impact MTM enrollment differently
across contracts and increase the MTM
enrollment volume to greater levels than
some sponsors could feasibly handle,
we are finalizing the proposed changes
to the MTM eligibility criteria with
modifications that we expect to decrease
estimated program size relative to the
proposed rule.

Comment: Some commenters
expressed concerns that Part D MTM
programs overlap with other programs
such as disease management or care
management (including post-discharge
medication reconciliation;
hypertension, diabetes, and
dyslipidemia case management; and
annual wellness visits) and may cause
enrollee confusion, frustration, or
complaints due to multiple outreach
attempts, beneficiaries not answering
calls from the plan sponsor, or
beneficiaries requesting to be placed on
the plan’s do-not-call list. A commenter
discussed that MTM-like interventions
occur outside of the Part D MTM
program and achieve improvements to
health outcomes, and many MTM
services, such as drug-drug interaction
(DDI) analyses, could be automated
(outside of CMRs) without beneficiary
participation.

Response: We believe that Part D
MTM programs complement efforts
under other programs rather than
overlap with them. MTM programs—
which use a comprehensive approach to
improve medication use, reduce the risk
of adverse events, and improve
medication adherence for beneficiaries
at increased risk of medication-related
problems due to having multiple
chronic diseases and taking multiple
Part D drugs—are distinct from disease-
specific disease management programs.
We acknowledge that recommendations
arising from MTM services may result in
referrals to other specialized, disease-
specific programs that may not be a part
of the Part D MTM program. To reduce
the risk of beneficiary confusion and
frustration, plan sponsors should be
mindful of the timing and frequency of
enrollee outreach for MTM relative to

complementary disease management
programs.

In addition, we remind Part D
sponsors that while a CMR must be an
interactive consultation with the
beneficiary and the pharmacist or other
qualified provider, other aspects of
MTM may be automated as described in
CMS MTM guidance (See HPMS
Memorandum Correction to Contract
Year 2024 Part D Medication Therapy
Management Program Guidance and
Submission Instructions dated April 21,
2023).13 As described in this guidance,
sponsors are required to perform TMRs
for all beneficiaries enrolled in their
MTM program with follow-up
interventions when necessary. Part D
sponsors must assess the findings of
these reviews to determine if a follow-
up intervention is necessary for the
beneficiary and/or their prescriber.
These assessments could be person-to-
person or system generated.

Comment: Many commenters stated
that the proposed eligibility criteria
changes would result in a substantive
update to the Part D Star Rating MTM
Program CMR Completion Rate measure
(MTM Star Rating Measure) due to the
program size expansion and impacts to
resources. Therefore, the commenters
urged CMS to move the MTM Star
Rating Measure to a display measure for
at least 2 years to adjust to the new
levels. A few commenters suggested
specification changes to the MTM Star
Rating Measure. Other commenters
suggested that expanding the program
size in such a short timeframe would
incentivize plans to prioritize quantity
over quality of care.

Response: Per §§422.164(d)(2) and
423.184(d)(2), substantively updated
Star Ratings measures are moved to the
display page for at least 2 years after the
substantive update is adopted.4 Refer to
sections VIL.B.2 and VIL.D of this final
rule, where we address the proposal to
modify the Medication Therapy
Management (MTM) Program
Completion Rate for Comprehensive
Medication Review (CMR) measure and
discuss the weight of newly modified
measures, respectively. The MTM
Program Completion Rate for CMR
measure is being updated in this rule to
align with the revised targeting criteria
finalized at §423.153(d); the updated

13 https://www.cms.gov/files/document/memo-
contract-year-2022-medication-therapy-
management-mtm-program-submission-v-
083121.pdf.

14 Information for measures on the display page
are available online at: https://www.cms.gov/
medicare/health-drug-plans/part-c-d-performance-
data. Please download the zipped file 2024
Display Measures” for display measure scores, data
and explanatory technical notes.
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measure will move to the display page
entirely for the 2025 and 2026
measurement years and will return as a
new measure to the Star Ratings
program no earlier than the 2027
measurement year for the 2029 Star
Ratings. We will share the additional
suggestions for specification changes
with the Pharmacy Quality Alliance
(PQA), the measure steward.

Comment: A few commenters
suggested that MTM program expansion
could be limited to those beneficiaries
who are newly eligible for the Part D
MTM program or have recently added,
removed, or changed drugs. One
commenter also asserted that the newly
eligible would see the greatest benefit
from MTM services, resulting in
improved health outcomes and reduced
overall costs. This commenter also
stated that the value of the CMR
declines for enrollees with no changes
in health status and that broadening the
targeted disease states would increase
burden and administrative costs with
diminishing benefits for both plan
sponsors and enrollees. Another
commenter suggested that enrollees who
have had a CMR in the last 12 months
should requalify for MTM only with the
addition of a new drug to their drug
regimen and/or a new disease state.

Response: Section 1860D—
4(c)(2)(A)(i) of the Act requires Part D
sponsors to target those Part D enrollees
who have multiple chronic diseases, are
taking multiple Part D drugs, and are
likely to meet a cost threshold for
covered Part D drugs established by the
Secretary. Since January 1, 2022, Part D
sponsors are also required by section
1860D-4(c)(2)(A)(ii)(II) of the Act to
target all at-risk beneficiaries (ARBs) in
their Part D drug management program
(DMP) for MTM. Furthermore, for 2013
and subsequent plan years, the
Affordable Care Act (ACA) amended the
Act by adding section 1860D—
4(c)(2)(C)(i), which requires all Part D
sponsors to offer all enrollees targeted
for MTM an annual CMR. These
requirements are codified in the
regulations at §423.153(d)(1) and (2).

We acknowledge that the needs and
goals of newly eligible MTM enrollees
may be different from those who have
already received MTM services and
continue to be eligible for MTM.
However, for both populations of
beneficiaries, annual CMRs may be an
opportunity to understand new
information about the beneficiary,
including but not limited to if the
beneficiary’s goals have changed, if they
have new or unresolved medication
therapy problems, or if they have any
social risk factors that may be affecting
their medication use that can only be

assessed through an interactive
consultation.

Comment: A few commenters
suggested that CMS should engage the
industry to determine alternative
options for better targeting or increased
CMR participation rather than finalize
the proposed modifications to the
eligibility criteria. A commenter stated
that many MTM enrollees choose not to
participate, and to be more consistent
with the Administration’s health equity
goals, CMS should engage those already
eligible, who have the greatest need.
Another commenter suggested changes
to the Medicare Plan Finder (MPF) that
would highlight the value added by
specific plans’ MTM programs and
provide guidance to beneficiaries on
why selecting plans based on MTM
program specifics may be beneficial.
The commenter cited recent precedent
in 2019 to 2020 when CMS engaged
plans, PBMs, developers, and patient
groups on how to improve the MPF,
resulting in major improvements
supported by a wide range of interested
parties. A few commenters also
suggested that CMS could engage plans
and PBMs to assess MTM and
alternative programs to determine
whether MTM eligibility criteria
expansion is warranted, whether to
include cancer as a core chronic
condition, the effect of including any
additional core chronic diseases on
specialized MTM provider training and
program size, and whether MTM
services are an effective mechanism for
management of certain diseases (for
example, those with high use of Part B
drugs or frequently changing medication
regimens).

Response: Through this rulemaking,
we have engaged numerous interested
parties to solicit feedback on
implementing MTM eligibility criteria
changes. We have also engaged in our
own analysis. As discussed in the
December 2022 proposed rule, we
conducted an extensive data analysis
that identified several issues with the
current MTM targeting criteria, and we
proposed specific regulatory changes in
an effort to increase MTM eligibility
rates, reduce variability of MTM
eligibility criteria across plans, and
address disparities to ensure that those
who would benefit the most from MTM
services have access. Taken together, we
believed that the proposed changes to
the MTM program targeting criteria
would balance eligibility and program
size while allowing us to address
specific problems identified in the Part
D MTM program, including marked
variability and inequitable beneficiary
access to MTM services.

As discussed later in this preamble,
we are finalizing the proposals with
modifications in response to public
comments we received. However, we
are committed to addressing the main
drivers of the inequities in MTM
program eligibility discussed in the
December 2022 proposed rule.
Accordingly, we will continue to
request input from interested parties on
improving aspects of the MTM program
in the future, including enhanced
targeting and better engagement with
MTM enrollees. We will also look for
opportunities to improve the
information available for beneficiaries
on CMS’ websites about Part D MTM
programs.

Comment: A few commenters
suggested that additional analyses are
needed to assess the effectiveness of
MTM programs, optimize current MTM
programs, and review alternative
medication management methods
already being used by plan sponsors and
their contracted providers. One
commenter asserted that CMS would be
unable to determine which part of the
eligibility criteria expansion worked or
failed as they believed the metrics for
MTM success to be ill-defined. The
commenter also asked if CMS has
conducted any evaluation of the
requirement to target DMP enrollees for
MTM enrollment. Another commenter
encouraged CMS to find a new approach
to measuring MTM success in the future
through metrics that assess the quality
of MTM services provided and not just
the overall volume of services provided.
Another commenter noted the
documented successes of MTM in a
number of situations but recognized
room for improvement in the program.
The commenter stated that in many
cases, MTM benefits patients directly
and can decrease the burden of
healthcare costs, but that results are not
consistent across the board, suggesting a
need to increase the overall quality of
MTM evaluations. The commenter
concurred with researchers in
recommending that future studies
should consider increasing study size
and incorporating multiple sites to
bolster the reliability of the results and
suggested that CMS could use its
authority to influence changes to MTM
studies. Another commenter suggested
that further study can help improve the
MTM program due to limited evidence
that MTM improves medication
adherence and patient outcomes. The
commenter recommended that CMS
initiate a study including a large set of
geographically diverse, Part D plans to
better understand the overall
effectiveness of the MTM program and
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potential areas for improvement. The
commenter also suggested that it would
be particularly useful to understand the
experience and impact of pharmacists’
involvement in MTM programs.

Response: We routinely analyze CMS
and plan-reported data to oversee the
Part D MTM programs, including
implementation of the new requirement
to target DMP ARBs for MTM
enrollment. However, we agree that
additional analysis would be beneficial
to assess MTM program effectiveness,
and we will continue to explore ways of
conducting such analysis. We
appreciate the comments on potential
research and analysis topics and agree
that the high degree of variability
between MTM program targeting criteria
has made it difficult to evaluate MTM
programs. We are hopeful that
standardizing the criteria as finalized in
this rule will allow more research to be
done on MTM outcomes. We will also
engage with industry to develop
additional consensus-based measures to
evaluate the quality of MTM programs
which may be considered for the Star
Ratings program in the future, and we
are encouraged by recent efforts by the
PQA to convene MTM leaders on
evidence-based priorities for
measurement.15

Comment: Another commenter urged
CMS to increase transparency regarding
the costs of the MTM program (that is,
how much plans are saving versus how
much they are allocating to pay
pharmacists for the services) and
whether Part D plans are incentivized to
offer robust MTM services.

Response: We remind commenters
that per §423.153(d)(5)(ii), even though
a Part D sponsor must disclose to CMS
the amount of the management and
dispensing fees and the portion paid for
MTM services to pharmacists and
others, reports of these amounts are
protected under the provisions of
section 1927(b)(3)(D) of the Act.

Comment: A commenter stated that
CMS’s proposals in the December 2022
proposed rule to add Part D measures to
the Star Ratings, such as the focus on
polypharmacy measures, may present
an opportunity to improve MTM. The
commenter felt that the proposed
changes to the MTM program eligibility
criteria would expand eligibility but do
not address the issue of providing MTM
to Medicare beneficiaries who could
truly benefit from it.

Response: We thank the commenter
for the feedback. We agree that MTM
programs may present an opportunity to
improve plan performance in Star
Ratings measures such as polypharmacy

15 https://www.pqaalliance.org/mtm-convenes.

and help with overall improvement of
medication use among Part D
beneficiaries. Refer to Section VILB.3 for
discussion about the Part D
Polypharmacy Use of Multiple Central
Nervous System Active Medications in
Older Adults (Poly-CNS), Polypharmacy
Use of Multiple Anticholinergic
Medications in Older Adults (Poly-
ACH), and Concurrent Use of Opioids
and Benzodiazepines (COB) Measures.

Comment: Some commenters
encouraged CMS to continue to examine
policy options that expand access to
MTM and improve patient outcomes
and, in particular, to release the findings
from the fifth and final year of the Part
D Enhanced MTM model (Enhanced
MTM model). Another commenter
suggested that the Enhanced MTM
model can address alarming trends of
medication underuse and overuse. The
commenters also encouraged CMS to
collaborate with interested parties to
leverage the findings from the Enhanced
MTM model and identify best practices
in MTM to scale nationally, as well as
to guide future reforms before taking
action to change MTM.

Response: CMS will continue to
examine policy options within our
authority that expand access to MTM
and improve patient outcomes. In
February 2023, CMS released the fifth
and final evaluation report for the
Enhanced MTM model available at:
https://www.cms.gov/priorities/
innovation/innovation-models/
enhancedmtm. We will continue to
review the results of the Enhanced
MTM model and collaborate with
interested parties to identify best
practices and lessons learned that may
help improve the traditional Part D
MTM programs. We disagree that CMS
should leverage model findings or run
additional analyses before making
changes to the Part D MTM programs, as
our disparities analysis discussed in the
December 2022 proposed rule identified
specific eligibility gaps that need to be
addressed. As such, we are moving
forward with finalizing modifications to
the MTM targeting criteria in this final
rule.

Comment: A commenter urged CMS
to require plan sponsors to report MTM
enrollee data and analyze the data using
demographic information to measure
and address disparities among the
enrollees.

Response: Plan sponsors are currently
required to report MTM program
beneficiary-level data to CMS through
the Part D Reporting Requirements
(OMB 0938-0992). We used these data
and other program data, including
demographic information, to perform
the MTM disparities analysis.

Furthermore, researchers may request
access to a Part D MTM data file through
ResDAC 16 which could be linked to
encrypted beneficiary and demographic
variables in the CCW.

Comment: Many commenters
suggested that if CMS finalizes the
combination of changes as proposed, the
updated eligibility criteria should be
implemented on a delayed or phased-in
basis. Commenters stated that such an
approach would provide plan sponsors
with the additional time necessary to
build up staffing, processes, and
infrastructure over several years; to
coordinate with other internal programs
to manage medications for the core
chronic diseases; and to ensure local
networks can accommodate the
increased volume. Commenters who
suggested delays were concerned about
implications for costs and the timing for
bid submissions as well as the need for
operational enhancements. Commenters
who advocated for a phased-in approach
suggested ways to finalize one or more
of the proposed MTM criteria changes
over time on an annual basis. Another
commenter suggested that CMS take a
stepwise approach by first finalizing the
proposal to require plan sponsors to
target all 10 core chronic diseases to
evaluate how MTM engagement
improves, and then allow some
flexibility in how plans target within
broad therapeutic categories.

Response: We appreciate the
suggestions to implement the proposed
changes using a delayed or phased-in
approach. However, we do not agree
that such an approach is necessary
because CMS is finalizing the proposed
changes with modification, and—as
discussed later in this preamble—the
resulting program size will be about 35
percent smaller than originally
estimated in the December 2022
proposed rule. The reduced program
size mitigates the need for a phased-in
approach to accommodate the new
MTM enrollees. Additionally, the
changes will be effective in 2025 rather
than 2024 as initially proposed, which
will provide additional time for Part D
plan sponsors to build up the necessary
infrastructure to support the anticipated
increase in MTM enrollment.

We now address comments on
specific aspects of the proposed
eligibility criteria changes and describe
our rationale for finalizing the proposed
changes with modifications.

16 Information on the Part D MTM Data File
available through ResDAC at: https://resdac.org/
cms-data/files/part-d-mtm.
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b. Multiple Chronic Diseases

The regulation at § 423.153(d)(2)(i)(A)
specifies that to be targeted for MTM,
beneficiaries must have multiple
chronic diseases, with three chronic
diseases being the maximum number a
Part D sponsor may require for targeted
enrollment. In the current CMS MTM
guidance (See HPMS Memorandum
Correction to Contract Year 2024 Part D
Medication Therapy Management
Program Guidance and Submission
Instructions dated April 21, 2023), CMS
identifies nine core chronic diseases.

In the December 2022 proposed rule,
we proposed to amend the regulations at
§423.153(d)(2) by adding a new
paragraph (iii) to require all Part D
sponsors to include all core chronic
diseases when identifying enrollees who
have multiple chronic diseases, as
provided under §423.153(d)(2)(i)(A). As
part of the proposed new provision at
§423.153(d)(2)(iii), we also proposed to
codify the nine core chronic diseases
currently identified in guidance and to
add HIV/AIDS, for a total of 10 core
chronic diseases. We explained that the
current flexibility afforded to plans to
identify enrollees with multiple chronic
diseases had led to variability across
plans and was a main driver of
eligibility gaps and inequitable
beneficiary access to MTM services.
Under our proposal to codify the 10 core
chronic diseases, plan sponsors would
maintain the flexibility to target
beneficiaries with additional chronic
diseases that are not identified as core
chronic diseases, or to include all
chronic diseases in their targeting
criteria.

In the December 2022 proposed rule,
CMS also solicited comment on whether
we should consider including
additional diseases in the core chronic
diseases proposed at §423.153(d)(2)(iii),
including cancer to support the goals of
the Cancer Moonshot.1” We sought
comments on broadly including cancer
as a core chronic condition or
alternatively including specific cancers
that are likely to be treated with covered
Part D drugs such as oral
chemotherapies where MTM could be
leveraged to improve medication
adherence and support careful
monitoring. We were interested in
comments on the impact of including
any additional core chronic diseases on
specialized MTM provider training and
on MTM program size. We also solicited
comments on whether MTM services
furnished under a Part D MTM program
are an effective mechanism for
management of certain diseases (for

17 https://www.whitehouse.gov/cancermoonshot/
CE.

example, those with high use of Part B
drugs or frequently changing medication
regimens) given the statutory goals of
the MTM program—specifically,
reducing the risk of adverse events,
including adverse drug interactions, and
ensuring that covered Part D drugs
prescribed to targeted beneficiaries are
appropriately used to optimize
therapeutic outcomes through improved
medication use.

The comments we received on our
proposed policies with respect to
targeting of core chronic diseases are
summarized below along with our
responses.

Comment: Many commenters
supported the proposal to add HIV/
AIDS to the list of core chronic diseases.
Several commenters applauded CMS for
recognizing and attempting to address
disparities within the HIV/AIDS
community. Other commenters pointed
out that antiretroviral medications are
not only high cost but part of complex
regimens that require frequent
monitoring and re-evaluation.
Supporters of this proposal also
emphasized the importance of MTM
services for HIV/AIDS patients with
many comorbidities.

Response: CMS thanks the
commenters for their support for the
proposal to add HIV/AIDS as a core
chronic disease. We agree that Part D
enrollees with HIV/AIDS often have
complex Part D drug regimens where
medication adherence is critical, very
high Part D drug costs, and multiple
comorbidities. In addition, these
individuals are more likely to be
members of populations affected by
health disparities. For these reasons and
for the reasons discussed in the
December 2022 proposed rule, we are
finalizing the proposal to include HIV/
AIDS in the core chronic diseases at
§423.153(d)(2)(iii).

Comment: Many commenters were
opposed to including HIV/AIDS as a
core chronic disease and expressed
concerns regarding the potential of
MTM programs disrupting therapy that
is already being closely monitored by a
specialized team. Other commenters
were concerned that the pharmacists
reviewing the drug regimen for
individuals with HIV/AIDS may not
have the specialized training needed.
One commenter suggested additional
qualifications to identify high-risk
medication use among this population.
Lastly, some commenters stated that the
data needed for a successful CMR for
this population, including lab values,
are not always available.

Response: We acknowledge that Part
D sponsors, especially PDPs, may not
always have complete and up to date

information at the time of a CMR, but
the CMR may provide the opportunity
to obtain additional information
regarding an individual’s current
therapy. As discussed in CMS MTM
guidance (See HPMS Memorandum
Contract Year 2024 Part D Medication
Therapy Management Program
Guidance and Submission Instructions
dated April 21, 2023), a CMR is a
systematic process of collecting patient-
specific information, assessing
medication therapies to identify
medication-related problems,
developing a prioritized list of
medication-related problems, and
creating a plan to resolve them with the
patient, caregiver, and/or prescriber.
The CMR is designed to improve
patients’ knowledge of their
prescriptions, over-the-counter (OTC)
medications, herbal therapies and
dietary supplements, identify and
address problems or concerns that
patients may have, and empower
patients to self-manage their
medications and their health conditions.
MTM services should be
complementary, not disruptive, to
services furnished by the beneficiary’s
care team, and an MTM provider may
make referrals or recommendations to
the beneficiary’s prescribers to resolve
potential medication-related problems
or optimize the beneficiary’s medication
use.

The CMS analysis presented in the
December 2022 proposed rule found
that, on average, Part D enrollees with
HIV/AIDS have 4 core chronic diseases
(including HIV/AIDS), take 12 Part D
covered drugs (including eight
maintenance drugs), and incur $40,490
in Part D annual drug spend. Because
beneficiaries with HIV/AIDS are likely
to have complex drug regimens and are
at increased risk of medication-related
problems, they could benefit from MTM
to improve medication use. Despite
having multiple chronic diseases, taking
multiple Part D drugs, and incurring
high Part D drug costs, many of these
individuals were not eligible for MTM
because their plan did not target HIV/
AIDS or did not target enough of their
other chronic diseases. However, we
also found that HIV/AIDS was more
likely to be targeted by plans (about 10
percent of plans in 2021) than any other
non-core chronic disease, suggesting
that these plans have already recognized
the value of offering MTM services to
this population.

Comment: Some commenters
questioned whether data privacy
policies and state laws would allow Part
D sponsors to engage in data sharing
with MTM vendors. Others voiced
concern over the sensitive nature of an
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HIV/AIDS diagnosis and that giving
MTM providers access to enrollees’
health information would increase the
risk of a data breach or cause member
concerns over privacy.

Response: CMS requires Part D
sponsors to comply with all Federal and
State laws regarding confidentiality and
disclosure of medical records or other
health and enrollment information per
§423.136. Those laws may require
additional steps for Part D sponsors to
share information with MTM providers,
such as obtaining beneficiary consent.
In establishing the requirement to
include HIV/AIDS as a core chronic
disease, we do not intend to change or
modify any legal obligations that
entities may have under the Health
Insurance Portability and
Accountability Act of 1996 (HIPAA)
Privacy Rule or any other law.
Regarding the potential for data
breaches, we expect plan sponsors and
their MTM providers to have
appropriate safeguards in place to
protect personal health information for
beneficiaries with HIV/AIDS just as they
do for enrollees with other diseases or
medication regimens.

Comment: Many commenters
supported the proposal to require Part D
sponsors to include all core chronic
diseases when identifying enrollees who
have multiple chronic diseases. Some of
these commenters emphasized the
importance of MTM services for
beneficiaries with diseases such as
ESRD and mental health conditions. We
received suggestions to expand the
inclusion of Alzheimer’s disease on the
list of core chronic diseases to include
neurodegenerative diseases (including
multiple sclerosis) and/or other
dementias such as Lewy Body disease or
frontotemporal lobar degeneration and
pain as core chronic diseases.

Other commenters who supported the
proposal suggested that requiring the 10
core chronic diseases should provide
more consistency in MTM eligibility
between plans and broaden
beneficiaries’ eligibility for MTM in
each plan.

Response: We thank the commenters
for their supportive comments regarding
our proposal to require sponsors to
include all core chronic diseases when
identifying enrollees who have multiple
chronic diseases. We are finalizing that
proposal at §423.153(d)(2)(iii). Plan
sponsors will be required to target all 10
core chronic diseases beginning January
1, 2025. This change will address the
concerns we discussed in the December
2022 proposed rule regarding
increasingly restrictive criteria
implemented by plan sponsors (for
example, by targeting select core

chronic diseases), which have been one
of the main drivers of reduced eligibility
rates for MTM. By reducing the
variability in targeting criteria across
plans, we will eliminate situations
where enrollees meet the requirement in
§423.153(d)(2)(i)(A) of having three
chronic diseases but are not targeted for
MTM enrollment because their plan
does not target their chronic diseases.
This change will also ensure that plan
sponsors are targeting all of the chronic
diseases specified in the statute at
section 1860D—4(c)(2)(A)(ii)(I)(aa) of the
Act, along with certain other chronic
diseases that we have identified as
prevalent in the Part D population and
commonly treated with Part D drugs.
This reduced variability should also
allow CMS to more accurately estimate
program size when calculating burden
and assessing impact.

We will continue to analyze chronic
diseases that are highly prevalent in the
Part D population, align with common
targeting practices across sponsors, and
are commonly treated with Part D drugs,
where MTM services could most impact
therapeutic clinical outcomes, including
those suggested by the commenters, and
may consider proposing additional core
chronic diseases such as
neurodegenerative diseases and/or other
dementias in future rulemaking.
Although we are not adding pain as a
core chronic disease in this final rule,
we remind sponsors that as of January
1, 2022, they are now required to target
ARBEs as defined at § 423.100 for MTM
enrollment. We also note that plan
sponsors retain the flexibility to target
additional chronic diseases beyond
those codified as core chronic diseases.

Comment: Many commenters opposed
the proposal to require Part D sponsors
to include all core chronic diseases to
identify beneficiaries who meet the
targeting criterion of having multiple
chronic diseases. Some commenters
suggested that CMS limit core diseases
to those that do not require specialized
training or requested extra time to hire
specialized staff. Another commenter
urged CMS to continue to allow plan
sponsors to have flexibility to establish
a targeted population within the 10 core
chronic diseases. Other commenters
wanted to limit the core chronic
diseases to those that are easily
identified using Part D claims only or to
those associated with the Star Ratings
medication adherence measures. A
commenter noted that even though the
core chronic diseases are not entirely
new, the requirement for sponsors to
include all of them will necessitate IT
development for file transfer of medical
claims data, adding complexity, as most
plans utilize only prescription drug

claims data to identify members. For
example, the commenter mentioned that
to target beneficiaries with many of the
core chronic diseases, plans will need to
submit diagnosis codes from medical
claims to MTM vendors in order to
identify such members. Another
commenter was concerned that lab work
or other relevant data points may not be
easily accessible by the plan’s MTM
pharmacist. One commenter felt that
MTM pharmacists are not in the best
position to positively impact (and may
detract from) a beneficiary’s care with a
CMR and routine TMR assessments for
ESRD.

Response: Plan sponsors’ flexibility to
target select core chronic diseases was a
main driver of inequitable access to
MTM in the Part D program that we
addressed in our proposed changes to
the Part D MTM requirements in the
December 2022 proposed rule. CMS
strongly believes pharmacists or other
qualified MTM providers with extensive
knowledge and training of prescribed
medications are in an excellent position
to impact a beneficiary’s medication
use, regardless of the chronic diseases
they have or the Part D drugs they take.
For instance, beneficiaries with ESRD
typically have multiple co-morbidities
being treated with multiple Part D drugs
which may benefit from a CMR and
assessment for dose adjustments due to
kidney function. If a beneficiary
requires more specialized services or
coordinated care, MTM may be a means
to identify and refer the beneficiary to
such services. We also remind
commenters that the eligibility criteria,
including core chronic diseases, help
identify beneficiaries who may be at
increased risk of medication-related
problems. However, MTM services
should not focus only on the core
chronic diseases or drugs within classes
used to treat those diseases. For
example, the CMR should include a
review of all of the MTM enrollee’s
prescription medications, OTC
medications, herbal therapies, and
dietary supplements. As they do today,
plan sponsors should optimize their
targeting algorithms and methods using
data available to them to identify
enrollees who are eligible for MTM.
Some plan sponsors may need to update
their IT systems or workflows to expand
the use of data sources available to them
to better optimize their targeting
methods.

Comment: Some commenters
requested clarification on whether all
diseases included under the 10 core
chronic disease categories must be
targeted, or whether plans will have the
flexibility to choose specific diseases
within the core chronic diseases. A few
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commenters were concerned that
requiring targeting for all core chronic
diseases removes sponsors’ ability to
customize their MTM program to target
members they deem well-suited for
MTM services.

Response: Plan sponsors must target
all 10 core chronic diseases, including
all conditions within each core chronic
disease. As discussed in the proposed
rule, our analysis found that a
significant proportion of the Part D
population that we identified as having
three or more core chronic diseases and
using eight or more drugs were not
eligible to be targeted for MTM, and
variation in plan-specific targeting
criteria (for example, plans targeting
fewer than all of the core chronic
diseases) was a key driver of gaps in
eligibility for MTM. By reducing the
variability in targeting criteria across
plans, we can significantly reduce
situations where enrollees meet the
requirement in §423.153(d)(2)(i) of
having three chronic diseases but are
not targeted for MTM enrollment
because their plan does not target their
chronic diseases. The proposal to
require plan sponsors to target all 10
core chronic diseases, which we are
finalizing in this rule, aims to close this
gap in access and better ensure that the
beneficiaries who are most in need of
MTM services are targeted for
enrollment. Plan sponsors will still have
the flexibility of targeting additional
chronic diseases beyond the core
diseases codified in this rule.

Comment: A commenter wanted CMS
to provide greater specificity when
codifying core diseases. For example,
they asked that CMS clarify how “other
chronic lung disorders” are defined
under respiratory disease and how
“chronic/disabling mental health
conditions” are defined under mental
health.

Response: CMS does not have
guidance for plan sponsors to define or
code core chronic diseases such as
“other chronic lung disorders” or
“chronic/disabling mental health
conditions.” Sponsors should retain
documentation supporting their
eligibility criteria determinations.

Comment: In response to our request
for information and feedback on
including additional diseases, such as
cancer, in the list of core chronic
diseases, a couple of commenters
supported including cancer as a core
chronic disease. One commenter felt it
would align well with some pharmacies’
specialty pharmacy offerings and
clinical services. We also received some
comments opposed to adding cancer as
a core chronic disease for MTM program
eligibility. Some commenters indicated

that complex cancer treatment needs
timely, on-going monitoring by
specialists with expertise across Part B
and Part D medications (for which data
sets may or may not be available) and
may not be best managed by Part D
MTM programs through annual CMRs or
by pharmacists without specialized
training. Other commenters noted that
specialty pharmacies, which dispense
the majority of oral cancer medications
(including specialty pharmacies within
oncology clinics), already provide
monitoring or counseling for their
oncology patients. A commenter was
concerned that beneficiaries with cancer
may find MTM outreach to be intrusive
and unwanted, and another was
concerned with patient sensitivity when
in remission. Another commenter that
opposed including cancer as a core
chronic disease noted that beneficiaries
who meet the current MTM eligibility
criteria who are also taking oncology
drug(s) would still benefit from the
MTM review for side effects, safety, and
potential drug-drug interactions.

Response: Equitable access to cancer
screening and targeting the right
treatments for cancer patients is a top
priority under the goals of the Cancer
Moonshot. However, while section
1860D—4(c)(2)(A)(ii)(I)(aa) of the Act
provides us the authority to specify and
include other chronic diseases, after
consideration of the comments received
in response to the RFI, we do not
believe it would be appropriate to add
cancer to the core chronic diseases
specified in §423.153(d)(2)(iii) in this
final rule. We agree that including
cancer may be potentially disruptive to
the medication management that is
already a part of standard clinical
practice in oncology and specialty
centers. Moreover, it is unclear that
cancer patients’ needs can be met
through Part D MTM program annual
CMRs centered on Part D medication
use delivered by MTM pharmacists who
typically lack the specialized training in
oncology. Cancer treatment goals are
often different than the goals for
treatment of the other chronic diseases
included in Part D MTM program (such
as diabetes), where MTM may be used
to review and stabilize drug regimens
that are likely to be long term. In
contrast, many cancers involve a high
utilization of physician-administered
Part B drugs and frequently changing
medication regimens. Also, cancer is not
currently commonly targeted by Part D
plans as a chronic disease for their
MTM program eligibility.

Whiﬁ)e we are not adding cancer as a
core chronic disease at this time, we
emphasize that some cancer patients
may still be eligible for MTM based on

meeting the eligibility criteria. We
encourage Part D plans and MTM
providers to seek opportunities to
promote cancer screening where
possible for MTM enrollees and to
coordinate with specialty cancer
programs to develop medication safety
recommendations for cancer patients. In
support of the Cancer Moonshot, CMS
has initiated other activities, such as the
Enhancing Oncology Model (EOM),18
which is designed to test how best to
place cancer patients at the center of
high-value, equitable, evidence-based
care. CMS has also adopted rules
providing payment for principal illness
navigation services to help patients and
their families navigate cancer treatment
and treatment for other serious
illnesses.1®

c. Multiple Part D Drugs

Section 1860D—4(c)(2)(A)(ii) of the
Act requires that targeted beneficiaries
be taking multiple covered Part D drugs.
The current regulation at
§423.153(d)(2)(i)(B) specifies that eight
is the maximum number of Part D drugs
a Part D plan sponsor may require for
targeted MTM enrollment. In
accordance with the technical HPMS
User Guide for the MTM Program
submission module, sponsors are
permitted to include all Part D drugs, all
Part D maintenance drugs, or specific
drug classes.

We proposed to revise
§423.153(d)(2)(1)(B) to decrease the
maximum number of Part D drugs a
sponsor may require for targeted
enrollment from eight to five for plan
years beginning on or after January 1,
2024. As discussed in the preamble to
the December 2022 proposed rule, while
there is no consensus definition of
polypharmacy in terms of the use of a
certain number of medications or
medication classes concurrently, the
proposed change would ensure the
MTM program continues to focus on
more individuals with complex drug
regimens and increased risk of
medication therapy problems. In
addition, although we proposed changes
to the targeting criteria with respect to
the number of Part D drugs, we noted
that the CMR described in
§423.153(d)(1)(vii)(B) should continue
to include review of all prescription
medications, OTC medications, herbal
therapies, and dietary supplements.

We also proposed to a(i)(fa new
provision at §423.153(d)(2)(iv) to

18 https://www.cms.gov/newsroom/press-releases/
biden-administration-announces-new-model-
improve-cancer-care-medicare-patients.

19 https://www.cms.gov/newsroom/press-releases/
cms-finalizes-physician-payment-rule-advances-
health-equity?fref=upstract.com.
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require all sponsors to include all Part
D maintenance drugs in their targeting
criteria. Plans are currently able to
include all maintenance drugs in their
targeting criteria as an option in the
MTM Submission Module in HPMS;
however, CMS does not have guidance
related to how maintenance drugs are
identified for this purpose. To ensure
consistency across the MTM program,
we also proposed that, for the purpose
of identifying maintenance drugs, plans
would be required to rely on
information contained within a widely
accepted, commercially or publicly
available drug information database
commonly used for this purpose, such
as Medi-Span or First Databank, but
would have the discretion to determine
which one they use. Under this
proposal, sponsors would no longer be
allowed to target only specific Part D
drug classes but would be required to
target all Part D maintenance drugs.
However, plans would retain the option
to expand their criteria by targeting all
Part D drugs. CMS solicited public
comment on our proposed parameters
for defining maintenance drugs,
including potential additional sources
for making such determinations.

Below, we address comments on the
proposed revisions to the maximum
number of covered Part D drugs a plan
sponsor may require and our proposal to
require sponsors to include all Part D
maintenance drugs in their targeting
criteria. We also describe our rationale
for finalizing the proposed changes with
modifications.

Comment: Many commenters
supported the proposal to lower the
maximum number of covered Part D
drugs a sponsor may require from eight
to five drugs. These commenters
supported overall expansion of the
MTM program, which they believed
would increase medication safety. A
commenter who supported the proposal
suggested additional targeting criteria,
such as targeting individuals taking
high-risk medications.

Response: We appreciate the support
for this proposal. However, we remind
commenters that section 1860D—
4(c)(2)(A)(i) of the Act requires plans to
target beneficiaries taking multiple
covered Part D drugs. We note, however,
that plans retain the flexibility to enroll
beneficiaries taking high-risk
medications in their MTM programs
through expanded eligibility, even if
they do not meet the statutory criteria
for targeted enrollment. In addition,
high-risk medication use may be
addressed through MTM interventions.

Comment: Many commenters opposed
the proposal to lower the maximum
number of covered Part D drugs a

sponsor may require from eight to five
drugs. Commenters were concerned that
MTM would not be as useful for
beneficiaries with less complex drug
regimens and suggested that
beneficiaries should qualify for MTM
enrollment based on higher pill burdens
and more complicated medication
regimens. One commenter stated that a
typical enrollee with three or more
chronic diseases takes between seven
and 10 medications and recommended
retaining the current maximum number
of drugs at eight. Another commenter
suggested initially only decreasing this
threshold from eight to five drugs for
sponsors that use specific classes of
drugs in their criteria, and then fully
implementing the proposed change for
all plan sponsors the following year.

Response: After consideration of these
comments, and the general comments
expressing concerns about increased
burden and costs, current pharmacy and
vendor shortages, and other resource
challenges due to the combination of
MA and Part D program policy changes
plan sponsors must implement over the
next several years, we are not finalizing
our proposal to lower the maximum
number of covered Part D drugs a
sponsor may require from eight to five
drugs at this time. We are retaining the
maximum number of drugs a plan
sponsor may require for targeting
beneficiaries taking multiple Part D
drugs at eight (see §423.153(d)(2)(i)(B)).
Plan sponsors will maintain the
flexibility to set a lower threshold
(between two and eight Part D drugs) for
targeting. This will maintain the MTM
program focus on beneficiaries with the
most complex drug regimens and will
result in a more moderate expansion of
the MTM program size. Additionally,
our decision not to finalize this aspect
of our proposed modifications to the
MTM eligibility criteria is supported by
CMS’ data analysis included in the
December 2022 proposed rule (87 FR
79542-79546). We found that the
beneficiaries identified as having 3 or
more core chronic conditions and using
8 or more drugs who were not eligible
for MTM took on average eight to nine
Part D drugs, which suggests that the
number of Part D drugs criterion is not
a main driver of MTM eligibility
disparities under our current policies.
This change to our proposal allows us
to respond to commenters’ concerns
regarding the potential impact of
reducing the maximum number of Part
D drugs from eight to five, while still
addressing the barriers to eligibility
posed by the increasingly restrictive
plan criteria (for example, by targeting
select core chronic diseases or drugs)

and the high cost threshold, which were
identified in our analysis as the main
drivers of reduced eligibility rates for
MTM. CMS will continue to monitor the
impact of the number of Part D drugs
criterion on MTM eligibility rates and
consider whether to propose any
changes in future rulemaking.

Comment: No commenters
specifically supported or opposed the
proposal to include all Part D
maintenance drugs in the targeting
criteria. One commenter requested
clarification on whether specific Part D
drug classes could still be targeted. A
few commenters recommended either
Medispan or First DataBank as sources
for identifying maintenance drugs but
wanted discretion to determine which
one they use.

Response: We appreciate the
comments. As we stated in the
December 2022 proposed rule, under
the proposed modifications to the MTM
eligibility criteria, Part D sponsors
would no longer be allowed to target
only specific Part D drug classes but
would be required to target all Part D
maintenance drugs at a minimum.
However, plans would retain the option
to expand their criteria by targeting
additional Part D drugs or all Part D
drugs. While we proposed that plan
sponsors would be required to identify
Part D maintenance drugs using
information contained within a widely
accepted drug database, such as Medi-
Span or First Databank, we expressly
stated that Part D plans would retain
discretion to determine which database
to use.

We are finalizing the proposed
provision at §423.153(d)(2)(iv) with
modification. Specifically, we are
revising the regulation text to clarify
that sponsors must include all Part D
maintenance drugs and to expressly
state that Part D sponsors retain the
flexibility to include all Part D drugs in
their targeting criteria. Additionally, we
are finalizing the requirement that
sponsors rely on information contained
within a widely accepted, commercially
or publicly available drug information
database to identify Part D maintenance
drugs. We are also updating the text of
this provision to reflect that these
requirements will apply beginning on
January 1, 2025. We are not finalizing
the proposal to lower the maximum
number of covered Part D drugs a
sponsor may require from eight to five
drugs at this time.

d. Annual Cost Threshold

Section 1860D—4(c)(2)(A)(ii) of the
Act specifies that beneficiaries targeted
for MTM must be likely to incur annual
costs for covered Part D drugs that
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exceed a threshold determined by CMS.
The regulation at § 423.153(d)(2)(i)(C)
codifies the current cost threshold
methodology, which was set at costs for
covered Part D drugs greater than or
equal to $3,000 for 2011, increased by
the annual percentage specified in
§423.104(d)(5)(iv) for each subsequent
year beginning in 2012. The annual cost
threshold for 2024 is $5,330. The cost
threshold has increased substantially
since it was established in regulation,
while the availability of lower cost
generics and the generic utilization rates
have also increased significantly since
the Part D program began. Together,
these factors have resulted in a cost
threshold that is grossly misaligned
with CMS’ intent and inappropriately
reduces MTM eligibility among Part D
enrollees who have multiple chronic
diseases and are taking multiple Part D
drugs. The cost threshold has been
identified as a significant barrier to
MTM access, and, in the past, interested
parties have recommended that it be
lowered.

In the December 2022 proposed rule,
we proposed to amend the regulation at
§423.153(d)(2)(1)(C) to set the MTM cost
threshold at the average cost of five
generic drugs, as defined at § 423.4, for
plan years beginning on or after January
1, 2024. Under this proposal, CMS
would calculate the dollar amount of
the MTM cost threshold based on the
average daily cost of a generic drug
using the PDE data specified at
§423.104(d)(2)(iv)(C). As noted in the
December 2022 proposed rule, based on
2020 data, the average annual cost of
five generic drugs was $1,004. In the
proposed rule, CMS indicated that for
2024, the calculation would use PDE
data from 2022 to identify the average
daily cost of a generic fill, multiplied by
365 days for an annual amount. The
average daily cost for a drug would be
based on the ingredient cost, dispensing
fees, sales tax, and vaccine
administration fees, if applicable, and
would include both plan paid amounts
and enrollee cost sharing. Based on
2022 PDE data analyzed after
publication of the December 2022
proposed rule, the average annual cost
of five generic drugs was $994. In the
December 2022 proposed rule, we noted
that in subsequent years, the MTM cost
threshold would be published in the
annual Part D Bidding Instructions
memo.

Below, we address comments on the
proposed revisions to the annual cost
threshold and describe our rationale for
finalizing a modified MTM cost
threshold methodology at
§423.153(d)(2)(1)(C) based on the
average annual cost of eight generic

drugs, which will be applicable
beginning January 1, 2025.

Comment: Many commenters opposed
the proposal to set the MTM cost
threshold at the average cost of five
generic drugs. While many of these
commenters agreed that the current
MTM cost threshold is too high, they
opposed our proposal to base the cost
threshold on the average cost of five
generic drugs due to the estimated
impact on MTM program size. Instead,
some commenters supported a less
significant cost threshold reduction. A
few commenters suggested that the cost
threshold is irrelevant as the number of
drugs, not their cost, is a key metric. A
health plan commented that over 40
percent of its enrollees would have
annual drug costs that meet the
proposed MTM cost threshold and
suggested that the overarching aim
should instead be to continue targeting
enrollees who are at risk for
polypharmacy. This commenter cited a
study suggesting the range of rates of
ambulatory elderly patients who
experience adverse drug reactions is 20
to 25 percent and that targeting a much
larger percentage of Medicare
Advantage membership to enroll in an
MTM program may divert the focus
from the population that would most
benefit from program inclusion. Other
commenters did not recommend
decreasing the cost threshold to align
with annual average generic drug costs
because that would target beneficiaries
who would not benefit from a CMR
consultation regarding cost savings
opportunities. Another commenter
suggested that CMS consider increasing
the annual cost threshold, instead of
decreasing it, to better account for
inflation in the prescription drug market
and allow plans to have greater capacity
to target MTM services to high need
members.

Some commenters suggested
alternative proposals for lowering the
MTM cost threshold. One commenter
suggested CMS seek insight from the
industry, such as the PQA, on how best
to adjust the cost threshold. A few
commenters recommended alternative
approaches to establish the cost
threshold, such as commensurate with
the average cost of eight generic drugs,
a specific dollar amount, the cost of a
mix of brand and generic drugs as many
beneficiaries take at least one brand
drug, or an incremental approach to
decreasing the cost threshold, starting
with the annual cost of six or seven
drugs.

Response: After considering the
comments and suggestions we received,
we are persuaded to finalize a modified
MTM cost threshold methodology at

§423.153(d)(2)(1)(C) based on the
average annual cost of eight generic
drugs beginning January 1, 2025. This
revised cost threshold methodology
aligns with our decision not to finalize
our proposal to reduce the maximum
number of covered Part D drugs a
sponsor may require from eight to five
drugs. Lowering the cost threshold
removes a significant barrier to MTM
enrollment, but setting the threshold at
the cost of eight (instead of five) generic
drugs yields a more moderate program
size expansion, which will address
commenters’ concerns about cost and
burden. Encouraging the use of generic
or lower cost drugs when medically
appropriate remains a pillar of the Part
D program. Under our final policy,
beneficiaries meeting the criteria of
having multiple chronic diseases and
taking multiple Part D drugs, but who
are taking lower cost generic
alternatives, may now be targeted for
MTM enrollment. MTM enrollees,
especially those with high drug costs,
may continue to benefit from cost saving
opportunities from CMRs. However,
even if a CMR consultation does not
result in cost savings, there are other
benefits of CMRs beyond cost savings.

Comment: Many commenters
requested clarification regarding the
MTM cost threshold calculation,
including which five generic drugs will
be used to determine this new cost
threshold; what methodology CMS will
use to select the drugs; how authorized
generics, biosimilars, or un-branded
biologics factor into the determination;
whether the proposed methodology
would utilize the top five utilized
generic drugs by prescription volume or
the top five generic drugs by plan paid
amount; whether the calculation
includes or excludes generic specialty
medications; whether there is a process
to detect outlier national drug codes
(NDCs) to ensure they are not included
in the calculation; and whether the cost
of five generic drugs is per 30-day
supply of medication. A few
commenters asked if the proposed cost
threshold would be expected to increase
or decrease annually. Another
commenter suggested that CMS
reevaluate cost data for generic drugs, as
costs of many generic drugs have
increased since 2020 due to global
supply chain issues after the COVID-19
pandemic. One commenter asked if
enrollees would be required to receive
the generic drugs only.

Response: The average daily cost of
one generic drug was calculated as total
gross drug cost divided by total days
supply for all Part D covered generic
drugs utilized by all Part D enrollees
during the plan year. The average daily
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cost of one generic drug was then
multiplied by eight drugs and 365 days
to compute an average annual cost of
eight generic drugs. The total gross drug
cost used in this calculation is the sum
of the ingredient cost, dispensing fees,
sales tax, and vaccine administration
fees, if applicable, during the relevant
plan year and includes both plan paid
amounts and enrollee cost sharing. This
calculation does not include the cost of
biologic products or authorized
generics. Compound drug claims are
also excluded.

Beginning January 1, 2025, CMS will
calculate the dollar amount of the MTM
cost threshold based on the average
daily cost of a generic drug as
determined using PDE data from the
plan year that ended 12 months prior to
the applicable plan year, which is the
PDE data currently used to determine
the specialty-tier cost threshold as
specified in the provision at
§ 423.104(d)(2)(iv)(C). CMS will analyze
the PDE data for all Part D covered
generic drugs utilized by all Part D
enrollees during the plan year to
calculate the average daily cost of one
generic fill and multiply the average
daily cost of one generic fill by 365 days
to determine an annual amount.
Therefore, the cost threshold may
change annually. Although average
costs for all Part D covered generic drug
fills will be used to calculate the MTM
cost threshold, a beneficiary would not
be required to only take generic drugs to
meet the eligibility criteria for MTM,
and beneficiary-specific drug costs may
vary from the averages.

For example, based on 2022 PDE data,
the average annual cost of eight generic
drugs was $1,591. If the MTM threshold
were set at this amount, plans would be
required to target beneficiaries who are
likely to incur annual covered Part D
drug costs greater than or equal to
$1,591 (across all Part D drugs they take,
not just generic drugs) and meet the
other MTM targeting criteria for having
multiple chronic diseases and taking
multiple Part D drugs for enrollment in
their MTM program.

Based on analysis of 2023 PDE data,
the MTM cost threshold will be $1,623
for 2025. The MTM cost threshold will
be published in the annual Part D
Bidding Instructions memo for future
years.

Following consideration of the
comments received on the cost
threshold, as well as on the maximum
number of Part D drugs plans may
target, we are finalizing a modified
MTM cost threshold methodology at
§423.153(d)(2)(1)(C) based on the
average annual cost of eight generic
drugs as defined at § 423.4. This new

cost threshold methodology will be
applicable beginning January 1, 2025.

e. Summary

After consideration of the comments
received, we are finalizing proposed
changes to the Part D MTM program
eligibility requirements with the
modifications discussed. The changes
are effective January 1, 2025 and are
summarized below.

e We are finalizing the provision at
§ 423.153(d)(2)(iii) that Part D sponsors
must include all core chronic diseases
in their targeting criteria for identifying
beneficiaries who have multiple chronic
diseases, as provided under
§ 423.153(d)(2)(i)(A). As part of this
provision at §423.153(d)(2)(iii), we are
codifying the nine core chronic diseases
currently identified in guidance and
adding HIV/AIDS, for a total of 10 core
chronic diseases. The 10 core chronic
diseases are: (A) Alzheimer’s disease;
(B) Bone disease-arthritis (including
osteoporosis, osteoarthritis, and
rheumatoid arthritis); (C) Chronic
congestive heart failure (CHF); (D)
Diabetes; (E) Dyslipidemia; (F) End-
stage renal disease (ESRD); (G) Human
immunodeficiency virus/acquired
immunodeficiency syndrome (HIV/
AIDS); (H) Hypertension; (I) Mental
health (including depression,
schizophrenia, bipolar disorder, and
other chronic/disabling mental health
conditions); and (J) Respiratory disease
(including asthma, chronic obstructive
pulmonary disease (COPD), and other
chronic lung disorders). Sponsors retain
the flexibility to target additional
chronic diseases beyond those codified
as core chronic diseases.

e We are not finalizing the proposal
at §423.153(d)(2)(i)(B) to decrease the
maximum number of Part D drugs a
sponsor may require from eight to five
at this time. We are retaining the
maximum number of drugs a plan
sponsor may require for targeting
beneficiaries taking multiple Part D
drugs as eight at §423.153(d)(2)(i)(B).
Part D sponsors will maintain the
flexibility to set a lower threshold (a
number between two and eight Part D
drugs) for targeting beneficiaries taking
multiple Part D drugs. We may revisit
the maximum number of Part D drugs
(eight) a sponsor may require in future
rulemaking.

e We are finalizing the provision at
§423.153(d)(2)(iv) to require sponsors to
include all Part D maintenance drugs in
their targeting criteria with minor
modifications to the regulatory text to
clarify that sponsors must include all
Part D maintenance drugs and to
provide flexibility for sponsors to
include all Part D drugs in their

targeting criteria. However, sponsors
will not be permitted to limit the Part
D maintenance drugs included in MTM
targeting criteria to specific Part D
maintenance drugs or drug classes. We
are also finalizing the requirement at
§423.153(d)(2)(iv) that, for the purpose
of identifying Part D maintenance drugs,
plans must rely on information in a
widely accepted, commercially or
publicly available drug information
database.

e We are finalizing the provision at
§423.153(d)(2)(1)(C) with modification
to set the MTM cost threshold at the
average cost of eight generic drugs, as
defined at §423.4. CMS will calculate
the dollar amount of the MTM cost
threshold based on the average daily
cost of a generic drug using the PDE
data specified at § 423.104(d)(2)(iv)(C).

We believe these final policies will
allow us to address specific gaps
identified in MTM program eligibility
by reducing marked variability across
plans and ensuring more equitable
access to MTM services; better align
with Congressional intent while
focusing on beneficiaries with complex
drug regimens; and keep the program
size manageable. The changes also take
into consideration the burden a change
in the MTM program size would have
on sponsors, MTM vendors, and the
health care workforce as a whole. With
these changes, we estimate that the
number and percent of Part D enrollees
eligible for MTM will increase from 3.6
million (7 percent of Part D enrollees
based on actual 2022 MTM enrollment
data) to a total of 7.1 million (13 percent
of Part D enrollees estimated using 2022
data), which is smaller than the
estimated program size of 11 million
beneficiaries in the December 2022
proposed rule. Burden estimates and
impacts are discussed in sections X. and
XI. of this proposed rule, respectively.

2. Define “Unable To Accept an Offer
To Participate” in a Comprehensive
Medication Review (CMR)

In guidance issued annually, CMS has
consistently stated that we consider a
beneficiary to be unable to accept an
offer to participate in a CMR only when
the beneficiary is cognitively impaired
and cannot make decisions regarding
their medical needs. In the December
2022 proposed rule, we proposed to
codify this definition by amending the
current regulation text at
§423.153(d)(1)(vii)(B)(2) to specify that
in order for the CMR to be performed
with an individual other than the
beneficiary, the beneficiary must be
unable to accept the offer to participate
in the CMR due to cognitive
impairment.
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We received the following comments
on this proposal, and our responses
follow:

Comment: A commenter voiced their
support for our proposal.

Response: CMS appreciates the
commenter’s support.

Comment: A few commenters
opposed or voiced concerns about the
proposal, stating that many beneficiaries
who are not cognitively impaired
request that their caregiver or a trusted
family member participate in the CMR
on their behalf. For example, one
commenter mentioned hearing
impairment as a barrier for the
beneficiary receiving the CMR directly
from the provider. Another commenter
pointed out that many beneficiaries
receive MTM services in long-term care
facilities where nurses who manage
their medications should be allowed to
participate in the reviews on the
beneficiary’s behalf. They argued that
caregivers should be allowed to
participate in the CMR as long as
HIPAA Privacy Rule policies are not
violated, and proper documentation is
maintained.

Response: Our proposal to codify the
definition of “unable to participate”
does not preclude beneficiaries from
inviting other individuals to join them
for the CMR. MTM enrollees may
continue to include caregiver or family
member participation during the MTM
process, though we emphasize that
MTM is a beneficiary-centric program.
Instead, this rule codifies the definition
of “unable to participate,” which is
different from a beneficiary requesting a
CMR to be completed with another
individual. Generally, we expect the
beneficiary being ‘““‘unable to
participate” due to cognitive
impairment to be an uncommon
designation that should be reported
through the Part D Reporting
Requirements (OMB 0938-0992). We
will continue to monitor the percentages
of beneficiaries who are unable to
accept a CMR offer for outlier rates, and
sponsors should retain documentation
supporting any instance in which a
beneficiary is designated as ‘““‘unable to
participate” in their reported data.

CMS would also like to remind plan
sponsors that they are expected to put
in place safeguards against
discrimination based on the nature of
their MTM interventions. Hearing
impairment should not prevent a
beneficiary from receiving MTM
services. Relevant federal regulations for
MTM programs may include Federal
Communications Commission
requirements for accessibility, as
defined in 47 CFR part 64 Subpart F;
Americans with Disabilities Act (ADA):

Nondiscrimination on the Basis of
Disability by Public Accommodations
and in Commercial Facilities, 28 CFR
part 36; Nondiscrimination on the Basis
of Race, Color, National Origin, Sex,
Age, or Disability in Health Programs or
Activities Receiving Federal Financial
Assistance and Programs or Activities
Administered by the Department of
Health and Human Services Under Title
I of the Patient Protection and
Affordable Care Act or by Entities
Established Under Such Title, 45 CFR
Part 92; Section 504 of the
Rehabilitation Act, Nondiscrimination
on the Basis of Handicap in Programs or
Activities Receiving Federal Financial
Assistance, 45 CFR part 84; and 21st
Century Communications and Video
Accessibility Act (CVAA). Part D
sponsors should also refer to the
standards for communications and
marketing found at 42 CFR 423.2267(a).

After consideration of the comments
received, we are finalizing the definition
of a “unable to accept an offer to
participate” in a CMR as proposed at
§423.153(d)(1)(vii)(B)(2) to provide that
a beneficiary must be unable to accept
the offer to participate in the CMR due
to cognitive impairment.

3. Requirement for In Person or
Synchronous Telehealth Consultation

As discussed in the December 2022
proposed rule, we proposed to amend
the existing regulation text at
§423.153(d)(1)(vii)(B)(1)(i) to require
that the CMR be performed either in
person or via synchronous telehealth to
clarify that the CMR must include an
interactive consultation that is
conducted in real-time, regardless of
whether it is done in person or via
telehealth. As discussed in the
December 2022 proposed rule, while the
consultation must be conducted in real-
time, under this proposal, plans would
continue to have the discretion to
determine whether the CMR can be
performed in person or using the
telephone, video conferencing, or
another real-time method.

We received the following comments
on this proposal, and our responses
follow:

Comment: Several commenters
supported clarifying the regulatory
language on the use of telehealth. A few
commenters expressly stated that their
support for the proposal was
conditioned on ‘“‘telehealth” including a
telephone option. Another commenter
expressed concern regarding lower
levels of engagement due to fewer
people wanting in-person interactions
in a pharmacy setting and fewer people
answering their phone, even when it is
their local pharmacy calling.

Response: We thank these
commenters for their feedback and
confirm that telephonic communication
meets the definition of synchronous
telehealth. We believe updating the
regulation to clarify that a CMR must
include an interactive consultation that
is conducted in real-time, regardless of
whether it is done in person or via
telehealth, will ensure that beneficiaries
receiving a CMR via telehealth have the
same opportunities to engage with their
providers in real time as beneficiaries
who receive a CMR in-person. Sponsors
are encouraged to offer multiple
methods of engagement since
beneficiaries may prefer in-person or
telehealth interactions.

After consideration of the comments
received, we are finalizing the proposed
revisions to §423.153(d)(1)(vii)(B)(1)(i)
without modification.

4. MTM Program Technical Changes

In the December 2022 proposed rule,
we proposed several technical changes
to the regulation text related to the Part
D MTM program. At §423.4, we
proposed to add a definition for “MTM
program’ to clarify the meaning of this
term as used in Part 423. In the heading
for §423.153(d), we proposed to remove
the dash and replace it with a period to
be consistent with other paragraph
headings in Subpart D. We proposed to
amend § 423.153(d) by striking “or”
from the end of existing paragraph
(d)(2)(1)(C)(2) to clarify that, consistent
with section 1860D—4(c)(2)(A)(ii) of the
Act, plan sponsors must target enrollees
described in paragraph (d)(2)(i) and
enrollees described in paragraph
(d)(2)(ii). Throughout Part 423, Subpart
D, we proposed to replace “MTMP”’
with “MTM program” to ensure that the
terminology is used consistently.

We did not receive any comments
regarding these changes and are
finalizing these MTM program technical
changes as proposed.

F. Part D Subcontractors May Terminate
Only at the End of a Month (§423.505)

At §423.505(i), we proposed to
require Part D sponsors to include a
provision in certain contracts with first
tier, downstream, and related entities
(FDRs) (as defined at §423.501) that the
FDR may terminate its contract only at
the end of a calendar month after
providing at least 60 days’ prior notice.
Specifically, we proposed that this prior
notice be required in contracts with
FDRs that perform critical functions on
the sponsor’s behalf, as described in the
December 2022 proposed rule. We
believe this change is necessary to
protect beneficiaries from disruptions in
receiving Part D benefits and to protect
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the Part D program from incurring
additional financial liability. We are
finalizing this provision as proposed.

As discussed in the December 2022
proposed rule preamble, Part D sponsors
contract with FDRs to perform many of
the services critical to the operation of
the Part D program. For example, FDRs
administer formularies, process
beneficiary enrollments into plans,
contract with pharmacies, process Part
D claims at the point of sale, and
administer enrollee appeals and
grievance processes. Many Part D
sponsors do not have the internal
capability to take over administration of
these functions from their FDRs on short
notice. If an FDR ceases operations
under a contract, enrollees in an
affected plan may therefore be left
without access to their Part D benefits
until the sponsor is able to make
alternative arrangements. For these
reasons, CMS has a critical interest in
ensuring Part D sponsors’ contracts with
these FDRs protect beneficiaries and the
program.

Occasionally, Part D sponsors face
financial difficulties so severe that they
may stop paying FDRs for services
provided under their Part D contracts.
Such difficulties may also cause
sponsors to be placed into receivership
or bankruptcy. In response to such
developments, an FDR may terminate its
contract with the Part D sponsor or, in
the case of FDRs that administer claims
at the point of sale, stop paying claims
to prevent or minimize operating losses.
Such actions may be prompted by
overdue reimbursement from the
sponsor or anticipated payment
stoppages and can occur in the middle
of a month, depending on the
termination notice terms in the
sponsor’s contract with the FDR.
Fortunately, such mid-month
terminations are rare. However, when
they occur, they can result in significant
disruptions for enrollees, including a
lack of access to needed prescriptions
through their Part D plan. For instance,
a PDP contract was terminated in the
middle of March 2021 due, in part, to
the PDP’s PBM terminating its contract
mid-month for nonpayment. This
disrupted care for almost 40,000
beneficiaries and forced CMS to incur
additional expense to ensure that all
beneficiaries had continuous coverage
for the month of March.

Mid-month terminations can also
result in CMS incurring additional
costs. CMS makes prospective monthly
capitation payments to Part D sponsors,
as provided in section 1860D—15(a)(1) of
the Act and codified in §423.315(b).
When an FDR performing critical
functions on a sponsor’s behalf

terminates a contract mid-month, CMS
has already paid the sponsor for the
services that the FDR was supposed to
render for the remainder of that month.
To protect beneficiaries from suffering
further harm, CMS may find it necessary
to terminate a sponsor’s contract
pursuant to §423.509 or come to terms
for a mutual termination pursuant to
§423.508. CMS reassigns affected
beneficiaries to other Part D plans in the
same service area when such
terminations occur at any time other
than the end of a contract year. When
these reassignments occur mid-month,
CMS makes a full prospective payment
for that month to the plan into which
enrollees are reassigned, so that CMS
pays twice for the same month. For
example, if contract 1 terminates
effective May 15 and CMS reassigns
enrollees to contract 2, CMS would pay
contract 2 for the full month of May
even though it already paid contract 1
for the month of May. CMS has
authority under §423.509(b)(2)(ii) to
recover the prorated share of the
capitation payments made to the Part D
sponsors covering the period of the
month following the contract
termination, but as a practical matter, a
contract terminated due to financial
difficulties usually does not have the
funds available to repay CMS. Nor is
CMS able to make a prorated monthly
payment to the contract into which
enrollees are reassigned.

To protect beneficiaries and the Part
D program from the consequences of
mid-month terminations of certain FDR
contracts, we proposed to establish at
§423.505(i)(6) a requirement that all
Part D sponsors’ contracts with FDRs
that perform certain key Part D
functions require a minimum of 60-
days’ prior notice of termination with an
effective date that coincides with the
end of a calendar month. We are
adopting this change pursuant to our
authority at section 1857(e) of the Act,
made applicable to Part D through
section 1860D—-12(b)(3)(D), which
authorizes the Secretary to adopt
contract terms and conditions as
necessary and appropriate and not
inconsistent with the Part D statute.
This policy is consistent with the
existing requirement that FDRs must
comply with Part D requirements and
support the sponsor’s performance of its
Part D functions, including ensuring
access to covered Part D drugs under
§423.120(a), as required at
§423.505(i)(3)(iii) and (iv). Because Part
D sponsors are paid prospectively and
in units of no less than one calendar
month, they and their subcontractors
should be able to negotiate

arrangements for access to covered Part
D drugs in no less than 1-month
increments by, for example, requiring
Part D sponsors to provide a surety bond
to compensate the FDR in the event of
the sponsors’ fiscal insolvency. We do
not believe that this will result in
significant additional expense for Part D
sponsors because mid-month
terminations have been very rare to
date.

The proposed provision at new
paragraph (6) requires the contract
between a Part D sponsor and an FDR
providing certain functions to state that
a contract termination could only occur
after a 60-day notice period and have an
effective date that coincides with the
end of a calendar month. The functions
for which this requirement would apply
would be—

e Authorization, adjudication, and
processing of prescription drug claims
at the point of sale;

¢ Administration and tracking of
enrollees’ drug benefits in real time;

e Operation of an enrollee appeals
and grievance process; and

¢ Contracting with or selection of
prescription drug providers (including
pharmacies and non-pharmacy
providers) for inclusion in the Part D
sponsor’s network.

All of these functions are critical to
beneficiaries maintaining access to Part
D drugs and ensuring that they pay
appropriate out of pocket costs. The
disruption of any one of these functions
could result in beneficiaries failing to
receive necessary drugs or incurring
unnecessary costs.

We received comments on this
proposal, which are summarized below,
and respond to them as follows.

Comment: One commenter requested
clarification on whether the proposed
rule was applicable to terminations
initiated by Part D sponsors or limited
to terminations initiated by FDRs.

Response: The proposed rule would
only apply to terminations initiated by
FDRs. Part D sponsors would remain
free to terminate their FDRs mid-month
or on less than 60 days’ notice if their
contracts with FDRs permit such
terminations. CMS notes that any
sponsor seeking to terminate an FDR
mid-month or on short notice would
remain accountable for ensuring that its
enrollees continue to receive
uninterrupted Part D benefits in
compliance with the statute, regulation,
and its contract with CMS.

Comment: A few commenters
expressed support for the proposal but
requested that CMS include an
exemption for terminations initiated by
Part D sponsors based on fraud or
member harm.
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Response: CMS appreciates
commenters’ support. We note that the
proposed rule would not limit Part D
sponsors’ ability to terminate their FDRs
for any reason. Therefore, sponsors’
ability to terminate FDR contracts based
on fraud or member harm would be
unaffected by the proposed rule.

After considerations of the comments
and for the reasons outlined in the
proposed rule and our response to
comments, we are finalizing the
provision as proposed with one
grammatical edit regarding
capitalization.

G. Application of 2-Year Ban on
Reentering the Part D Program
Following Non-Renewal (§§ 423.507 and
423.508)

In the December 2022 proposed rule,
we proposed to amend §§ 423.507(a)(3)
and 423.508(e) to clarify that the
prohibition on PDP sponsors that non-
renew or mutually terminate a contract
entering into a new PDP contract for 2
years applies at the PDP region level.
That is, if a sponsor non-renews or
mutually terminates a PDP contract, the
two-year exclusion would only prohibit
them from entering into a new or
expanded PDP contract in the PDP
region(s) they exited and would not
prevent them from entering into a new
or expanded contract in another
region(s). We also proposed to clarify
that the 2-year exclusion applies
whenever a PDP sponsor terminates all
of its plan benefit packages (PBPs) in a
PDP region, commonly known as a
“service area reduction,” even if they
continue to serve other PDP regions
under the contract.

Under current regulations at
§§423.507(a)(3) and 423.508(e), Part D
sponsors that non-renew or mutually
terminate their contracts with CMS are
ineligible to enter into a new Part D
contract for two years following the
non-renewal or mutual termination,
absent circumstances that warrant
special consideration. CMS adopted the
two-year exclusion at the beginning of
the Part D program in 2006 in order to
implement the requirements of section
1857(c)(4) of the Act, made applicable to
the Part D program by section 1860D—
12(b)(3)(B) of the Act. The 2-year
exclusion following contract non-
renewal or mutual termination promotes
stability in the Part D program, as the
additional period of contracting
ineligibility causes organizations to
consider more than just the year-to-year
fluctuations in the Part D market in
deciding whether to discontinue their
participation in the program.

As described in the proposed rule, the
2-year exclusion at the PDP region level

would sufficiently promote the market-
stabilizing purpose of the exclusion by
prohibiting PDP sponsors from non-
renewing all their plans in a region and
returning to the same market after only
one year of absence from the program.
We believe the 2-year exclusion as
applied at the regional level would
prevent sponsors from undermining the
nondiscrimination requirements at
section 1860D-11(e)(2)(D)(i) of the Act
by, for example, terminating PBPs in a
region so they would no longer receive
LIS auto-enrollment. If the two-year
exclusion were not applied at the
regional level, the effective penalty for
the Part D sponsors choosing to stop
serving LIS beneficiaries would be only
one year’s absence from offering plans
in that region, rather than two.
However, these same concerns do not
apply across regions. A sponsor that
non-renews a plan receiving LIS auto-
enrollments in one region that wishes to
enter a different region the next year
would not simply be seeking to enroll
more desirable beneficiaries who had
declined to enroll in their previous
plan; instead, they would be competing
in a completely different market.
Therefore, we see no reason to prohibit
sponsors that non-renew their plans in
one region from offering plans in a new
region before the 2-year exclusion
period elapses.

We proposed to modify §§423.507(a)
as follows:

¢ Revising paragraph (3) to add
regulatory text clarifying that the
requirements in this paragraph pertain
to PDP sponsors’ ineligibility to enter
into a contract for 2 years;

¢ Redesignating paragraph (a)(3)
regarding the current regulatory
requirement regarding a 2-year
contracting ban following non-renewal
of a PDP contract as new paragraph
(@)(3)(i);

e Adding language to new paragraph
(a)(3)(i) stating that CMS cannot enter
into a new contract in the PDP region or
regions served by the non-renewing
contract;

e Adding new paragraph (a)(3)(ii) to
authorize CMS to make organizations
that non-renew all of their PBPs in a
PDP region ineligible to have plan bids
approved again in that region for 2
years; and

¢ Adding new paragraph (a)(3)(iii)
exempting new EGWP PBPs from the 2-
year ban.

Similarly, we proposed to apply our
policy limiting the offering of plans at
the PDP region level for 2 years to
mutual terminations under §423.508.
We proposed to add a sentence to the
existing regulatory text at paragraph (e)
stating that a mutual termination of

participation in a PDP region makes a
PDP sponsor ineligible to apply for
qualification to offer new plans in that
region for 2 years. While we already
require sponsors seeking a mutual
termination to agree not to apply for a
new contract for two years, we believe
that the same concerns that support
applying the 2-year exclusion for non-
renewals at the regional level pertain to
mutual terminations. Allowing a
sponsor that mutually terminates a
contract in one PDP region to apply for
a new contract in another PDP region
does not incentivize the market-
destabilizing practice of entering and
exiting the PDP market in rapid
succession. Therefore, we believe our
application of the 2-year exclusion
should be consistent between non-
renewals and mutual terminations.

We note that this proposed provision
would not apply to a PDP sponsor’s
non-renewal of its EGWP plans since
those plans do not affect the availability
of plan choices to beneficiaries or the
number of plans that qualify for
automatic LIS enrollments. We are also
not concerned that non-renewal of
EGWP plans would be driven by a
sponsor’s attempt to engage in adverse
selection because EGWP plans are
subject to contract negotiation between
employers and sponsors and are not
open to enrollment to all beneficiaries
in the service area.

We received a comment on this
proposed provision.

Comment: The commenter was
generally supportive of the proposal and
of exempting EGWP plans from the 2-
year ban following nonrenewal or
mutual termination. The commenter
requested that we also exempt PDP
PBPs and contracts terminated as part of
a consolidation of plans and contracts
after an acquisition.

Response: We appreciate the
commenter’s support for our proposal.
We understand the commenter’s
concern regarding the application of the
2-year ban following a PDP
consolidation, but do not believe any
modification of the proposal is
necessary because the termination of a
PDP contract as part of a consolidation
would not trigger the 2-year ban so long
as the surviving contract continued to
offer PDP PBPs in the affected regions.
A consolidation occurs when two or
more PDP contracts operated by the
same sponsor or by sponsors that are
subsidiaries of the same parent
organization combine into a single
contract. Consolidations often occur
after the acquisition of a sponsor by a
parent organization that has subsidiaries
that offer PDP PBPs in the same region
as the acquired sponsor. CMS limits the
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number of PDP PBPs that a sponsor (or
subsidiaries of the same sponsor) can
offer to three plans per region under
§423.265(b)(3) and consolidations are
often required to comply with this
requirement following an acquisition.
So long as the contract into which the
plans are consolidated continues to offer
PDP PBPs in the affected region(s), the
sponsor (or the sponsor’s parent
organization) is not exiting the region
and therefore would not be subject to
the 2-year ban on reentering the region.
After consideration of the comments
received and for the reasons outlined in
the proposed rule and our response to
those comments, we are finalizing the
provision as proposed with minor
grammatical and formatting changes.

H. Crosswalk Requirements for
Prescription Drug Plans (§ 423.530)

1. Overview and Summary

In the December 2022 proposed rule,
we proposed to codify, with
modifications, the current process and
conditions under which PDP sponsors
can transfer their enrollees into a
different PDP’s plan benefit packages
(PBPs) from year to year when such
enrollees have made no other election.
This process is known as a “plan
crosswalk” and does not apply to
enrollees in employer group health or
waiver plans. Our proposal defined plan
crosswalks and crosswalk exceptions;
codified the circumstances under which
enrollees can be transferred into
different PDP PBPs from year to year;
established the circumstances under
which enrollees can be transferred into
PDP PBPs offering different types of
prescription drug coverage (“‘basic” or
“enhanced alternative” coverage);
established the circumstances under
which enrollees can be transferred due
to contract consolidations of PDPs held
by subsidiaries of the same parent
organization; and provided protections
against excessive premium increases
resulting from crosswalks. We also
proposed to limit the ability of PDP
sponsors to create new PDP PBPs to
replace non-renewing PBPs under
certain circumstances.

We requested comment on whether
and under what circumstances we
should permit crosswalks from PBPs
offering basic prescription drug
coverage to PBPs offering enhanced
alternative prescription drug coverage,
whether we should require sponsors
that non-renew an enhanced alternative
PBP while continuing to offer
individual market coverage in the same
PDP region to crosswalk affected
beneficiaries into another PBP, and
limitations we should place on

premium and cost increases for
enrollees who are crosswalked between
different PBPs. We were particularly
interested in how best to balance
avoiding gaps in prescription drug
coverage, preserving beneficiary choice
and market stability, and preventing
substantial increases in costs to
beneficiaries resulting from crosswalks.

Finally, we proposed to codify the
current procedures that a Part D sponsor
must follow when submitting a
crosswalk or crosswalk exception
request.

2. Proposed General Rules for Plan
Crosswalks (§423.530(a))

Section 1860D—-1(b)(1)(B) of the Act
requires the Secretary to use rules
similar to and coordinated with the
rules for enrollment, disenrollment,
termination, and change of enrollment
in MA-PD plans under certain
provisions of section 1851 of the Act.
Therefore, in codifying general rules for
plan crosswalks, we seek both to
maintain current policy and, to the
extent possible, be consistent with the
requirements for MA plan crosswalks
codified at §422.530 in the final rule
published in the January 19, 2021
Federal Register (CMS-4192-F2) (86 FR
5864).

At §423.530(a)(1), we proposed to
define a plan crosswalk as the
movement of enrollees from one PDP
PBP to another PDP PBP. We noted that
this definition is consistent with current
policy and with the definition of
crosswalks for MA plans, codified at
§422.530(a)(1).

We proposed at §423.530(a)(2)(i)
through (iii) to adopt the crosswalk
prohibitions in current CMS
subregulatory guidance, described in the
“Guidance for Prescription Drug Plan
(PDP) Renewals and Nonrenewals”
(hereinafter referred to as the PDP
Renewal and Nonrenewal Guidance),
issued in April 2018 and posted to the
CMS website at https://www.cms.gov/
Medicare/Prescription-Drug-Coverage/
PrescriptionbDrugCovbContra/
Downloads/Guidance-for-Prescription-
Drug-Plan-PDP-Renewals-and-Non-
Renewals-.pdf. First, we proposed to
prohibit crosswalks between PBPs in
different PDP contracts unless the PDP
contracts are held by the same Part D
sponsor or by sponsors that are
subsidiaries of the same parent
organization. Second, we proposed to
prohibit crosswalks that split
enrollment of one PBP into multiple
PBPs. Third, we proposed to prohibit
crosswalks from PBPs offering basic
coverage to PBPs offering enhanced
alternative coverage.

In the preamble to the December 2022
proposed rule, we noted that, in the
past, organizations have sought
exceptions to the prohibition of basic-to-
enhanced alternative crosswalks on the
grounds that one of the available
enhanced alternative PBPs is lower cost
or otherwise a better alternative for
enrollees in a non-renewing basic PBP
than the available basic PBP. These
requests come in the context of
proposed contract consolidations
crosswalks and, because CMS prohibits
PDP contracts from offering more than
one PBP offering basic coverage in a
region under § 423.265(b)(2), there
would only be one option for the
enrollees in non-renewing basic PBP to
be transferred into. PBPs offering basic
prescription drug coverage can vary
widely in premium and estimated out-
of-pocket costs. Enhanced alternative
PBPs sometimes offer lower premiums
than basic PBPs under the same
contract. However, as discussed
previously in section IV.AD.2. of the
December 2022 proposed rule, a portion
of the premium for an enhanced
alternative PBP is the “supplemental”
premium and any LIS-eligible
individuals transferred from a basic to
an enhanced alternative PBP might
therefore have to pay more than they
would in the available basic PBP, even
if the enhanced alternative PBP has a
lower overall premium. 87 FR 79602.
Therefore, we proposed to continue our
current policy in order to protect LIS-
eligible beneficiaries from unanticipated
premium increases.

We solicited comments on whether
and under what circumstances to allow
crosswalks from PBPs offering basic
prescription drug coverage to enhanced
alternative coverage. CMS was
particularly interested in how such
crosswalks could be administered in a
way that protects LIS-eligible
beneficiaries from premium and other
cost increases.

Plan crosswalks often occur in the
context of contract renewals and non-
renewals. We proposed at
§423.530(a)(3) to require sponsors
seeking crosswalks to comply with rules
in §§423.506 and 423.507 governing
renewals and non-renewals,
respectively. This requirement is
consistent with the requirement for MA
plan crosswalks codified at
§422.530(a)(3). We also proposed at
§423.530(a)(4) to make clear that only
enrollees eligible for enrollment under
§423.30 can be crosswalked from one
PBP to another. Finally, we proposed at
§423.530(a)(5) to continue to allow
enrollees in employer group health or
waiver PBPs to be transferred between
PBPs in accordance with the usual
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process for enrollment in employer
group health or waiver plans, rather
than in accordance with the proposed
provisions of § 423.530. This proposal
would ensure that the process for
enrollment in employer group health or
waiver plans is not disrupted by this
proposed rule.

3. Mandatory Crosswalks (§ 423.530(b))

We proposed at §423.530(b)(1) and
(2) to require enrollees in PDP PBPs that
are renewing to be transferred into the
same PBP for the following contract
year. This is consistent with the current
process summarized for renewal plans
in the PDP Renewal and Nonrenewal
Guidance. As discussed in the
December 2022 proposed rule preamble,
this requirement would continue to
apply to PBPs offering both enhanced
alternative and basic coverage and
would continue to facilitate evergreen
enrollment as required by section
1851(c)(3)(B) of the Act. We also noted
that the proposal was consistent with
the requirements for MA renewal
crosswalks codified at §422.530(b)(1)(1).

4. Plan Crosswalk Exceptions
(§423.530(c))

We proposed at §423.530(c) to
classify consolidated renewal and
contract consolidation crosswalks as
“crosswalk exceptions.” We proposed to
define “consolidated renewals” and
“contract consolidations” consistent
with the current policy described
previously in section IV.AD.2. of the
December 2022 proposed rule. We
proposed to codify our current policy
for the two types of plan crosswalk
exceptions with some modifications.

For consolidated renewals, we
proposed to codify current policy at
§423.530(c)(1)(i) through (iv) with
modifications that balance concerns for
beneficiaries in non-renewing plans
losing coverage with concerns about
market stability and limiting
unexpected premium increases.
Specifically, we proposed that:

¢ The plan ID for the upcoming
contract year PBP must be the same plan
ID as one of the PBPs for the current
contract year;

e The PBPs being consolidated must
be under the same PDP contract;

e A PBP offering basic prescription
drug coverage may not be discontinued
if the PDP contract continues to offer
plans (other than employer group
waiver plans) in the service area of the
PBP; and

e Enrollment from a PBP offering
enhanced alternative coverage may be
crosswalked either into a PBP offering
either enhanced alternative or basic
prescription drug coverage.

We also proposed four major
modifications to current policy with
respect to consolidated renewals:

e At §423.530(c)(1) to allow, but not
require, plan crosswalks in consolidated
renewal scenarios. PDP sponsors could
request a crosswalk of enrollment from
a non-renewing PBP to another PBP
under the same contract, provided it
meets the other requirements of
§423.530;

e At §423.530(c)(1)(v), to require
enrollees from non-renewing PBPs
offering enhanced alternative coverage
to be crosswalked into the PBP that will
result in the lowest premium increase;

e At §423.530(c)(1)(vi), to prohibit
plan crosswalks if the crosswalk would
result in a premium increase greater
than 100 percent, unless the dollar
amount of the premium increase would
be less than the base beneficiary
premium, as described in §423.286(c),
compared to the current year premium
for the non-renewing PBP; and

e At §423.530(c)(1)(vii), to prohibit
sponsors that fail to request and receive
a plan crosswalk exception from
offering a new enhanced alternative PBP
in the same service area for the contract
year after they non-renew an enhanced
alternative PBP.

As discussed in the preamble to the
December 2022 proposed rule, we
recognize that premiums are not the
only aspect of a PBP’s structure that
affect costs to beneficiaries or the
beneficiary experience. The PBP’s
formulary and cost-sharing structure are
also important elements affecting
beneficiary costs. However, premiums
for a PBP are the same for every enrollee
and are therefore the most
straightforward factor to use to protect
enrollees from unexpected cost
increases. We solicited comments on
whether we should use other factors,
such as differences in estimated out of
pocket costs (OOPC) between the non-
renewing and surviving PBPs, rather
than simply the difference in plan
premiums, to determine whether
approving a plan crosswalk exception is
the best option for enrollees in a non-
renewing PBP. We also requested
comments on whether to allow plan
crosswalks to a higher premium plan if
the difference between the higher
premium plan and the lower premium
plan is less than a certain dollar
amount—for example, should CMS
permit a crosswalk to a higher premium
surviving PBP despite the availability of
a lower premium surviving PBP if the
difference between the premiums is less
than a fixed dollar amount. Finally, we
sought comment on alternatives to using
the base beneficiary premium. Potential
alternatives included a fixed dollar

amount, the low-income premium
subsidy amount, described in
§423.780(b), for the non-renewing PBP’s
region, or the national average monthly
bid amount, described in §423.279.

These four proposed changes
represented a significant shift from
current policy. As such, we solicited
comments on alternative approaches.
Possible alternatives included, but were
not limited to: (1) requiring plan
crosswalks when a sponsor non-renews
an enhanced alternative PBP while
continuing to offer individual market
coverage under the same PDP contract,
but prohibiting sponsors from creating a
new PBP to replace the non-renewing
PBP; (2) adopting the requirements as
proposed, but prohibiting sponsors from
creating new PBPs to replace non-
renewing PBPs even if a plan crosswalk
exception is requested and received; (3)
using an alternative measure, such as
OOPC, instead of or in addition to plan
premiums to assess whether a plan
crosswalk exception should be granted;
or (4) adopting the current subregulatory
policy without modification.

We also proposed requirements for
contract consolidations that would
reflect our current subregulatory policy,
but with two significant differences that
parallel the proposals with respect to
consolidated renewals. We proposed at
§423.530(c)(2)(i)—(iv) to adopt the
following requirements of current
subregulatory policy:

e The non-renewing PDP contract and
the surviving contract must be held by
the same legal entity or by legal entities
with the same parent organization;

e The approved service area of the
surviving contract must include the
service area of the non-renewing PBPs
whose enrollment will be crosswalked
into the surviving contract;

e Enrollment may be crosswalked
between PBPs offering the same type of
prescription drug coverage (basic or
enhanced alternative); and

e Enrollment from a PBP offering
enhanced alternative coverage may be
crosswalked into a PBP offering basic
prescription drug coverage.

We proposed the following significant
changes to current policy with respect
to contract consolidations:

e At §423.530(c)(2)(v), require plan
crosswalks from non-renewing PBPs
offering enhanced alternative coverage
into the PBP that would result in the
lowest premium increase; and

o At §423.530(c)(2)(vi), prohibit plan
crosswalks that would result in a
premium

increase greater than 100 percent,
unless the dollar amount of the
premium increase would be less than
the base beneficiary premium, as
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described in §423.286(c), compared to
the current year premium for the non-
renewing PBP.

5. Procedures for Requesting Plan
Crosswalks (§423.530(d))

We proposed to codify current
procedures for submitting plan
crosswalks and/or making plan
crosswalk exception requests at
§423.530(d), as described in “Bid
Pricing Tool for Medicare Advantage
Plans and Prescription Drug Plans”
CMS-10142, posted for final comment
pursuant to the Paperwork Reduction
Act of 1995 at 87 FR 2441 (February 14,
2022). We proposed that a Part D
sponsor must submit all mandatory plan
crosswalks in writing through the bid
submission process in HPMS by the bid
submission deadline. We further
proposed that a Part D sponsor must
submit all plan crosswalk exceptions by
the plan crosswalk exception request
deadline announced annually by CMS.
Through the bid submission process, the
Part D sponsor may indicate if a plan
crosswalk exception is needed at that
time; however, the Part D sponsor must
also ultimately request a crosswalk
exception through the crosswalk
exception functionality in HPMS in
accordance with the deadline
announced annually. CMS would verify
the exception request and notify the
requesting Part D sponsor of the
approval or denial of the request after
the plan crosswalk exception request
deadline. CMS would approve any plan
crosswalk exception that met the
requirements of the regulation. Because
plan crosswalks are requested when a
PBP is non-renewing, a denied
crosswalk request would result in the
PBP being non-renewed without
enrollment being crosswalked. Part D
sponsors would be required to submit
these exception requests to ensure that
PBP enrollment is allocated properly.

6. Response to Comments

We are finalizing crosswalk
requirements for PDPs at §423.530
without modification, as discussed in
the responses to comments that follow.

Comment: Several commenters asked
that we consider plan characteristics
other than total premiums when
determining which plan or plans
beneficiaries could be crosswalked into.
They noted that crosswalks can result in
more changes than just a change in
premium, including changes to cost
sharing and formulary drugs. They
suggested that CMS consider factors
such as the beneficiary OOPC estimate
in the plan bid and the formulary
composition and structure, in addition
to the plan premium, when assessing

which PBP beneficiaries can be
crosswalked into in consolidated
renewal and contract consolidation
scenarios.

Response: CMS acknowledges and
shares the concerns that commenters
expressed regarding the impact that
changing PBPs can have on individual
beneficiaries’ costs and access to drugs.
However, it is very difficult to predict
which formulary will be best for the
greatest number of beneficiaries. CMS
reviews all formularies to ensure that
they contain the required number of
Part D drugs from each therapeutic
category and class and an appropriate
range of strengths and dosages of those
drugs, that utilization management
requirements (including prior
authorization and step therapy
requirements) are appropriate, and that
the formularies otherwise meet all Part
D requirements. While this ensures that
all plans offer appropriate coverage of
and access to Part D drugs, individual
beneficiaries may find that certain
formularies offer better coverage of, or
pricing for, the drugs they utilize. CMS
does not currently have a methodology
to determine whether a particular
approved formulary will be “better”” for
a group of beneficiaries than another
approved formulary, given the variety of
ways that an individual beneficiary may
deem a certain formulary “better” and
the diversity of needs from one
beneficiary to the next. For instance,
one beneficiary may find inclusion of
utilization management to be off-putting
whereas another values a low tier
placement. Despite these hypotheticals,
premiums have been shown to be a key
factor in plan choice for beneficiaries.

Each plan does have an estimated
OOPC value, which estimates the
average monthly out-of-pocket costs for
enrollees in a PBP. But while that is a
useful bid review and actuarial tool, the
actual costs incurred by beneficiaries
are highly variable because they are
based on characteristics—including but
not limited to LIS status, health status,
medications used, pharmacies chosen—
that vary widely among beneficiaries.
Premiums, on the other hand, are
uniform for all beneficiaries. We believe
that attempting to use other information,
including OOPC and formulary
composition and structure, to determine
which plans beneficiaries may be
crosswalked into is too complicated to
be practical at this time.

CMS will continue to encourage
beneficiaries to investigate the cost and
benefits of available Part D plans during
each Annual Election Period (AEP).
Beneficiaries can use Medicare Plan
Finder and other tools to assess which
plans offer the combination of

premiums, cost sharing, pharmacy
networks, and formulary coverage that
best meets their individual needs. Part
D sponsors will continue to be required
to send Annual Notices of Change
(ANOCGs), Evidences of Coverage (EOCs)
and other materials as described in
§423.2267(e) to all beneficiaries
enrolled in their plans before the AEP
so that beneficiaries will have
information such as formulary coverage,
cost sharing, and prior authorization
requirements to use when comparing
plans.

Comment: A few commenters
requested that CMS provide a special
election period (SEP) to beneficiaries
subject to consolidated renewal and
contract consolidation crosswalks.
These commenters believe that
beneficiaries do not always realize how
their Part D benefits are changing for the
new year and that they may benefit from
an SEP so they may select new plans
after the new plan year begins.

Response: CMS acknowledges
commenters’ concerns. However, plan
premiums, cost sharing, and formularies
can significantly change year-to-year
even when beneficiaries are not being
crosswalked into a new PBP. CMS does
not believe that beneficiaries subject to
crosswalks, particularly with the
safeguards we are finalizing in this rule,
are any more vulnerable to not
understanding the resulting changes to
their Part D benefits than beneficiaries
who are continuing in the same PBP
without being crosswalked. Therefore,
we do not believe an SEP is appropriate
for crosswalked beneficiaries.
Crosswalked beneficiaries will receive
the same notice of changes—the
ANOC—that all other beneficiaries in
continuing Part D coverage will receive
before the AEP. They will also receive
all other required material, including
the EOC and Summary of Benefits,
which provide details about premiums,
deductibles, and cost sharing for the
new plan. CMS continues to encourage
all beneficiaries to compare available
coverage offerings during every AEP.

Comment: One commenter
representing a Part D plan requested
that CMS delay the effective date of the
crosswalk provisions until after the
premium stabilization protections in the
Inflation Reduction Act of 2022 (“IRA”’)
go into effect.

Response: CMS notes that the
premium stabilization provisions of the
IRA, which provide a mechanism to
limit the growth in the base beneficiary
premium (used to calculate the plan-
specific base premium) to a 6 percent
increase compared to the previous year,
went into effect for plan year 2024.
There is therefore no need to further
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delay implementation of the crosswalk
provisions based on the concerns
expressed by this commenter.

Comment: Some commenters opposed
limiting consolidated renewal and
contract consolidation crosswalks to
those that would result in the lowest
premium increase and barring such
crosswalks when they would result in
premium increases greater than 100
percent. These commenters believed
plans needed greater flexibility in
determining the appropriate plan into
which to crosswalk members.
Specifically, they wanted CMS to take
formulary structure, cost sharing, and
network composition into account. They
also expressed concern over the effect
that the implementation of various
provisions of the IRA would have on
plan premiums. They were concerned
that the cost sharing limits for insulin
and certain adult vaccines (which went
into effect in 2023), ending beneficiary
cost sharing for covered Part D drugs
during the catastrophic phase of the
benefit (effective in 2024), and the new
beneficiary Part D out-of-pocket
spending limit (effective in 2025),
among other provisions, will create
unanticipated volatility in Part D
premiums. They requested that if CMS
finalizes these requirements as
proposed, we delay implementation of
the provisions of the proposed
crosswalk regulation that limit premium
increases until at least 2026 to give the
market time to adjust to the changes.

Response: As we noted in the
preamble to the proposed rule,
crosswalks have rarely resulted in
premium increases greater than 100
percent. We therefore do not think it is
necessary to preserve “flexibility” for
plans to implement such crosswalks in
the future. We also note that the
proposed crosswalk requirements would
grant plans more flexibility in some
respects by allowing them to choose to
non-renew an enhanced alternative plan
without crosswalking enrollees into
another plan. Earlier in this preamble,
we also pointed out in response to a
comment requesting that CMS consider
factors other than premiums in
assessing the appropriateness of a
proposed crosswalk that taking
formulary comparisons or anticipated
out-of-pocket costs into account would
not be practical at this time.

CMS understands the commenters’
concerns about the unanticipated
consequences of changes to the Part D
program required by the IRA. As
discussed earlier in this preamble in
response to another comment, the IRA
includes a mechanism to limit the
growth in the base beneficiary premium
(used to calculate the plan-specific base

premium) for Part D plans starting on
January 1, 2024. The 2024 Part D
premiums reflect both the IRA’s
premium stabilization provisions and its
provisions limiting cost sharing for
covered insulin products and
recommended adult vaccines and
ending beneficiary cost sharing for
covered Part D drugs during the
catastrophic phase of the benefit. Rather
than increasing, the average total
monthly premium for Medicare Part D
coverage was projected to decrease 1.8
percent from $56.49 in 2023 to $55.50
in 2024 for 2024.2° We anticipate that
premiums will continue to remain
stable as the IRA is fully implemented.

While we do not believe it is
necessary to suspend or delay these
elements of the proposed rule, we will
delay implementation of this proposal
until January 1, 2026 to allow time for
necessary system updates to be made to
the CMS systems for the 2026 bid cycle
that commences in June 2025. To the
extent that commenters are concerned
about the burden of implementing the
new crosswalk requirements while
adjusting to major changes under the
IRA, this delay should allay their
concerns.

Comment: A commenter
recommended allowing LIS
beneficiaries to be crosswalked from
basic to enhanced alternative plans
when the premium for the enhanced
alternative plan is lower than for the
available basic plan. The commenter
believed that this would save the
government money by reducing LIS
payments. The commenter alternatively
recommended allowing the creation of
LIS-only plans to be offered by all
sponsors to address the unique needs of
LIS beneficiaries.

Response: We thank the commenter
for their input. While we acknowledge
that a lower premium enhanced
alternative plan may indeed lower the
LIS subsidy the government would pay
for an LIS beneficiary enrolled in the
plan, the commenter’s recommendation
does not address the primary reason we
prohibit such crosswalks. As we
discussed in the proposed rule, CMS
can only provide the LIS for the portion
of the monthly beneficiary premium
attributable to basic coverage, pursuant
to §423.780(b)(1)(i). This does not
include the amount attributed to
supplemental coverage for enhanced
alternative plans. Any LIS-eligible
individuals enrolled in a non-renewing

20 CMS Press Release, “Medicare Advantage and
Medicare Prescription Drug Programs to Remain
Stable in 2024, September 26, 2023, available at
https://www.cms.gov/newsroom/press-releases/
medicare-advantage-and-medicare-prescription-
drug-programs-remain-stable-2024.

PBP offering basic prescription drug
coverage that were transferred into a
PBP offering enhanced alternative
coverage, and who did not change their
election, might therefore have to pay
more than they would for a PBP offering
basic prescription drug coverage, even if
the enhanced alternative PBP had a
lower overall premium. The
commenter’s recommendation for an
LIS-only offering is beyond the scope of
our proposal.

Comment: One commenter requested
clarification on how CMS would
compare a premium increase to the base
beneficiary premium when considering
whether to allow a crosswalk that would
result in a premium increase of over 100
percent compared to the non-renewing
plan’s total plan premium. The
commenter interpreted the requirement
proposed for § 423.530(c)(1)(vi) and
(2)(vi) to compare the base beneficiary
premium to the premium increase
amount, not to the total premium after
the increase. The commenter interpreted
our proposal to allow a consolidated
renewal or contract consolidation
crosswalk if the premium increase were
the same or lower than the base
beneficiary premium and asked for
confirmation of that interpretation.

Response: The commenter’s
interpretation of the proposed language
is accurate. CMS will evaluate
compliance with this requirement by
comparing the anticipated premium
increase for crosswalked beneficiaries to
the base beneficiary premium.

Comment: One commenter expressed
concern that “forcing” plans to
crosswalk members into certain plans
would negatively impact current
members in those plans by increasing
premiums based on the claims history of
the crosswalked members.

Response: This commenter appears to
confuse our current crosswalk policy,
which does mandate crosswalks when
sponsors non-renew an enhanced
alternative plan while continuing to
offer PDP PBPs in a service area, with
the proposal, which would no longer
require such crosswalks. Under the
proposed policy, sponsors could choose
not to perform a consolidated renewal
crosswalk for members from a non-
renewing enhanced alternative PDP PBP
into another PBP under the same
contract. CMS would bar the sponsor
from creating a new enhanced
alternative plan to replace the non-
renewing one if the sponsor opted not
to crosswalk membership from the non-
renewed plan, but CMS would no longer
require plans to perform such
crosswalks.

Comment: A commenter expressed
general support for codifying the


https://www.cms.gov/newsroom/press-releases/medicare-advantage-and-medicare-prescription-drug-programs-remain-stable-2024
https://www.cms.gov/newsroom/press-releases/medicare-advantage-and-medicare-prescription-drug-programs-remain-stable-2024
https://www.cms.gov/newsroom/press-releases/medicare-advantage-and-medicare-prescription-drug-programs-remain-stable-2024

Federal Register/Vol. 89, No. 79/Tuesday, April 23, 2024 /Rules and Regulations

30487

crosswalk requirements as proposed
because it would create clear
requirements for PDP crosswalks. They
asked that CMS consider other factors in
the PDP market that create incentives
for plan sponsors to consolidate PDP
offerings and that may result in
unnecessary premium increases.
Specifically, the commenter asked that
CMS make modifications to the
Prescription Drug Hierarchical
Condition Category (Rx-HCC) Risk
Adjustment Model to enhance the
predictive power of the tool and ensure
more appropriate reimbursement to plan
sponsors. They believe that the current
model may no longer adequately
mitigate against plan sponsors’
incentives to engage in risk selection.
They specifically asked that CMS take
steps to reduce the lag time for
including updated claims data in the
model to not more than three years.
Response: CMS appreciates the
commenter’s support for this proposed
rule. CMS does not believe there are
additional factors related to premium
increases that could be addressed
through our proposed crosswalk
requirements. The comments regarding
the Rx-HCC Risk Adjustment Model are
beyond the scope of this proposal.
After considerations of the comments
and for the reasons outlined in the
proposed rule and our response to
comments, we are finalizing the plan
crosswalk provisions as proposed but
with minor grammatical and formatting
changes and a delayed effective date
from January 1, 2025 to January 1, 2026.

L. Call Center Text Telephone (TTY)
Services (§§ 422.111 and 423.128)

We proposed to make a technical
change by modifying
§§ 422.111(h)(1)(iv)(B) and
423.128(d)(1)(v)(B) to require a plan’s
call center to establish contact with a
customer service representative within 7
minutes on no fewer than 80 percent of
incoming calls requiring TTY services,
rather than establishing contact with a
TTY operator within 7 minutes on no
fewer than 80 percent of incoming calls.
Our proposed change was intended to
remove any ambiguity that might result
from our use of the term “TTY
operator,” because our intent was to
ensure a beneficiary could establish
contact with a customer service
representative within 7 minutes. When
an MA organization or Part D sponsor
operates their own TTY device and
thereby creates a direct TTY to TTY
communication, the plan customer
representative is also the TTY operator.
However, when MA organizations and
Part D sponsors use telecommunications
relay systems, a TTY operator serves as

an intermediary between the caller and
the plan’s customer service
representative and is not able to answer
the caller’s questions about plan
benefits.

We received several comments
supporting and no comments opposing
this proposal. CMS thanks those in
support of our proposal. For the reasons
outlined in the proposed rule, we are
finalizing the revision as proposed.

J. Clarify Language Related to
Submission of a Valid Application
(§§422.502 and 423.503)

1. Overview and Summary

In the December 2022 proposed rule,
we summarized the history of our
treatment of substantially incomplete
applications and proposed to amend the
language in §§422.502 and 423.503 to
codify CMS’s authority to decline to
consider a substantially incomplete
application for a new or expanded Part
C or D contract. We also proposed to
codify longstanding criteria for
determining that an application is
substantially incomplete. We are
finalizing these provisions as proposed.

We proposed to modify §§422.502
and 423.503 by adding new paragraphs
(a)(3) and (a)(4), respectively, regarding
substantially incomplete applications.
At §§422.502(a)(3)(i) and
423.503(a)(4)(i), we proposed to codify
that we do not evaluate or issue a notice
of determination as described in
§§422.502(c) and 423.503(c),
respectively, when an entity submits a
substantially incomplete application.
This proposed modification to the
regulatory text is consistent with our
longstanding policy to treat
substantially incomplete applications as
if they were not submitted by the
application deadline and therefore the
submitting entity is not entitled to
review of its submitted material or an
opportunity to cure deficiencies.

We also proposed at
§§422.502(a)(3)(ii) and 423.503(a)(4)(ii)
to codify our definition of a
substantially incomplete application as
one that does not include responsive
materials to one or more sections of the
MA or Part D application. Pursuant to
§§422.501(c) and 423.502(c), entities
seeking to qualify as an MA
organization (or to qualify to offer a
specialized MA plan for special needs
individuals (a SNP)) and/or Part D
sponsor to must fully complete all parts
of a certified application, in the form
and manner required by CMS.
Applications for service area expansions
are subject to the same rules and review
processes because we treat the
expansion of a plan service area as a

new application for a new area. We
prescribe the form and manner in an
application published annually. This
application is subject to the Paperwork
Reduction Act review process. The form
and manner vary somewhat from year to
year, but generally include several
sections that require an entity to
demonstrate compliance with specific
categories of program requirements. For
instance, Part D applications for new
Part D contracts include: (1) a series of
attestations whereby the applicant
agrees that it understands and complies
with various program requirements; (2)
a contracting section that requires
entities to demonstrate compliance with
Part D requirements by submitting
certain first tier, downstream, and
related entity contracts and network
pharmacy templates; (3) a network
section that requires entities to submit
lists of contracted pharmacies that meet
geographic and other access
requirements; (4) a program integrity
section that requires entities to submit
documentation that they have
documented and implemented an
effective compliance program as
required by § 423.504(b)(vi); and (5) a
licensure and solvency section that
requires entities to meet applicable
licensure and fiscal solvency
requirements. MA applications require
substantially similar information related
to the operation of an MA plan, and
SNP applications include additional
sections related specifically to SNP
requirements for the type of SNP the
applicant seeks to offer. Consistent with
past practice, CMS proposed to treat an
application that does not include
required content or responsive materials
for one or more of these sections as
substantially incomplete. In our
assessment, applications that fail to
include significant amounts of
responsive information and/or
materials, including failing to include
required content or responsive material
for any section of the application, in
their submission by the application
deadline are merely submitting
placeholder applications that do not
merit additional opportunities to meet
CMS requirements.

An example of a Part D application
that would be incomplete and therefore
excluded from further consideration
under the proposed rule is one that
failed to include (by uploading to the
application system) a retail pharmacy
list that would allow CMS to determine
whether it met pharmacy access
requirements. This would include
failure to submit a list at all, submitting
a list containing fictitious pharmacies,
or submitting a list that contained so
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few pharmacies that CMS could
reasonably conclude that no good faith
effort had been made to create a
complete network. CMS would also
deem as substantially incomplete any
application that failed to submit any
executed contracts with first tier,
downstream, or related entities that the
applicant had identified as providing
Part D services on its behalf.

An example of an MA application that
would be incomplete and therefore
excluded from further consideration is
one that failed to upload either a state
license or documentation that the state
received a licensure application from
the applicant before the CMS
application due date. Another example
of an incomplete MA application might
be one that failed to upload network
adequacy materials, including failing to
submit network lists for designated
provider types, submitting fictitious
providers, or submitting a list that
contained so few providers that CMS
could only conclude that no good faith
effort had been made to create a
complete network.

An example of a SNP application that
would be incomplete and therefore
excluded from further consideration is
one that failed to upload a model of care
(MOC) that would allow CMS to
determine whether or not it met MOC
element requirements. This would
include failure to submit MOC
documents at all or submitting
incomplete documents that did not
contain all of the required MOC
elements.

Finally, we proposed at
§§422.502(a)(3)(iii) and
423.503(a)(4)(iii) to explicitly state that
determinations that an application is
substantially incomplete are not
contract determinations as defined at
§§422.641 and 423.641, respectively.
Because they are not contract
determinations, determinations that an
application is substantially incomplete
are not entitled to receipt of specific
notices or to file an appeal under Parts
422 and 423, subpart N. CMS has
consistently taken this position when
determining an application is
substantially incomplete because a
submission that is so incomplete as to
not be deemed a valid application did
not meet the application deadline and
cannot be meaningfully reviewed.
Nevertheless, a few entities have used
the contract determination hearing
process to appeal CMS’s determination
that they did not submit a substantially
complete application by the application
deadline. In such cases, the Hearing
Officer has ruled that such
determinations were not contract

determinations entitled to hearings
under §§422.660 and 423.650.

We do not believe that our proposed
regulatory provisions at
§§422.502(a)(3)(i) and 423.503(a)(4)(i)
will have a significant impact on the
Part C or D programs. Only a handful of
entities have attempted to submit
substantially incomplete applications in
recent years. We believe that codifying
our treatment of substantially
incomplete applications will further
discourage entities from submitting
placeholder applications and ensure
that materials submitted by the
application deadline represent entities’
good faith efforts to meet application
requirements.

We received comments on this
proposal, which are summarized below:
Comment: A commenter expressed

support for the proposal and
appreciated the clarifications regarding
what constitutes a substantially
incomplete application.

Response: CMS appreciates the
commenter’s support.

Comment: Several commenters
generally supported the proposal but
requested clarification on what
documentation would be sufficient to
indicate that an application was not
substantially incomplete. A few
commenters specifically requested
further clarification on what constitutes
evidence that a state licensure
application was filed. One commenter
wanted additional clarity on what
evidence would indicate that a plan
made “‘best efforts”” to complete an
application.

Response: CMS appreciates the
commenters’ support. As summarized
from the proposed rule earlier in this
section, an example of a substantially
incomplete application is one where the
organization failed to provide evidence
of state licensure or documentation that
the state received a licensure
application from the applicant before
the CMS application due date. When an
entity submits, with the MA
application, documentation that the
entity has filed a complete state
licensure application with the
appropriate state before the CMS MA
and Part D application due date, CMS
will not determine that the application
is substantially incomplete based on a
failure to provide responsive materials
in the state licensure section of the MA
application. (However, all other
portions of the MA application must
also be complete for CMS to review and
evaluate the application.)
Documentation to demonstrate that the
entity has applied for the appropriate
state licensure for its MA application
could consist of a copy of the

application and a receipt or other
documentation that the application was
sent to and received by the state before
the CMS MA and Part D application due
date. MA organizations must be licensed
in the state(s) of the service area(s)
covered by the application in order to
ultimately have their application
approved by CMS.

CMS did not propose and does not
currently use a “best efforts” standard
for determining whether an application
is substantially incomplete. In the
proposed rule (87 FR 79520), we
described an example of an MA
applicant submitting a list of providers
that was so few that CMS could only
conclude that that applicant had not
even made a good faith effort to create
a complete network by the application
deadline, which is key to demonstrating
the ability to provide adequate access to
covered services. For example, an
application would be substantially
incomplete if it only included a single
pharmacy in the retail pharmacy
network submission, regardless of how
much effort the organization submitting
the application put into enrolling
pharmacies in the network. An
organization that was acting in good
faith would not have filed an
application wherein they certified they
met application requirements if they
had not been able to enroll more than
a single pharmacy by the application
deadline. While CMS recognizes that it
can be challenging for an organization to
prepare to offer MA and Part D plans,
CMS expects any organization filing an
application to have already made
sufficient progress in its preparations to
provide responsive materials to all parts
of the application.

After consideration of the comments
and for the reasons outlined in the
proposed rule and our response to
comments, we are finalizing the
revisions to §§422.502(a)(3) and
423.503(a)(4) as proposed without
substantive modification. The final
regulation text includes minor stylistic
changes.

K. Expanding Network Adequacy
Requirements for Behavioral Health

Section 1852(d)(1) of the Act allows
an MA organization to select the
providers from which an enrollee may
receive covered benefits, provided that
the MA organization, in addition to
meeting other requirements, makes such
benefits available and accessible in the
service area with promptness and
assures continuity in the provision of
benefits. Further, our regulation at
§422.112(a), requires that a coordinated
care plan maintain a network of
appropriate providers that is sufficient



Federal Register/Vol.

89, No. 79/Tuesday, April 23, 2024/Rules and Regulations

30489

to provide adequate access to covered
services to meet the needs of the
population served. To establish
standards for these requirements, CMS
codified network adequacy criteria and
access standards in the ‘“Medicare
Program; Contract Year 2021 Policy and
Technical Changes to the Medicare
Advantage Program, Medicare
Prescription Drug Benefit Program, and
Medicare Cost Plan Program” final rule,
which appeared in the Federal Register
on June 2, 2020 (85 FR 33796),
hereinafter referred to as the “June 2020
final rule.” In that final rule, we
codified, at §422.116(b), the list of 27
provider specialty types and 13 facility
specialty types subject to CMS network
adequacy standards. Further, as part of
the “Medicare Program; Contract Year
2023 Policy and Technical Changes to
the Medicare Advantage and Medicare
Prescription Drug Benefit Programs”
published in the Federal Register
January 12, 2022 (87 FR 1842) proposed
rule, hereinafter referred to as the
“January 2022 proposed rule,” we
solicited comments through a Request
for Information (RFI), regarding
challenges in building MA behavioral
health networks and opportunities for
improving access to services. In
response to the RFI, stakeholders
commented on the importance of
ensuring adequate access to behavioral
health services for enrollees and
suggested expanding network adequacy
requirements to include additional
behavioral health specialty types. As a
result, in the “Medicare Program;
Contract Year 2024 Policy and
Technical Changes to the Medicare
Advantage Program, Medicare
Prescription Drug Benefit Program,
Medicare Cost Plan Program, and
Programs of All-Inclusive Care for the
Elderly” final rule, which appeared in
the Federal Register on April 12, 2023,
(88 FR 22120) hereinafter referred to as
the “April 2023 final rule,” CMS
finalized the addition of two new
specialty types to the provider-specialty
types list at §422.116(b)(1), Clinical
Psychology and Clinical Social Work, to
be subject to the specific time and
distance and minimum provider
number requirements used in CMS’s
network adequacy evaluation.

While our regulation at
§422.116(b)(3) authorizes the removal
of a specialty or facility type from the
network evaluation criteria for a specific
year without rulemaking, CMS did not
implement a process in §422.116 to add
new provider types without rulemaking.
In a continued effort to address access
to behavioral health services within MA
networks, we proposed to add to the list

of provider specialties at § 422.116(b)
and add corresponding time and
distance standards at §422.116(d)(2).

In addition to meeting the network
adequacy evaluation requirements, MA
organizations are required at
§422.112(a) to maintain and
consistently monitor their provider
networks to ensure they are sufficient to
provide adequate access to covered
services that meet the needs of
enrollees. This also helps MA
organizations maintain a complete and
accurate health plan provider directory
as required under §§422.111(b)(3) and
422.120(b). The Health Plan
Management System (HPMS) provides
MA organizations with access to the
“Evaluate my Network” functionality,
which allows MA organizations the
opportunity to test their provider
networks against the evaluation
standards in §422.116 outside of a
formal network review. The “Evaluate
my Network” functionality provides
MA organizations the ability to test their
networks using the standards in
§422.116(a)(2) in different scenarios,
including at the Plan Benefit Package
(PBP) level, to consistently monitor
whether their provider networks are
meeting the current network adequacy
standards. We encourage MA
organizations to utilize the HPMS
“Evaluate my Network” tool to monitor
their PBP-level active provider networks
and keep abreast of any network issues
that could hinder access to care for
enrollees. We also remind MA
organizations to report any compliance
issues or significant changes in their
provider network to their CMS Account
Manager.

With the revisions applicable to
coverage beginning January 1, 2024, MA
organizations are required to
demonstrate that they meet network
adequacy for four behavioral health
specialty types: psychiatry, clinical
psychology, clinical social work, and
inpatient psychiatric facility services.
The Consolidated Appropriations Act
(CAA), 2023 (Pub. L. 117-328) amended
the Act to authorize payment under
Medicare Part B for services furnished
by a Marriage and Family Therapist
(MFT) and by a Mental Health
Counselor (MHC), effective January 1,
2024. Specifically, section 4121 of the
CAA amends section 1861(s)(2) of the
Act by adding a new subparagraph (II)
that establishes a new benefit category
under Part B for MFT services (as
defined in section 1861(111) of the Act)
and MHC services (as defined in section
1861(111) of the Act). MA organizations
are required to cover virtually all Part B
covered services. As such, these new
services must be covered as defined and

furnished, respectively, by MFTs, as
defined in section 1861(111)(2) of the
Act, and MHCs, as defined in section
1861(111)(4) of the Act. As a practical
matter, MA organizations need to ensure
access to these new Medicare-covered
services that can only be provided by
these types of individual providers and
therefore must contract with these types
of providers in order to furnish basic
benefits as required by section 1852 of
the Act (when furnished by different
providers, the services will be
supplemental benefits covered by the
MA plan).

In addition, we discussed in the April
2023 final rule that the responses CMS
received to the January 2022 proposed
rule RFI emphasized the importance of
expanding network adequacy standards
to include other outpatient behavioral
health physicians and health
professionals that treat substance use
disorders (SUDs) to better meet
behavioral health care needs of
enrollees. Medicare fee-for-service
claims data for 2020 shows that Opioid
Treatment Program (OTP) providers had
the largest number of claims for SUD
services during that timeframe. At the
time of publishing our April 2023 final
rule, we indicated that while we were
not able to finalize adding a combined
specialty type called “Prescribers of
Medication for Opioid Use Disorder,”
which included OTPs and Medication
for Opioid Use Disorder (MOUD)
waivered providers to the facility-
specialty type list in § 422.116(b)(2) as
proposed, we would consider the
appropriateness of setting network
adequacy standards for OTPs in future
rulemaking.

Considering the statutory changes to
section 1861 of the Act as mentioned,
and our interest in establishing network
adequacy standards for SUD providers,
CMS proposed to amend the MA
network adequacy requirements to
address the new provider types and
SUD provider types through a combined
behavioral health specialty type to
include MFTs, MHCs, OTPs,
Community Mental Health Centers and
other behavioral health and addiction
medicine specialty providers that will
help us enhance behavioral health
access for enrollees. This is consistent
with the explanation in our April 2023
final rule that setting a meaningful
access standard for the OTP specialty
type will be possible under a combined
behavioral health specialty type.

CMS is committed to improving
access to behavioral health care services
for enrollees in the MA program. The
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CMS Behavioral Health Strategy,2! aims
to improve access and quality of mental
health care and services, including
access to substance use disorder
prevention and treatment services. We
proposed to extend network adequacy
requirements to additional behavioral
health and substance use disorder
providers and facilities by adding time
and distance and minimum provider
number requirements for a combined
provider category. Specifically, we
proposed to add Outpatient Behavioral
Health as a new type of facility-specialty
in §422.116(b)(2) and to add Outpatient
Behavioral Health to the time and
distance requirements in
§422.116(d)(2). For purposes of network
adequacy evaluations under § 422.1186,
Outpatient Behavioral Health can
include, MFTs (as defined in section
1861(111) of the Act), MHCs (as defined
in section 1861(111) of the Act), OTPs (as
defined in section 1861(jjj) of the Act),
Community Mental Health Centers (as
defined in section 1861(ff)(3)(B) of the
Act), or those of the following who
regularly furnish or will regularly
furnish behavioral health counseling or
therapy services, including, but not
limited to, psychotherapy or
prescription of medication for substance
use disorders: physician assistants,
nurse practitioners, and clinical nurse
specialists (as defined in section
1861(aa)(5) of the Act); addiction
medicine physicians; or outpatient
mental health and substance use
treatment facilities. Per § 422.2, the term
“provider” means (1) any individual
who is engaged in the delivery of health
care services in a State and is licensed
or certified by the State to engage in that
activity in the State; and (2) any entity
that is engaged in the delivery of health
care services in a State and is licensed
or certified to deliver those services if
such licensing or certification is
required by State law or regulation.
Although we are not using the term
“provider” specifically here in listing
the type of healthcare professionals that
we expect to be available to furnish
services in order to count for purposes
of the proposed new network evaluation
standard, all applicable laws about the
practice of medicine and delivery of
health care services must be met and
specific healthcare professionals must
be appropriately licensed or certified to
furnish the applicable services.

21 https://www.cms.gov/cms-behavioral-health-
strategy.

We proposed to add this combined
facility-specialty type instead of adding
individual provider-specialty types for a
few reasons. First, data from the U.S.
Department of Labor, Bureau of Labor
Statistics show that currently MFTs and
MHC:s are generally providing services
in outpatient behavioral health settings,
such as community mental health
centers, substance abuse treatment
centers, hospitals, and some private
practices. 2223 These types of clinical
settings offer a fuller range of services
and usually provide access to additional
providers, such as advanced practice
nurses and physician assistants who
provide counseling and other
therapeutic services to individuals with
behavioral health conditions; our review
of the Place of Service codes recorded
on professional claims for behavioral
health services in the Medicare FFS
program illustrates this. In addition,
currently, there are a limited number of
(if any) claims in the Medicare FFS
program from MFTs and MHGs;
combining the MFT and MHC provider
types into the “Outpatient Behavioral
Health” facility type provides time for
CMS to develop additional data as FFS
claims are submitted by MFTs and
MHCs to show patterns of access to
these provider types across the country.
CMS needs such claims and utilization
data to support the development of time
and distance standards for these
particular provider-specialty types.
Finally, categorizing these provider
specialties as a facility type is consistent
with our practice under §422.116,
wherein physical therapy (PT),
occupational therapy (OT), and speech
therapy (ST) providers have
traditionally been categorized as facility
types, even though care is typically
furnished by individual health care
providers. These provider types (that is,
PT, OT, ST) are reported for network
adequacy purposes under facility
specialty types on Health Service
Delivery (HSD) tables.

As mentioned previously, the
statutory change under the CAA will

22 Bureau of Labor Statistics, U.S. Department of
Labor, Occupational Outlook Handbook, Marriage
and Family Therapists, at https://www.bls.gov/ooh/
community-and-social-service/marriage-and-
family-therapists.htm (visited July 03, 2023).

23 Bureau of Labor Statistics, U.S. Department of
Labor, Occupational Outlook Handbook, Substance
Abuse, Behavioral Disorder, and Mental Health
Counselors, at https://www.bls.gov/ooh/community-
and-social-service/substance-abuse-behavioral-
disorder-and-mental-health-counselors.htm (visited
July 06, 2023).

allow MFTs and MHCs to bill Medicare
directly for services provided beginning
January 1, 2024. We acknowledge that
these provider types may not always be
located in facilities and provide facility-
based services. As such, we will
continue to monitor the appropriateness
of maintaining this proposed new
behavioral health specialty type as a
facility-specialty type (that is, under
§422.116(b)(2)) for network adequacy
review purposes. Similarly, as the list 24
of OTPs enrolled in Medicare continues
to expand, we will continue to monitor
whether network adequacy for OTPs is
best measured under a combined facility
type for the purpose of network
adequacy reviews. Thus, we may engage
in future rulemaking to revise this
requirement if the landscape of
providers changes such that access will
be best evaluated separately for MFTs,
MHGs, or OTPs instead of under the one
facility-specialty type we proposed in
this rule. Any related changes will be
proposed in future rulemaking. We
proposed that MA organizations are
allowed to include on their facility HSD
tables for the proposed new facility type
(Outpatient Behavioral Health) the
following: contracted individual
practitioners, group practices, or
facilities that are applicable under this
specialty type. We proposed that MA
organizations may not submit a single
provider for purposes of meeting the
Outpatient Behavioral Health
requirement if they have already
submitted that provider under another
specialty. For example, MA
organizations would not be permitted to
submit a single provider as a psychiatry,
clinical social work, or clinical
psychologist provider specialty and as
an Outpatient Behavioral Health facility.

Our current regulations, at
§422.116(a)(2), specify that an MA plan
must meet maximum time and distance
standards and contract with a specified
minimum number of each provider and
facility-specialty type. Therefore, as part
of the proposed changes to our list of
facility specialty types under
§422.116(b)(2), we proposed base time
and distance standards in each county
type for the new specialty type as
follows:

24 https://data.cms.gov/provider-characteristics/
medicare-provider-supplier-enrollment/opioid-
treatment-program-providers.
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TABLE CK-1: MAXIMUM TIME AND DISTANCE STANDARDS:

Large Metro Metro Micro Rural Counties with
Extreme Access
Considerations
(CEAQ)
Provider/ Max Max Max Max Max Max Max Max Max Max
Facility type Time | Distance | Time | Distance | Time | Distance | Time | Distance | Time | Distance
Outpatient Behavioral
Health 20 10 40 25 55 40 60 50 110 100

In the proposed rule titled ‘“Medicare
and Medicaid Programs; Contract Year
2021 and 2022 Policy and Technical
Changes to the Medicare Advantage
Program, Medicare Prescription Drug
Benefit Program, Medicaid Program,
Medicare Cost Plan Program, and
Programs of All-Inclusive Care for the
Elderly” which appeared in the Federal
Register on February 18, 2020 (85 FR
9002) (hereinafter referred to as the
“February 2020 proposed rule”), we
explained how CMS developed the base
time and distance standards and the
minimum provider requirements used
in §422.116 (85 FR 9094 through 9103).
Further, we explained in the February
2020 proposed rule how CMS
determines the minimum number
requirement for all provider and facility
specialty types, which is now codified
in §422.116(e). We codified at
§422.116(e)(2)(iii) that all facilities,
except for acute inpatient hospitals
facilities, have a minimum number
requirement of one. Because we had
previously established paragraph
(e)(2)(iii) to refer to all facility types
listed in paragraph (b)(2)(ii) through
(xiv) and proposed to add Outpatient
Behavioral Health as a facility type at
paragraph (b)(2)(xiv), we did not
propose any revisions to paragraph
(e)(2)(iii). We followed the analysis and
methodology described in the February
2020 proposed rule to develop the time
and distance standards that we
proposed to apply to the new behavioral
health facility-specialty type described
here. However, we utilized updated
data, including outpatient facility and
professional Part B claims data from
August 1, 2021, through July 31, 2022,
to inform our proposed standard.

Finally, as we indicated in the April
2023 final rule, Medicare FFS claims
data shows that telehealth was the
second most common place of service
for claims with a primary behavioral
health diagnosis in 2020 (88 FR 22170).
Per §422.116(d)(5), MA plans may
receive a 10-percentage point credit
towards the percentage of beneficiaries
that reside within published time and
distance standards for certain providers
when the plan includes one or more

telehealth providers of that specialty
type that provide additional telehealth
benefits, as defined in § 422.135, in its
contracted network. Currently,
§422.116(d)(5) specifies 14 specialty
types for which the 10-percentage point
credit is available. Because we
understand from stakeholders who
commented on our April 2023 final rule
that they were supportive of usage of the
10-percentage point credit for
behavioral health specialty types, we
also proposed to add the new
Outpatient Behavioral Health facility-
specialty type to the list at
§422.116(d)(5) of the specialty types
that will receive the credit if the MA
organization’s contracted network of
providers includes one or more
telehealth providers of that specialty
type that provide additional telehealth
benefits, as defined in § 422.135, for
covered services.

We solicited comments on this
proposal. Our responses to the
comments received are outlined below.

Comment: Numerous commenters
supportive of our proposal to improve
behavioral health network adequacy
standards in MA plans. Commenters
commended CMS for continuing to
work towards increasing access to
behavioral health and improving health
equity for MA enrollees through these
efforts. However, several commenters
expressed concerns regarding the
proposal to consolidate several specialty
and facility types into a new single
category for purposes of evaluating
network adequacy in MA. Specifically,
commenters expressed concern that
combining mental health (MH) and
substance use disorder (SUD) specialties
into one category may diminish the
distinct access needs for these
individual specialty types and that the
combined standard as proposed was too
broad.

Recognizing the specialized nature of
these services, commenters advocated
for differentiating MH and SUD network
adequacy requirements. Many
commenters recommended establishing
separate specialty categories for
“Outpatient Mental Health”” and
“Outpatient Substance Use Disorder,”

while other commenters suggested
separate categories for Opioid Treatment
Programs (OTPs), and separate
standards for MFTs and MHCs.
Commenters stated that the creation of
separate standards for these specialties
would allow for more visibility for
enrollees of the availability of these
services and better meet enrollees’
behavioral health and SUD needs.

Response: We thank commenters for
their support and careful consideration
of our proposal. We agree with
stakeholders that establishing policies
that improve network adequacy is
critical to improving access to
behavioral health care, including access
to substance use disorder prevention
and treatment services in MA.

We indicated in the November 2023
proposed rule that setting meaningful
network adequacy standards that
include MFTs, MHCs, and OTPs at this
time is possible under a combined
behavioral health specialty type. We
determined this through our review of
U.S. Department of Labor data and the
Place of Service codes recorded on
certain professional claims data from
2017-2020 for behavioral health
services in the Traditional Medicare
program, which indicate that MFTs and
MHCs are generally providing services
in outpatient behavioral health
settings.2526 As we have also stated in
our April 2023 final rule, setting a
meaningful access standard for the OTP
specialty type would be possible under
a combined behavioral health specialty
type. We are taking this approach to
provide additional time for CMS to
collect the specific claims and
utilization data for MFTs and MHCs. We
may engage in future rulemaking to
establish specific time and distance

25 Bureau of Labor Statistics, U.S. Department of
Labor, Occupational Outlook Handbook, Marriage
and Family Therapists, at https://www.bls.gov/ooh/
community-and-social-service/marriage-and-
family-therapists.htm (visited July 03, 2023).

26 Bureau of Labor Statistics, U.S. Department of
Labor, Occupational Outlook Handbook, Substance
Abuse, Behavioral Disorder, and Mental Health
Counselors, at https://www.bls.gov/ooh/community-
and-social-service/substance-abuse-behavioral-
disorder-and-mental-health-counselors.htm (visited
July 06, 2023).
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standards for these specialties
separately. More robust claims and
utilization data will help us to evaluate
how enrollees are accessing these
benefits in Medicare Advantage and
Traditional Medicare. Additionally, we
noted our intent to continue monitoring
the availability of OTPs across the
country and determine whether network
adequacy for OTPs is best measured
separately from the broader Outpatient
Behavioral Health facility-specialty
type.
The Outpatient Behavioral Health
facility-specialty type will include
individual practitioner and facility
providers that furnish psychotherapy
and/or counseling services to
individuals with mental health or
substance use disorders. Our review of
certain Traditional Medicare claims data
from 2017—-2020 (Place of Service codes,
Type of Bill codes, CCN codes, and
Revenue Center codes) indicates that
facility types treat individuals with both
mental health disorders and substance
use disorders. While the individual
providers may specialize in either
mental health or substance use disorder
treatment, many of the facility providers
will offer a variety of services and
provider types to meet the range of
enrollees’ behavioral health needs. In
the absence of more robust utilization
and claims data, the Outpatient
Behavioral Health specialty type should
be effective for use in our MA plan
network adequacy standards at this
time.

Finally, § 422.116(a) requires that
each network-based MA plan
demonstrate that it has an adequate
contracted provider network that is
sufficient to provide access to medically
necessary covered services consistent
with standards in section 1851(d) of the
Act, the regulations at §§422.112(a) and
422.114(a), and when required by CMS,
an MA organization must attest that it
has an adequate network for access and
availability of a specific provider or
facility type that CMS does not
independently evaluate in a given year
(see section II.A. of this final rule
regarding the definition of “network-
based plan”). In addition, § 422.112
requires MA coordinated care plans
(which are network-based plans) to
ensure covered services are accessible
and available to enrollees. Therefore,
MA organizations must always provide
access to all covered services whether or
not access to a particular provider
specialty is specifically evaluated by
CMS through our network adequacy
standards.

Comment: Many commenters
requested that CMS revise the proposed
Outpatient Behavioral Health time and

distance standards to align with those
already established for Qualified Health
Plans (QHPs). Commenters emphasized
that shortening the standards to reflect
the benchmarks set for QHPs would
potentially benefit enrollees as
behavioral health services may be
needed more frequently. Commenters
emphasized that aligning these
standards would provide consistent and
adequate access across Federal programs
and support operational needs of health
plans.

Response: We are interested in
aligning policies across Medicare,
Marketplace, and Medicaid wherever
practicable. However, for MA plans,
CMS utilizes data on the unique health
care utilization patterns and geographic
locations of Medicare beneficiaries and
providers and facilities to set the MA
network adequacy time and distance as
well as the minimum provider and
facility number requirements under 42
CFR 422.116. Therefore, at this time, we
believe the requirements we proposed,
and are finalizing in this rule, are
appropriate for providing access and
meeting the health care needs of the
specific beneficiary population served
by this program.

Comment: Multiple commenters
expressed concerns that MA provider
network adequacy standards could be
met utilizing Nurse Practitioners (NPs),
Physician Assistants (PAs), and Clinical
Nurse Specialists (CNSs) within the new
Outpatient Behavioral Health facility-
specialty type. Commenters suggested
that the absence of clear and transparent
criteria for incorporating these provider
types could result in the creation of
“ghost networks,” and one commenter
referred to ghost networks as networks
where providers may be listed in a
provider directory without actively
treating patients for behavioral health.
Further, commenters indicated that
these provider types (NPs, PAs, CNSs)
might lack the necessary skills, training,
or expertise to effectively address the
mental health and substance use
disorder needs of enrollees.

Response: We appreciate the feedback
regarding the inclusion of NPs, PAs, and
CNSs within the new Outpatient
Behavioral Health facility-specialty
type. We reiterate that the revisions to
§422.116(b) and (d), as proposed and
finalized, mandate that for purposes of
network adequacy evaluation,
providers, including NPs, PAs, and
CNSs, must regularly furnish or will
regularly furnish behavioral health
counseling or therapy services,
including psychotherapy or the
prescription of medication for substance
use disorders, in order for those
providers to be included in the new

facility specialty Outpatient Behavioral
Health. Further, by defining the new
facility specialty Outpatient Behavioral
Health so broadly, we expect that these
facilities will generally deliver a
comprehensive array of services. This
includes services from MFTs, MHGCs,
OTPs, community mental health
centers, addiction medicine physicians,
and outpatient mental health and
substance use treatment facilities.

Recognizing the diverse capabilities of
NPs, PAs, and CNSs in providing
services to beneficiaries, CMS
acknowledges the concerns raised by
stakeholders regarding the use of NPs,
PAs, and CNSs to satisfy the Outpatient
Behavioral Health network adequacy
standards without verifying their
qualifications to address and actual
practice of addressing behavioral health
or SUD needs. To address this, we are
finalizing a clarification in
§422.116(b)(2)(xiv) to limit when MA
organizations may list an NP, PA, or
CNS, for purposes of network evaluation
under the Outpatient Behavioral Health
facility-specialty type. Specifically, the
final rule establishes a standard to
identify when an NP, PA, or CNS
regularly furnishes, or will furnish,
behavioral health counseling or therapy
services, including psychotherapy or
medication prescription for SUDs.

For an NP, PA, or CNS to satisfy the
Outpatient Behavioral Health network
adequacy standards, the NP, PA, and/or
CNS must have furnished certain
psychotherapy or SUD prescribing
services to at least 20 patients within
the previous 12-months. The 20-patient
threshold is consistent with the
minimum denominator requirement of
several quality measures, including
many that are measured at the clinician-
level in the Merit-based incentive
payment system (MIPS) in Traditional
Medicare. If the threshold is an
important minimum for individual
practitioners being held accountable for
the quality of care delivered in
Traditional Medicare, then having a
similar threshold here for when the
practitioner “‘regularly furnishes”
behavioral health care will ensure that
the NP, PA, or CNS is providing a
meaningful amount of behavioral health
counseling or therapy services,
including psychotherapy or medication
prescription for SUDs. In addition, we
believe the 12-month period timing will
provide the best reflection of current
practice and is a sufficient time
predicter of the next year’s practice by
the provider.

Further, this standard supports the
intent that a provider who is an NP, PA
or CNS, must “regularly furnish or will
regularly furnish”” behavioral health
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services. This will help ensure that
organizations only include providers
who have expertise in delivering
services to be counted for network
adequacy purposes. The 12-month and
20 patient threshold demonstrates that
an NP, PA, or CNS has provided the
applicable services on an ongoing basis,
and it will also provide a standard for
organizations that wish to utilize these
provider types for network adequacy
evaluation.

As part of this minimum threshold for
identifying that a specific PA, NP and
CNS regularly furnishes behavioral
health services, we are adopting specific
requirements in new paragraphs
(b)(2)(xiv)(A) and (B) for how this
threshold will be used. The list of
psychotherapy or SUD prescribing
services to be used for this purpose will
be identified by CMS in the Health
Service Delivery (HSD) Reference File
(described in §422.116(a)(4)(i)). CMS
will identify the applicable services in
the HSD Reference File, using HCPCS
code(s), narrative descriptions, or
something sufficiently similar to specify
the necessary type of services on an
annual basis.

The MA organization must annually
verify that this standard is met by each
individual NP, PA and/or CNS it
intends to submit for purposes of the
Outpatient Behavioral Health facility
type by analyzing reliable information
about services furnished by the provider
such as the MA organization’s claims
data, prescription drug claims data,
electronic health records, or similar
data. This analysis must be performed at
least annually using a recent 12-month
period and must be completed before
the MA organization includes the NP,
PA and/or CNS to CMS for purposes
evaluation of the MA organization’s
network for the Outpatient Behavioral
Health facility type. If there is
insufficient evidence of these provider
types having previous practice
experience sufficient to meet the
threshold of 20 patients within a recent
12-month period, MA organizations
must have a reasonable and supportable
basis for concluding that the provider
will meet the threshold in the next 12
months. If an NP, PA, or CNS is new to
independent practice (and therefore
doesn’t have the appropriate claims
record in previous years), has received
psychiatry or addiction medicine
specialized training, and is listed as a
psychiatry or addiction medicine NP,
PA, or CNS on public-facing websites,
this would be a reasonable and
supportable basis for concluding that
the practitioner would meet the
requirement in the next 12 months, and
therefore able to be utilized towards

meeting network adequacy standards for
Outpatient Behavioral Health. We are
establishing these requirements in
§422.116(b)(2)(xiv)(B)(1) and (2).

This requirement is designed to
prevent MA organizations from
including providers in their networks
submitted to CMS for review that are
lacking a history of delivering or intent
to deliver behavioral health services,
thereby improving the reliability of MA
organization’s network’s once
operational. Further, this requirement
will help MA organizations identify the
requisite services that NPs, PAs, and
CNSs must provide. MA organizations
may be required to demonstrate, in the
specified form and manner requested by
CMS, that the MA organization has
verified the service provision threshold.
These criteria aim to enhance
transparency and accountability while
preventing the formation of “ghost
networks.” This ensures that
beneficiaries receive care from providers
with proven expertise in treating mental
health and substance use disorders.

Finally, we are also adopting a
requirement, at
§422.116(b)(2)(xiv)(B)(3) that an MA
organization must submit evidence and
documentation to CMS, upon request
and in the form and manner specified
by CMS, of the MA organization’s
determination that the PA, NP, and/or
CNS has furnished or is reasonably
expected to furnish one or more of the
specified psychotherapy or medication
prescription to at least 20 patients
within a 12 month period.

This provision will help to ensure
compliance.

Comment: Some commenters stressed
that network adequacy requirements
should accurately reflect the actual
availability of health care providers.
These commenters emphasized that
CMS should tailor its approach to
address the unique barriers that
underserved rural areas face in
accessing behavioral health services.
Some commenters suggested that
including NPs, PAs, and CNSs is
particularly important in rural areas
where there is often a shortage of health
care providers. Commenters noted that
NPs are increasingly providing
behavioral health services, with a
significant percentage treating
conditions like depression in their
practice. Commenters supported the
proposed changes to expand the
definition of behavioral health providers
through the Outpatient Behavioral
Health network adequacy requirement
since it will not only address the
provider shortage, but also align with
the goal of ensuring that MA enrollees

have access to comprehensive and high-
quality behavioral health care.

Response: We thank commenters for
their support of our proposal to include
certain provider types such as NPs, PAs,
and CNSs as part of the Outpatient
Behavioral Health network adequacy
standard. Our network adequacy
standards take into account the unique
access challenges in rural areas.
Network adequacy is assessed at the
county level, and counties are classified
into five county type designations: Large
Metro, Metro, Micro, Rural, or CEAC
(Counties with Extreme Access
Considerations), this allows us to set our
criteria to represent the geographic
variations across the United States
based on population size and density of
each county.

Comment: We received numerous
comments supporting our proposal to
add Outpatient Behavioral Health
specialty type to the list at
§422.116(d)(5), which would provide a
10 percent credit towards the percentage
of beneficiaries residing within
published time and distance standards
when the plan includes one or more
telehealth providers that offer additional
telehealth benefits as defined in
§422.135 in its contracted network.
Commenters agreed that network access
through telehealth benefits is critical,
especially for enrollees in rural areas
where traditional services may be less
accessible.

A few commenters suggested that
CMS should increase the telehealth
credit from the proposed 10 percent up
to 30 percent or that we increase the
credit and make it applicable to all
behavioral health network adequacy
standards under §422.116(d)(5). Other
commenters expressed concerns
regarding CMS’s proposal to add
Outpatient Behavioral Health to the list
at §422.116(d)(5). Commenters
cautioned against an over-reliance on
telehealth that may not provide the
same level of care as in-person visits.
These commenters emphasized the need
for telehealth services to adhere to the
same capacity and accessibility
standards as in-person services,
including the ability to accept new
patients and deliver specified services
promptly.

Response: Our decision to extend the
telehealth credit for the new Outpatient
Behavioral Health facility-specialty type
is consistent with our established
practice for MA organizations receiving
the credit as part of a network adequacy
evaluation. As we previously
mentioned, Medicare Fee-For-Service
(FFS) claims data indicated that
telehealth was the second most common
place of service for claims with a
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primary behavioral health diagnosis in
2020.

The telehealth credit is designed to
encourage the use of telehealth services
but is not a replacement for in-person
care. Per § 422.116(d)(5), the telehealth
credit is available when the MA plan
includes one or more telehealth
providers that provide additional
telehealth benefits, as defined in
§422.135, in the listed specialties.
Consistent with § 422.135, MA plans
that cover additional telehealth benefits
must offer enrollees the option to
choose their preferred mode of care
delivery and to access the services in
person. This requirement underlines our
commitment to encouraging use of and
access to telehealth without
compromising the availability of in-
person care. Providers who receive the
telehealth credit are listed under
§422.116(d)(5) and currently include all
outpatient behavioral health providers
that are evaluated for network adequacy
purposes.

We understand and appreciate the
concerns raised about the potential
over-reliance on telehealth services. We
agree it is necessary for these services to
meet the same standards of capacity and
accessibility as in-person visits,
including the acceptance of new
patients and the timely delivery of
specified services. We recognize the
careful balance between expanding
access through telehealth and
maintaining the quality and immediacy
of care. As we move forward, CMS will
continue to monitor the effectiveness
and impact of the telehealth credit on
network adequacy, especially in the
context of Outpatient Behavioral Health
services. We remain open to considering
adjustments to the telehealth credit
percentage in future rulemaking based
on evidence, stakeholder feedback, and
the evolving landscape of telehealth
services. Our goal is to ensure that our
policies support the effective use of
telehealth in enhancing access to care
while maintaining high standards of
care delivery for MA enrollees.

Comment: Commenters requested
clarification from CMS on whether
primary care practices that integrate
behavioral health services, including
those staffed by MFTs, MHCs, and
addiction medicine physicians, fall
under the “Outpatient Behavioral
Health” category. Commenters
expressed that this clarification is
critical to accurately reflect network
adequacy, especially since many MFTs
work in medical offices that provide
behavioral health services.

Response: We confirm that primary
care practices that integrate behavioral
health services are within the scope of

the “Outpatient Behavioral Health”
category provided that the practice
includes providers of the type listed in
§422.116(b)(2)(xiv), such as MFTs and
MHCs, and PAs, NPs, CNSs, and
addiction medicine physicians who
regularly furnish or will regularly
furnish behavioral health counseling or
therapy services. These services can be
represented at the level of individual
providers or as a facility, depending on
their billing practices.

We are committed to conducting an
in-depth evaluation of network
adequacy, acknowledging the changing
landscape of healthcare delivery where
behavioral health services are becoming
an integral part of primary care. To that
end, CMS annually publishes a Provider
Supply file (42 CFR 422.116(a)(4)(ii))
that lists available providers and
facilities and their corresponding office
locations and specialty types. MA
organizations may use this as a resource
to identify providers and facilities.
However, given the dynamic nature of
the market, MA organizations remain
responsible for conducting validation of
data used for network adequacy review
purposes.

Comment: Some commenters raised
concerns regarding the possibility of
delays in the enrollment of MFTs and
MHCs as Medicare providers, as these
providers will be registering for the first
time. Commenters suggested that CMS
should closely monitor any potential
backlogs of providers or delay
implementation of this rule if such
issues arise.

Response: We are monitoring any
potential issues or backlogs with MFTs
and MHCs enrolling as Medicare
providers. We do not foresee any such
barriers to new provider enrollments at
this time, and therefore would not need
to delay implementation of this rule.

Comment: Several commenters
suggested that CMS should create a
complete list of qualifications for MFT's
and MHCs so that MA plans can
properly determine and incorporate
eligible providers.

Response: The qualifications for
MFTs and MHCs are specified in section
1861(111) of the Act. Specifically, MFT
services are defined in section
1861(111)(1) and the term MFT is defined
in section 1861(111)(2); MHC services are
defined in section 1861(111)(3) and the
term MHC is defined in section
1861(111)(4) of the Act. These definitions
provide the necessary information for
MA organizations to understand and
comply with the requirement to cover
Part B covered services, which now
includes the services furnished by MFTs
and MHCs as newly defined eligible
providers. MA organizations are

required to cover these services as
defined in the Act and ensure that they
are furnished by providers who meet the
qualifications specified in section
1861(111)(2) of the Act for MFTs and in
section 1861(111)(4) of the Act for MHCs.
We also direct readers to the regulations
at 42 CFR 410.53 and 410.54 for CMS
regulations on Medicare-covered MFT
and MHC services.

Comment: Commenters suggested
policy adjustments to allow for more
realistic and flexible standards for
network adequacy in underserved rural
areas. For example, a few commenters
recommended that CMS introduce
waivers or exceptions to address
difficulties faced by plans in contracting
with a diverse range of providers due to
workforce shortages.

Response: We acknowledge the
unique circumstances in rural areas.
CMS already addresses these
circumstances when setting network
time and distance standards according
to county type to account for the
different level of access in existing
patterns of care for populations in these
areas. To further account for the specific
landscape in a particular area, CMS’s
time and distance standards measure
the relationship between the
approximate locations of beneficiaries
and the locations of the network
providers and facilities (42 CFR
422.116(d)(1)(i)). In addition, we have
established guidelines under 42 CFR
422.116(f), which were finalized in our
June 2020 final rule, that outline the
circumstances under which an MA plan
may request an exception to the network
adequacy criteria. These provisions are
designed to provide flexibility while
ensuring that beneficiaries have access
to necessary healthcare services.

Comment: Commenters expressed that
many behavioral health providers
possess multiple professional
credentials, enabling them to qualify for
more than one behavioral health
specialty category. Commenters
recommended that CMS permit
providers holding multiple credentials
to be included in the new behavioral
health specialty category and be
counted within each applicable
specialty.

Response: In our proposal, we
indicated that MA organizations may
not submit a single provider as a
psychiatry, clinical social work, or
clinical psychologist provider specialty
to meet that network specialty
requirement and then submit that same
provider as an ‘“Outpatient Behavioral
Health facility” to meet this separate
standard. 88 FR 78485. We explained
that because Outpatient Behavioral
Health is not a specialty on its own,
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such as other specialty types like
Primary Care Physicians or
Cardiologists, but rather is an umbrella
term for which several specialties can be
used to meet the requirement, it is
important to make this distinction. We
acknowledge that there are other
circumstances when providers may hold
multiple credentials that enable them to
be counted under more than one
network adequacy standard. We clarify
here that MA organizations are still
allowed to submit these types of
providers, for purposes of network
adequacy evaluation, under each
applicable category that meets the
specialty type requirements as defined
under statute and meet the requirements
of the standard in §422.116.
Organizations are responsible for
ensuring that the contracted providers
meet state and federal licensing
requirements as well as the
organization’s credentialing
requirements for each specialty type.

Comment: A few commenters
requested that CMS consider postponing
the new Outpatient Behavioral Health
network adequacy standard until 2026
in order to provide flexibility for
provider certification and contracting
discussions with the relevant provider
types.

Response: Behavioral health services,
including the OTP benefit, MFT and
MHC services are covered under
Traditional Medicare today, so MA
plans should have a network in place
that assures adequate access to those
services when medically necessary for
enrollees under section 1852(d) of the
Act and §422.112. Therefore, we expect
that MA organizations are already
conducting ongoing work related to
provider contracting and evaluating
prevailing patterns of health care
delivery in their service areas. We
anticipate issuing guidance on the
specified behavioral health services that
need to be regularly furnished by PAs,
NPs, and CNSs, for them to be
submitted under the Outpatient
Behavioral Health facility-specialty type
after release of this final rule so that MA
organizations can determine how to
include those providers in their HSD
tables for CMS to evaluate the provider
network. The applicability date of
January 1, 2025, of this final rule,
provides sufficient time for
organizations to prepare to include
these provider types for the formal
network adequacy evaluations
conducted by CMS under § 422.116
beginning in 2025.

Based on our review and
consideration of the comments received
and for the reasons outlined in the
proposed rule and our responses to

comments, we are finalizing these
provisions as proposed with
modifications to outline the criteria MA
organizations must use to determine
when an NP, PA or CNS can be
considered as part of a network to meet
the Outpatient Behavioral Health
network adequacy standard. To address
concerns that NPs, PAs, and CNSs might
lack the necessary skills, training, or
expertise to effectively address the
behavioral health needs of enrollees and
that the absence of criteria for
incorporating these provider types
could result in networks where these
providers may be listed in a provider
directory without actively treating
patients, ”” we are finalizing provisions
in §422.116(b)(2)(xiv) to establish
specific criteria that MA organizations
must use to determine when an NP, PA
or CNS can be considered part of a
network to meet the Outpatient
Behavioral Health network adequacy
standard. MA organizations must
independently verify that the provider
has furnished or will furnish certain
services to 20 patients within a recent
12-month period, using reliable
information about services furnished by
the provider such as the MA
organization’s claims data, prescription
drug claims data, electronic health
records, or similar data. For NPs, PAs,
or CNSs new to independent practice,
MA organizations must have a
reasonable and supportable basis for
concluding that the practitioner would
meet the requirement in the next 12
months, including information related
to psychiatry or addiction medicine
specialized training, and that the
provider listed as a psychiatry or
addiction medicine NP, PA, or CNS on
public-facing websites.

L. Improvements to Drug Management
Programs (§§423.100 and 423.153)

Section 1860D—4(c)(5)(A) of the Act
requires that Part D sponsors have a
drug management program (DMP) for
beneficiaries at risk of abuse or misuse
of frequently abused drugs (FADs),
currently defined by CMS as opioids
and benzodiazepines. CMS codified the
framework for DMPs at §423.153(f) in
the April 16, 2018 final rule ‘“Medicare
Program; Contract Year 2019 Policy and
Technical Changes to the Medicare
Advantage, Medicare Cost Plan,
Medicare Fee-for-Service, the Medicare
Prescription Drug Programs, and the
PACE Program” (83 FR 16440), hereafter
referred to as the April 2018 final rule.

Under current DMP policy, CMS
identifies potential at-risk beneficiaries
(PARBs) who meet the clinical
guidelines described at § 423.153(f)(16),
which CMS refers to as the minimum

Overutilization Monitoring System
(OMS) criteria. CMS, through the OMS,
reports such beneficiaries to their Part D
plans for case management under their
DMP. There are also supplemental
clinical guidelines, or supplemental
OMS criteria, which Part D sponsors can
apply themselves to identify additional
PARBs. Under § 423.153(f)(2), sponsors
are required to conduct case
management for PARBs, which must
include informing the beneficiary’s
prescribers of their potential risk for
misuse or abuse of FADs and requesting
information from the prescribers
relevant to evaluating the beneficiary’s
risk, including whether they meet the
regulatory definition of exempted
beneficiary.

If the sponsor determines through
case management that the enrollee is an
at-risk beneficiary (ARB), after notifying
the beneficiary in writing, the sponsor
may limit their access to opioids and/or
benzodiazepines to a selected prescriber
and/or network pharmacy(ies) and/or
through a beneficiary-specific point-of-
sale claim edit, in accordance with the
requirements at § 423.153(f)(3). CMS
regulations at § 423.100 define
exempted beneficiary, at-risk
beneficiary, potential at-risk beneficiary,
and frequently abused drug.

1. Definition of Exempted Beneficiary
§423.100

Section 1860D—4(c)(5)(C)(ii) of the Act
defines an exempted individual as one
who receives hospice care, who is a
resident of a long-term care facility for
which frequently abused drugs are
dispensed for residents through a
contract with a single pharmacy, or who
the Secretary elects to treat as an
exempted individual. At §423.100 CMS
defines an exempted beneficiary as an
enrollee being treated for active cancer-
related pain, or who has sickle-cell
disease, resides in a long-term care
facility, has elected to receive hospice
care, or is receiving palliative or end-of-
life care.

The OMS criteria finalized in the
April 2018 final rule were developed to
align with available information and
guidelines, such as the Centers for
Disease Control and Prevention (CDC)
Guideline for Prescribing Opioids for
Chronic Pain (2016 CDC Guideline)
issued in March 2016.27 The current
policy to exempt beneficiaries with
cancer from DMPs was developed
through feedback from interested parties
and alignment with the 2016 CDC
Guideline’s active cancer treatment
exclusion. Patients within the scope of

27 https://www.cdc.gov/mmwr/volumes/65/rr/
rr6501e1.htm.
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the 2016 CDC Guideline included
cancer survivors with chronic pain who
have completed cancer treatment, were
in clinical remission, and were under
cancer surveillance only. The 2022 CDC
Clinical Practice Guideline for
Prescribing Opioids for Pain (2022 CDC
Guideline) 28 expands and updates the
2016 CDC Guideline to provide
evidence-based recommendations for
prescribing opioid pain medication for
acute, subacute, and chronic pain for
outpatients aged 218 years, excluding
pain management related to sickle cell
disease, cancer-related pain treatment,
palliative care, and end-of-life care.

In the interest of alignment with the
2022 CDC Guideline regarding
applicability in individuals with cancer,
we proposed to amend the regulatory
definition of “exempted beneficiary” at
§423.100 by replacing the reference to
“active cancer-related pain” with
“cancer-related pain.” With this
proposal, we would expand the
definition of exempted beneficiary to
more broadly refer to enrollees being
treated for cancer-related pain to
include beneficiaries undergoing active
cancer treatment, as well as cancer
survivors with chronic pain who have
completed cancer treatment, are in
clinical remission, or are under cancer
surveillance only.

We solicited comments on this
proposal.

Comment: Most commenters
supported the proposal to expand the
definition of exempted beneficiary to
more broadly refer to enrollees being
treated for cancer-related pain to
include beneficiaries undergoing active
cancer treatment, as well as cancer
survivors with chronic pain who have
completed cancer treatment, are in
clinical remission, or are under cancer
surveillance only. One commenter
suggested that expanding the definition
to cancer-related pain beyond
beneficiaries undergoing active cancer
treatment better encompasses the range
of patients with cancer related
circumstances who are in need of
extended pain relief. Other commenters
agreed that the proposed definition was
aligned with the 2022 CDC Guideline
regarding individuals with cancer or
cancer-related pain treatment. Other
commenters agreed that enrollees being
treated for cancer-related pain require
long-term pain management, commonly
including opioid pain medications, and
thus, should be exempted from DMPs
that are intended to address potential
opioid misuse. Another commenter
wanted to ensure that patients

28 https://www.cdc.gov/mmwr/volumes/71/rr/
rr7103a1.htm.

experiencing pain while not in the
active cancer phase can still reliably
access treatment options. Another
commenter agreed that many patients in
cancer survivorship experiencing pain-
related lasting effects of treatment or
disease should be excluded from these
exemptions.

Response: We thank the commenters
for their support.

Comment: A commenter appreciated
CMS’s efforts to improve the definition
of an “exempted beneficiary” but was
concerned that the proposal was too
broad and would inadvertently include
individuals who are not experiencing
cancer- or cancer treatment-related pain,
but instead are experiencing pain and
have a prior, unrelated cancer diagnosis.
The commenter wanted to ensure
clinicians involved in case management
will be able to exercise their
professional judgement in determining
whether an opioid used for “cancer-
related pain” is reasonable, particularly
when the cancer has been resolved for
several years and/or required minimal
treatment. The commenter wanted to
ensure that CMS does not change the
OMS criteria based on this change in
definition. The commenter also
suggested that a member who meets the
criteria for identification in the OMS
should not be omitted based solely on
a diagnosis code indicating a history of
cancer or cancer-related pain.

Response: CMS disagrees that the
proposal is too broad. Our analysis of
beneficiary data estimates only a small
increase in exempted beneficiaries as a
result of the proposed updated
definition, which we used to estimate
burden in the proposed rule. Refer to
section X. Collection of Information
Requirements, ICRs Regarding to
Improvements to Drug Management
Programs in this final rule for additional
details. Beneficiaries who meet the
regulatory definition for exempted
beneficiary must be exempted from the
DMP despite meeting all other OMS
criteria. CMS attempts to remove
exempted beneficiaries from OMS
reporting; however, we acknowledge
that the data we have at the time of
quarterly OMS reporting may not be
complete. Part D sponsors must use data
available to them or obtained through
case management to identify exempted
beneficiaries, including those who are
reported by OMS or when the sponsor
is reviewing cases and making its own
determinations based on OMS criteria.
Therefore, a Part D sponsor’s DMP may
identify a beneficiary who meets the
OMS criteria and allow clinicians to
perform case management until it is
determined that the beneficiary is
exempt and must be removed from the

program. This proposal changes the
definition of “exempted beneficiary” at
§ 423.100 and does not change the OMS
criteria or clinical guidelines described
at §423.153(f)(16).

Comment: One commenter was
concerned with identification of
patients whose opioid use is
appropriately linked to cancer-related
pain but who are not otherwise
receiving active treatment for some form
of cancer. The commenter pointed out
that while plans have access to clinical
data on members, there is a need to
conduct additional administrative and
clinical reviews of patient records to
properly exempt individuals meeting
this new standard from participation in
DMPs. The commenter also anticipated
a slight increase in the number of
individuals who will be exempted from
DMPs due to cancer-related pain under
the proposed definition and a transition
period in which existing processes
designed to identify ARBs evolve to
match the broader exemption for cancer-
related pain.

Response: We acknowledge that there
will be a transition period for DMPs to
adapt their processes for the proposed
exemption. Part D sponsors may
identify exempted beneficiaries before
or during case management. We expect
sponsors to diligently engage in case
management, but there is no deadline
for sponsors to complete it. We also
recognize that every case is unique and
that the time needed for case
management will vary depending on
many factors, such as the complexity of
the case, and the promptness with
which, and whether, prescribers
respond to sponsors’ outreach. While
the approach to case management may
vary based on the facts and
circumstances of the case, the general
goal of case management is to
understand why the beneficiary meets
the OMS criteria and whether a
limitation on access to coverage for
FADs is warranted for the safety of the
beneficiary. Thus, Part D sponsors are
expected to address all cases without
unreasonable delay and to triage their
review of the most concerning cases to
the extent possible.

Comment: A commenter agreed with
the proposed updates but recommended
that CMS establish a clinical
documentation code that reflects the
new definition, as is the case today with
“‘active cancer-related pain.” The
commenter suggested that for accurate
identification of exempted beneficiaries,
Part D plans would need specific
exclusion identifiers for the term
“cancer-related pain.” The commenter
also asked that CMS provide guidance
allowing case management
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documentation to be sufficient for
“cancer-related pain” in situations
when there is no code submitted by a
provider. Another commenter suggested
that it would be extremely helpful if
CMS could indicate in the detailed OMS
report the reason why a member was
identified for DMP review and, when
this is based on a diagnosis, when the
diagnosis was made. The commenter
also stated that stand-alone Prescription
Drug Plans (PDPs) have no access to
medical encounter data or to the
member’s medical history and even
Medicare Advantage Prescription Drug
Plans (MA-PDs) lack visibility into
events that pre-date a member’s
enrollment with the MA-PD.

Response: We will share all
exemption codes used in the OMS
reporting in the technical user guide,
including any codes for cancer-related
pain. Should there be no code for
cancer-related pain available from a
provider, plans should ensure that case
management documentation is
sufficiently clear to justify OMS case
responses to CMS.

We will also consider how best to
update future OMS reporting, including
the level of detail reported for PARBs.
As detailed in the OMS technical user
guide available on the CMS Part D
Overutilization website,2? the quarterly
OMS report to Part D sponsors currently
provides a list of beneficiaries meeting
the minimum OMS criteria during the
measurement period and information
including the criteria met (i.e., based on
level of opioid use from multiple
prescribers/pharmacies (referred to as
MIN1) or history of opioid-related
overdose (referred to as MIN2)).

Comment: Another commenter agreed
with the proposed updates to the
definition of exempted beneficiary but
requested further guidance on when and
how to intervene earlier when it is
unclear that a beneficiary is using drugs
aberrantly, which may increase DMP
case volume without achieving the
program’s goal. The commenter also
requested that CMS publish any criteria
under consideration for use.

Response: While Part D sponsors may
not vary the OMS criteria to include
more or fewer beneficiaries in their
DMPs, they may apply the criteria more
frequently than CMS currently does,
which is quarterly. A sponsor must
remove an exempted beneficiary from a
DMP as soon as it reliably learns that
the beneficiary is exempt (including in
their internal claims systems), whether
that be via the beneficiary, the facility,

29 https://www.cms.gov/medicare/coverage/
prescription-drug-coverage-contracting/improving-
drug-utilization-review-controls-part-d.

a pharmacy, a prescriber, or an internal
or external data source. As part of
ongoing case management, CMS expects
plan sponsors to have a process in place
to regularly monitor such information
for enrollees in their DMP, and to take
appropriate action expeditiously, when
they obtain new information. In the
November 2023 proposed rule, CMS
provided information on data analysis
and solicited feedback on potentially
using a machine-learning model to
enhance the minimum or supplemental
OMS criteria in the future. This Request
for Information is addressed in section
IILN. Improvements to Drug
Management Programs, OMS Criteria
Request for Feedback of this final rule.

Comment: Another commenter agreed
with the proposed update but added
that the CDC Guideline also refers to
specialty guidelines as an evidence-
based resource for pain management in
certain populations. A commenter noted
that the guidelines may be an additional
useful resource for plans as this policy
is updated and implemented. The
commenter referred to the National
Comprehensive Cancer Network (NCCN)
Clinical Practice Guidelines in
Oncology: Adult Cancer Pain, NCCN
Clinical Practice Guidelines in
Oncology: Survivorship, and
Management of Chronic Pain in
Survivors of Adult Cancers: American
Society of Clinical Oncology Clinical
Practice Guideline for recommendations
on pain management for patients with
cancer and patients who have survived
cancer and American Society of
Hematology 2020 Guidelines for Sickle
Cell Disease: Management of Acute and
Chronic Pain.

Response: We thank the commenter
for the feedback and agree that CMS
should refer Part D sponsors to the
guidelines for both cancer-related pain
and sickle-cell disease. We remind Part
D sponsors that while both cancer-
related pain and sickle-cell disease
diagnoses exempt Part D enrollees from
DMPs and coverage limitations on
FADs, Part D sponsors must still comply
with other utilization management
requirements in §423.153 to continue to
monitor the safe use of opioids.

After reviewing the comments
received, we are finalizing the proposal
to amend the regulatory definition of
“exempted beneficiary” at § 423.100 by
replacing the reference to “active
cancer-related pain” with “cancer-
related pain” without modification.

2. Drug Management Program Notices:
Timing and Exceptions §423.153(f)(8)

As discussed above under section
III.N. Improvements to Drug
Management Programs of this final rule,

sponsors must provide case
management for any PARB that meets
the OMS criteria to determine whether
the individual is an ARB and whether
to implement a limitation on their
access to FADs. Under section 1860D—
4(c)(5)(B)(i)(I) of the Act, a sponsor must
send an initial and second notice to
such beneficiary prior to imposing such
limitation. In the April 2018 final rule
(83 FR 16440), CMS adopted
requirements for the initial and second
notices at §§423.153(f)(5) and
423.153(f)(6). The initial notice must
inform the beneficiary that they have
been identified as a PARB and must
include information outlined in
§423.153(f)(5)(ii). The second notice
must inform the beneficiary that they
have been identified as an ARB and of
the limitations on the beneficiary’s
coverage of FADs, as specified in
§423.153(f)(6)(ii). In the event that, after
sending an initial notice, a sponsor
determines that a PARB is not an ARB,
a second notice is not sent; instead, an
alternate second notice is sent. Though
not required by the Act, CMS codified
a requirement at §423.153(f)(7) to
provide an alternate second notice for
the purpose of informing the beneficiary
that they are not an ARB and that no
limitation on their coverage of FADs
will be implemented under the DMP.

Section 1860D—4(c)(5)(B)(iv) of the
Act establishes that sponsors must send
a second notice on a date that is not less
than 30 days after the initial notice. The
30 days allow sufficient time for the
beneficiary to provide information
relevant to the sponsor’s determination,
including their preferred prescribers
and pharmacies. CMS codified at
§423.153(f)(8) the timing for providing
both the second notice and alternate
second notice. Currently, CMS requires
sponsors to send either the second or
alternate second notice on a date not
less than 30 days from the date of the
initial notice and not more than the
earlier of the date the sponsor makes the
determination or 60 days after the date
of the initial notice.

We proposed to change the timeframe
within which a sponsor must provide an
alternate second notice to a beneficiary
who is determined to be exempt from
the DMP subsequent to receiving an
initial notice. Specifically, we proposed
to redesignate existing §423.153(f)(8)(ii)
as §423.153(f)(8)(iii), and to revise the
text at § 423.153(f)(8)(ii) to specify that,
for such exempted beneficiaries, the
sponsor must provide the alternate
second notice within 3 days of
determining the beneficiary is exempt,
even if that occurs less than 30 days
from the date of the initial notice. In
other words, we proposed to remove the


https://www.cms.gov/medicare/coverage/prescription-drug-coverage-contracting/improving-drug-utilization-review-controls-part-d
https://www.cms.gov/medicare/coverage/prescription-drug-coverage-contracting/improving-drug-utilization-review-controls-part-d
https://www.cms.gov/medicare/coverage/prescription-drug-coverage-contracting/improving-drug-utilization-review-controls-part-d
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requirement that sponsors wait at least
30 days from the date of the initial
notice to send the alternate second
notice to exempted beneficiaries.

Through program oversight, including
audits of Part D sponsors, CMS has
observed that initial notices are
sometimes sent to Part D enrollees who
meet the definition of an exempted
beneficiary at § 423.100, often because
the sponsor does not have the necessary
information—for example, that the
enrollee has a cancer diagnosis or is
receiving palliative care or end-of-life
care—at the time the sponsor sends the
initial notice. However, this information
may be provided later by the enrollee or
their prescriber in response to the initial
notice. In some cases, sponsors identify
exemptions very quickly after issuing
the initial notice, prior to 30 days
elapsing. Under current CMS
regulations, if a beneficiary meets the
definition of an exempted beneficiary,
the beneficiary does not meet the
definition of a PARB. For this reason,
exempted beneficiaries cannot be placed
in a Part D sponsor’s DMP. Therefore, as
stated in the preamble to the April 2018
final rule (83 FR 16455), a sponsor must
remove an exempted beneficiary from a
DMP as soon as it reliably learns that
the beneficiary is exempt (whether that
be via the beneficiary, their
representative, the facility, a pharmacy,
a prescriber, or an internal or external
data source, including an internal
claims system). CMS understands that
sponsors may have already been
sending alternate second notices after
determining that a beneficiary is
exempt, without waiting for 30 days to
elapse. This proposed change would
specify that sponsors must send such
notices to exempted beneficiaries sooner
than 30 days after the provision of the
initial notice.

CMS reminds Part D sponsors that,
during their review and during case
management, they are expected to use
all available information to identify
whether a PARB is exempt in advance
of sending an initial notice to protect
these vulnerable beneficiaries from
unnecessary burden, anxiety, and
disruptions in medically necessary drug
therapy. Thorough review of plan
records and robust outreach efforts to
prescribers during case management
help to minimize the risk that an
exempted beneficiary would receive an
initial notice.

Sections 8.1 and 8.2.2 of the DMP
guidance 30 state that if a sponsor learns
that a beneficiary is exempt after
sending an initial notice, the sponsor

30 https://www.cms.gov/files/zip/cy-2023-part-d-
dmp-guidance-april-20-2023.zip.

should inform the beneficiary that the
initial notice is rescinded. If less than 30
days have passed since the initial
notice, a sponsor should send a Part D
Drug Management Program Retraction
Notice for Exempted Beneficiaries. The
model retraction notice addresses the
required 30-day timing issue in the
current regulation. As proposed, the
Part D Drug Management Program
Retraction Notice for Exempted
Beneficiaries would no longer be used
because sponsors would instead send
the alternate second notice. We did not
estimate any reduction of burden for
sponsors no longer using the Retraction
Notice. The Retraction Notice was
implemented as a temporary solution
for Part D sponsors to use for exempted
beneficiaries in place of the alternate
second notice, which had been
accounted for in the latest version of
CMS-10141 (OMB control number
0938-0964).

We note that sponsors may determine
that a PARB is not an ARB prior to 30
days elapsing for reasons other than the
beneficiary being exempt. However, we
believe the existing 30-day requirement
before a sponsor may send an alternate
second notice in such situations is
important to maintain because it allows
the beneficiary and other prescribers
enough time to provide the sponsor
with information that may influence the
sponsor’s determination.

We received the following comments
on this proposal and our responses
follow.

Comment: We received several
comments supporting our proposal to
eliminate the requirement that sponsors
wait 30 days to send an alternate second
notice to a beneficiary determined to be
exempt after receiving an initial notice.
Commenters described the proposal as
efficacious, reasonable, and aimed at
protecting exempted beneficiaries from
unnecessary burden, including
interrupted treatments. No commenters
opposed this proposal. One commenter
expressed support for discontinuing use
of the Part D DMP Retraction Notice for
Exempted Beneficiaries, noting that the
Retraction Notice would no longer be
needed under this proposal.

Response: We thank the commenters
for their support and are finalizing this
provision as proposed.

We proposed an additional technical
change related to the timeframe for
providing second notices and alternate
second notices. The current regulation
at §423.153(f)(8)(i) requires that a
sponsor provide a second notice or
alternate second notice not more than
the earlier of the date the sponsor makes
the relevant determination or 60 days
after the date of the initial notice. It is

critical that beneficiaries receive timely
written notice about changes to their
access to Part D drugs, as well as
information about appeal rights, and the
second notice and alternate second
notices are tied to the date of the plan’s
determination. However, CMS
understands that sponsors may not
always be able to issue printed notices
on the exact day they make a
determination for a variety of reasons,
such as they made the determination on
a day when there is no United States
Postal Service mail service, or later in
the day after files have been sent to a
print vendor. Specifically, we proposed
to add at §423.153(f)(8)(i)(A) a window
of up to 3 days to allow for printing and
mailing the second notice or alternate
second notice. We noted in the
proposed rule that this change would
provide sponsors sufficient time to print
and mail the notices while ensuring that
beneficiaries receive timely information
about DMP limitations. Sponsors must
continue to issue these notices as soon
as possible when a determination is
made, and CMS does not expect that
sponsors will routinely take the
maximum amount of time.

We did not propose to change the
requirement in §423.153(f)(8)(i)(B) that
the second notice or alternate second
notice must be provided no later than 60
days from the date of the initial notice.
This is because sponsors have ample
time to account in advance for the days
needed to print and mail these notices.

We received the following comments
on this proposal and our responses
follow.

Comment: We received several
comments on this proposal.
Commenters were supportive of adding
a window of time between making a
determination and providing the second
notice or alternate second notice; no
commenters were opposed. Most of
these commenters noted the importance
of notifying beneficiaries as soon as
practicable about DMP determinations.

Response: CMS thanks the
commenters for their support.

Comment: Several of the commenters
that generally supported this proposal
opined that CMS should allow more
than 3 days for sponsors to provide the
second notice or alternate second notice
following a determination, and offered
specific recommendations, including
allowing up to 4 days, 5 business days,
or 7 calendar days. One commenter
stated that weekends and holidays
would make the proposed 3-day
window almost impossible to meet.
Another commenter opined that
sponsors should not be held to the same
timeframe that applies to written notice
of a Part D coverage determination


https://www.cms.gov/files/zip/cy-2023-part-d-dmp-guidance-april-20-2023.zip
https://www.cms.gov/files/zip/cy-2023-part-d-dmp-guidance-april-20-2023.zip
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because of the impracticality of verbally
conveying the information in a DMP
notice prior to mailing the written
notice. The commenter instead
recommended that the timing align with
the 7-day window that applies to other
current requirements, including certain
DMP data disclosure requirements. One
commenter appeared to have
misunderstood the existing timeframes
for providing the second notice and
alternate second notice.

Response: We thank the commenters
for their feedback but disagree with
their recommendations to allow more
than 3 days between making the
determination and providing the notice.
These notices contain important
information concerning a beneficiary’s
prescription drug access and must not
be unnecessarily delayed. As described
above and in the November 2023
proposed rule, there is precedent for
establishing a 3-day window for
sponsors to provide a written notice for
coverage determinations under
§§423.568(d) and (f) and 423.572(b).
CMS recognizes that the DMP notices do
not follow initial verbal notification, but
that makes timely written notification
even more important for these cases.
Additionally, sponsors already have
established processes for providing
written notices within a 3-day
timeframe, and these processes can be
leveraged for sending DMP notices.

Regarding the data disclosure
provision at §423.153(f)(15)(ii)(D) that
requires sponsors to update DMP
information in MARX as soon as
possible but no later than 7 days from
the date the sponsor provides an initial
notice or second notice to a PARB or
ARB or terminates a DMP limitation, it
is important to note that this
requirement is unrelated to beneficiary
notification and thus not as urgent. The
purpose of the data disclosure is not
comparable to the purpose of sending
beneficiary notices regarding a
restriction on their access to Part D
drugs; therefore, it is not an appropriate
benchmark to use to establish this
timeframe. CMS does not expect plans
to routinely take the maximum amount
of time possible and reminds sponsors
that the maximum 60-day timeframe
from the date of the initial notice is
unchanged under our proposal. For
example, if a determination is made on
day 60, the second notice or alternate
second notice must be provided on the
same day.

Currently, under §423.153(f)(8)(i),
Part D sponsors must provide the
second notice or the alternate second
notice on the date of the determination,
with no additional window of time for
providing (i.e., printing and mailing) the

written notice. As such, this change
extends from 0 days to up to 3 days the
time sponsors have to provide a notice
after making a determination. After
consideration of the comments received
and existing Part D beneficiary notice
requirements, CMS believes this change
allows sponsors sufficient time to print
and mail the notices while ensuring that
beneficiaries receive timely information
about their DMP limitations.

Comment: Some commenters
requested clarification on how CMS will
calculate the 3-day window for
providing the alternate second notice
and second notice and whether the
provision refers to calendar or business
days. One commenter asked whether
CMS intends for plans to ensure the
DMP notices are mailed within 3 days
of the determination, or whether CMS
intends for the beneficiary to receive the
notice within 3 days of the
determination.

Response: CMS intends that a sponsor
will have issued (i.e., printed and
mailed, or sent electronically if the
beneficiary has indicated such a
preference) the second notice or
alternate second notice within 3 days of
making the relevant determination. We
do not require sponsors to send these
notices in a manner that tracks receipt
by the beneficiary and consequently
would be unable to enforce such a
timeframe. We further clarify that this
proposal refers to calendar days,
consistent with the other DMP notice
requirements specified at § 423.153(f)(8)
and various beneficiary notice
requirements throughout Part 423,
Subpart M. CMS will update the 2025
DMP guidance to provide these
clarifications as they relate broadly to
the DMP beneficiary notice
requirements.

After consideration of the comments
received, we are finalizing the
regulation text at §§423.153(f)(8)(i)(A)
and 423.153(f)(8)(ii) as proposed.

3. OMS Criteria Request for Feedback

CMS regulations at § 423.153(f)(16)
specify that CMS and Part D sponsors
identify PARBs and ARBs using clinical
guidelines that are developed with
stakeholder consultation, derived from
expert opinion backed by analysis of
Medicare data, and include a program
size estimate. In addition, the clinical
guidelines (also referred to as the “OMS
criteria”) are based on the acquisition of
FADs from multiple prescribers,
multiple pharmacies, the level of FADs
used, or any combination of these
factors, or a history of opioid-related
overdose.

PARBs are the Part D beneficiaries
who CMS believes are potentially at the

highest risk of opioid-related adverse
events or overdose. The current
minimum OMS criteria 31 identifies
PARBs who (1) use opioids with an
average daily morphine milligram
equivalents (MME) of greater or equal to
90 mg for any duration during the most
recent six months, who have received
opioids from 3 or more opioid
prescribers and 3 or more opioid
dispensing pharmacies, or from 5 or
more opioid prescribers regardless of
the number of dispensing pharmacies
(also referred to as “MIN1” minimum
OMS criteria), or (2) have a history of
opioid-related overdose, with a medical
claim with a primary diagnosis of
opioid-related overdose within the most
recent 12 months and a Part D opioid
prescription (not including Medication
for Opioid Use Disorder 32 (MOUD))
within the most recent 6 months (also
referred to as “MIN2” minimum OMS
criteria). Sponsors may use the current
supplemental OMS criteria to address
plan members who are receiving opioids
from a large number of prescribers or
pharmacies, but who do not meet a
particular MME threshold. These are (1)
use of opioids (regardless of average
daily MME) during the most recent 6
months; AND (2) 7 or more opioid
prescribers OR 7 or more opioid
dispensing pharmacies.

In 2019, CMS assigned the Health
Federally Funded Research and
Development Center (FFRDC) to
develop evidence-based
recommendations for improving the
OMS criteria for the future. The Health
FFRDC conducted a literature review,
facilitated a Technical Expert Panel
(TEP), and performed data analyses. All
three activities served as inputs into the
evidence-based recommendations. The
Health FFRDC recommended that the
results of the literature review and data
analysis support the continued
inclusion of average MME, number of
opioid dispensing pharmacies, and
number of opioids prescribers as
indicators for PARBs. In addition, they
recommended that further data analysis
would be necessary to determine which
additional criteria would be appropriate
to potentially adopt. CMS conducted
subsequent literature reviews and
analysis.

In recent years, there has been a
marked decrease in Part D prescription
opioid overutilization, but opioid-
related overdose deaths continue to be

31 April 20, 2023 HPMS memorandum,
CORRECTION—Contact Year 2023 Drug
Management Program Guidance available at:
https://www.cms.gov/medicare/prescription-drug-
coverage/prescriptiondrugcovcontra/rxutilization.

32Referred to as medication-assisted treatment
(MAT) in past guidance.
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a growing problem throughout the
United States.33 While the CDC found
synthetic opioids (other than
methadone) to be the main driver of
opioid overdose deaths, accounting for
82 percent of all opioid-involved deaths
in 2020,3* we must remain vigilant
regarding the risks of prescription
opioids including misuse, opioid use
disorder (OUD), overdoses, and death.
CMS tracks prevalence rates for Part D
beneficiaries with an OUD 35 diagnosis
and beneficiaries with an opioid
poisoning (overdose). While overall
opioid-related overdose prevalence rates
among Part D enrollees have declined
over the period from contract year 2017
through 2021 at about 6.5 percent per
annum, overall opioid-related overdose
prevalence rates increased by 1.0
percent between 2020 and 2021.
Furthermore, about 1.6 percent of all
Part D enrollees had a provider
diagnosed OUD in Contract Year 2021,
and the OUD prevalence rate has grown
by 3.2 percent per annum since contract
year 2017.

A past overdose is the risk factor most
predictive for another overdose or
suicide-related event.36 CMS finalized
regulations to implement section 2004
of the Substance Use-Disorder
Prevention that Promotes Opioid
Recovery and Treatment for Patients
and Communities (SUPPORT) Act to
include beneficiaries with a history of
opioid-related overdose as PARBs in
DMPs. While the implementation of the
SUPPORT ACT enables identification of
beneficiaries with a history of opioid-
related overdose and continues to
identify PARBs who receive high levels
of opioids through multiple providers
who may be more likely to misuse
prescription opioids,37 CMS is working

33 Spencer, Merianne R. et al. (2022). Drug
Overdose Deaths in the United States, 2001-2021.
(457).

34 https://www.cdc.gov/drugoverdose/deaths/
synthetic/index.html.

35CMS used a modified version of the Chronic
Condition Warehouse (CCW) definition that
excludes undiagnosed OUD beneficiaries such as
those with an opioid OD event and also limits
analysis to the particular measurement period
instead of the prior two years.

36 Bohnert KM, Ilgen MA, Louzon S, McCarthy JF,
Katz IR. Substance use disorders and the risk of
suicide mortality among men and women in the
U.S. Veterans Health Administration. Addiction.
2017 Jul;112(7):1193-1201. doi: 10.1111/add.13774.

37 Over 30,000 Part D enrollees met the minimum
OMS criteria and were reported to sponsors through

on alternative methods to identify
beneficiaries potentially at risk before
their risk level is diagnosed as an OUD
or the person experiences an opioid-
related overdose.

A recently published article that
evaluated the use of machine learning
algorithms for predicting opioid
overdose risk among Medicare
beneficiaries taking at least one opioid
prescription concluded that the
machine learning algorithms appear to
perform well for risk prediction and
stratification of opioid overdose
especially in identifying low-risk groups
having minimal risk of overdose.38
Machine learning is a method of data
analysis that automates analytical model
building, based on the idea that systems
can learn from data, identify patterns
and make decisions with minimal
human intervention.

While we did not propose changes to
the clinical guidelines or OMS criteria
in the November 2023 proposed rule,
we provided information on our data
analysis to date and welcome feedback
for future changes. Using predictor
variables identified through the
literature reviews, CMS performed a
data analysis to determine the top risk
factors for Part D enrollees at high-risk
for one of two outcomes: (1) having a
new opioid poisoning (overdose) or (2)
developing newly diagnosed OUD.
Since Part D enrollees with a known
opioid-related overdose are already
identified in OMS, CMS focused on
individuals at high risk for a new
opioid-related overdose or OUD. We
anticipated no additional sponsor
burden since we did not propose
regulatory changes and solicited
feedback.

In the analysis, we utilized Medicare
data and traditional logistic regression
as well as machine learning models like
Random Forest, Least Absolute

OMS reports in 2022 (18 percent met the level of
opioid use though multiple provider criteria, and 82
percent met the history of history of opioid-related
overdose criteria).

38 Lo-Ciganic WH, Huang JL, Zhang HH, Weiss JC,
Wu Y, Kwoh CK, Donohue JM, Cochran G, Gordon
AJ, Malone DC, Kuza CC, Gellad WF. Evaluation of
Machine-Learning Algorithms for Predicting Opioid
Overdose Risk Among Medicare Beneficiaries With
Opioid Prescriptions. JAMA Netw Open. 2019 Mar
1;2(3):€190968. doi: 10.1001/jamanetwork
open.2019.0968. Erratum in: JAMA Netw Open.
2019 Jul 3;2(7):¢197610. PMID: 30901048; PMCID:
PMC6583312.

Shrinkage and Selection Operator
(LASSO), and Extreme Gradient
Boosting (XGBoost) 39 Cross Validation
(CV) to examine and evaluate
performance in predicting risk of opioid
overdose and OUD. The models were
compared based on the following
criteria: Area Under the Curve (AUC),
sensitivity, specificity, positive
predictive value (PPV), negative
predictive value (NPV), and number
needed to examine (NNE). An XGBoost
model with CV performed best
according to the specified criteria and
was selected as the model of choice for
predicting a beneficiary with a new
opioid overdose or OUD diagnosis.

The model population included
6,756,152 Medicare beneficiaries
contemporaneously enrolled in Part D
and Parts A, B, or C during the period
from January to June 2019, who were
prescribed at least one non-MOUD
prescription opioid during the
measurement period and did not have a
DMP exemption (that is, cancer, sickle
cell disease, hospice, LTC facility
resident, palliative care, or end-of-life
care). We excluded beneficiaries with a
prior opioid-related overdose or an OUD
diagnosis in the year prior to the
prediction period. The training dataset
used to build the model consisted of a
random 75 percent sample of the study
population (5,067,114). The remaining
25 percent of the population (1,689,038)
was used for validating the prediction
performance of the model. The
measurement period to obtain
information for the predictor variables
(for example, opioid use patterns,
demographics, comorbidities, etc.) was
from January 1 to June 30, 2019, and the
prediction period we used to identify
beneficiaries with a new opioid
overdose event or new OUD diagnosis
was from July 1 to December 31, 2019.

The following risk factors 4° were
incorporated into the XGBoost model:
BILLING CODE P

39 Extreme Gradient Boosting (XGBoost) model—
data mining technique that is similar to Random
Forest that combines multiple decision trees into a
single strong prediction model, but it differs in
doing so in an iterative manner by building one tree
at a time and optimizing a differentiable loss
function.

40 Multicollinearity tests were undertaken in
order to ensure that there was no collinearity among
the explanatory variables used in the model.
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TABLE CN-1: Risk factors used for the XGBOOST MODEL

Risk Factor Flag Description

Age Beneficiary age in years

Sex Female or Male sex

Race White, Black, Asian, Hispanic,
Native American, Other or
Unknown race/ethnicity

LIS Beneficiary low-income
subsidy status

Dual Beneficiary dual-eligibility

status

Current Medicare Entitlement

Beneficiary current Medicare
entitlement: ESRD (1) / non-
ESRD (2)

MME

Average daily morphine
milligram equivalents (MME)

Number of Opioid Pharmacies

Number of different pharmacies
with an opioid prescription drug
event (PDE) claim

Number of Opioid Prescribers

Number of different opioid
prescribers

Number of Short-Acting
Opioid Fills

Number of short-acting opioid
PDEs

Number of Long-Acting Opioid
Fills

Number of long-acting opioid
PDEs

Number of Different Number of different opioids

Prescription Opioids prescribed (GPI-14*")

Number of MOUD Days Number of Medication-Assisted
Treatment (MOUD) days

Hepatitis Hepatitis diagnosis

Cervical nerve injury

Cervical nerve injury diagnosis

Lumbar nerve injury

Lumbar nerve injury diagnosis

Thoracic nerve injury

Thoracic nerve injury diagnosis

Neuropathy Neuropathy diagnosis
Other chronic pain Other chronic pain diagnosis
Number of Mental Health Number of mental health
Conditions conditions (ADHD, anxiety,

bipolar, depression, PTSD,
personality disorder,
schizophrenia) diagnosed

Number of Substance Use
Disorders

Number of substance use
disorders (alcohol, cannabis,
hallucinogen, inhalant, non-
psychoactive, psychoactive,
sedative, stimulant) diagnosed

41 The Generic Product Identifier (GPI) designates
any or all of a drug’s group, class, sub-class, name,
dosage form, and strength.
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We evaluated the performance of the
model using the confusion matrix

Risk Factor Flag

Description

hallucinogen, inhalant, non-
psychoactive, psychoactive,
sedative, stimulant) diagnosed

Antianxiety Drug Fill

PDE claim for antianxiety drug

Antipsychotic Drug Fill

PDE claim for antipsychotic
drug

Anticonvulsant Drug Fill

PDE claim for anticonvulsant
drug

Concurrent use of opioid and
benzodiazepine (1 or more
days)

Concurrent PDE for opioid and
benzodiazepine (1+ day
overlap)

Concurrent use of opioid and
benzodiazepine (30 or more

Concurrent PDE for opioid and
benzodiazepine (30+ day

days) overlap)

Codeine Fill PDE opioid claim for codeine
(GPI-10)

Fentanyl Fill PDE opioid claim for fentanyl
(GPI-10)

Methadone Fill PDE opioid claim for
methadone (GPI-10)

Morphine Fill PDE opioid claim for morphine
(GPI-10)

Oxycodone Fill PDE opioid claim for
oxycodone (GPI-10)

Oxymorphone Fill PDE opioid claim for
oxymorphone (GPI-10)

Tramadol Fill PDE opioid claim for tramadol
(GPI-10)

Hydrocodone Fill PDE opioid claim for
hydrocodone (GPI-10)

Hydromorphone Fill PDE opioid claim for
hydromorphone (GPI-10)

Other Opioid Fill PDE opioid claim for other

opioid (GPI-10)

generated by applying the prediction

model to the validation dataset to
calculate various metrics.
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TABLE CN-2: Confusion Matrix for the XGBoost Model

Actual New OUD Predicted New Predicted New Total
or Opioid-Related | OUD or Opioid- | OUD or Opioid-

Overdose Related Related

Diagnosis: Overdose Overdose

Diagnosis: No Diagnosis:
Yes

No 1,154,395 513,551 1,667,946
Yes 3,920 17,172 21,092
Total 1,158,315 530,732 1,689,038

TABLE CN-3: Performance Metrics for the XGBoost Model

Criteria Result
AUC 0.8253
Sensitivity 81.41 Percent
Specificity 69.21 Percent
PPV 3.24 Percent
NPV 99.66 Percent
NNE 31
Probability Threshold 0.474

The top 15 risk factors that were
highly associated with a new OUD or
opioid-related overdose diagnosis were:
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TABLE CN-4: Top 15 Risk Factors

Rank Risk Factor Variable Gain
1 Number of Short-Acting Opioid Fills 0.3853
2 MME* 0.1256
3 Age 0.0882
4 Number of Long-Acting Opioid Fills 0.0729
5 Number of Mental Health Conditions 0.0539
6 Number of Substance Use Disorders 0.0298
7 Anticonvulsant Drug Fill 0.0294
8 Number of Different Prescription Opioids 0.0234
9 Oxycodone Fill 0.0230
10 Other Opioid Fill 0.0227
11 Dual 0.0200
12 Number of Opioid Prescribers* 0.0148
13 Concurrent use of opioid and benzodiazepine (30 or more | 0.0134

days)
14 Morphine Fill 0.0112
15 LIS 0.0102

*Part of current minimum OMS criteria.

The number of short-acting
prescription opioid fills and the average
daily MME were found to contribute
most to XGBoost model predictions of a
new OUD or opioid-related overdose
diagnosis. Risk was present across a
range of MME levels and increased with
higher MME levels. The risk of
developing a new OUD or opioid-related
overdose diagnosis also increased with
the number of diagnosed mental health

or substance use disorders. Utilization
of opioids with other high-risk
medications like anticonvulsants,
benzodiazepines, anti-psychotics, and
anti-anxiety medications were
positively associated with higher risk.
Also, utilization of opioids like
oxycodone and morphine were
positively associated with higher risk,
while utilization of codeine, tramadol,

and opioids in the other category were
positively associated with lower risk.

Lastly, we applied our finalized
model to data from October 1, 2021
through March 31, 2022 to predict
future new opioid-related overdose
events and OUD diagnoses during the
period from April 1, 2022 to September
30, 2022 to understand program size
estimates and NNE values.
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TABLE CN-5: Risk Probability Thresholds and Performance Metrics
Number of
Beneficiaries with
Predicted New OUD | Number of
or Opioid-Related True PPV
Risk Probability Threshold Overdose Diagnosis | Positives* | (Percent) NNE

Top 1 percent**(Validation Data) 16,862 1,860 11.01 9
Top 1 percent 62,571 5,445 8.70 11
Top 50,000 50,000 4,562 9.12 11
Top 40,000 40,000 3,792 9.48 11
Top 30,000 30,000 2,996 9.99 10
Top 20,000 20,000 2,168 10.84 9
Top 10,000 10,000 1,219 12.19 8
Top 5,000 5,000 679 13.58 7
Top 1,000 1,000 150 15.00 7

*True Positives are beneficiaries that were categorized into the given risk probability threshold group based on data
from the October 1, 2021 to March 31, 2022 measurement period, then were subsequently found to have
experienced a new opioid OD/OUD during the April 1, 2022 to September 30, 2022 prediction period.
**Validation data: random 25 percent sample of total population: January 1, 2019 to June 30, 2019 measurement
period, and July 1, 2019 to December 31, 2019 prediction period.

BILLING CODE C

Between 9 percent and 15 percent of
the beneficiaries with a predicted new
opioid-related overdose/OUD actually
experienced a new overdose or OUD
diagnosis during the evaluation period
(April 1, 2022, through September 30,
2022) depending on the Risk Probability
Threshold. The Top 1 percent threshold
(n =62,571) reported the lowest
precision score, while the Top 1,000
threshold showed the highest precision.
Among those who had a new opioid-
related overdose/OUD in the evaluation
period, about 92 percent developed a
new OUD; the proportion with a new
opioid overdose increased from 10
percent to 17 percent as the risk
probability threshold increased from the
Top 1 percent to the Top 1,000; and, as
the risk probability threshold increased,
about 2 percent to 8 percent had both
a new opioid overdose and were
identified as having a newly diagnosed
OUD. Among the different Risk
Probability Thresholds, between 93 to
98 percent of the correctly predicted
new overdoses/OUDs do not meet the
current OMS criteria. The percentage
that meets the current OMS criteria
decreases as the Risk Probability
Threshold becomes more restrictive.
Thus, our analysis shows that there is
very little overlap between the
population identified through this
model and beneficiaries already

identified through the OMS.42
Furthermore, our analysis confirms that
machine learning models can analyze
large datasets and identify complex
patterns that are not easily discernible
by current non-statistical approaches.
This makes them a powerful tool for
identifying new opioid-related overdose
or OUD risk and capturing an additional
population of potential at-risk
beneficiaries who have not been
identified through our current OMS
criteria.

In the November 2023 proposed rule,
we discussed that CMS next plans to
assess risk in the model, validate the
stability of the model as new data
become available, and develop
guidelines on how to feasibly
implement the model into the existing
DMP and OMS processes. We solicited
feedback on the following:

o Potentially using such a model to
enhance the minimum or supplemental
OMS criteria in the future (either in
addition to the current criteria or as a
replacement).

¢ How to avoid the stigma and/or
misapplication of identification of a
PARB at high risk for a new opioid-
related overdose or OUD using the
variables in the model.

42 CMS also notes that historically, only about 1.6

percent of the beneficiaries meeting the history of
opioid-related overdose (MIN2) OMS criteria also
meet the (MIN1) minimum OMS criteria.

¢ Implementation considerations,
such as effectively conducting case
management, as described in
423.153(f)(2), with prescribers of PARBs
identified by the model; opportunities
to promote MOUD, co-prescribing of
naloxone, or care coordination; or
potential unintended consequences for
access to needed medications.

e Other factors to consider.

Comment: Commenters supported our
machine learning model approach or
further testing. Several commenters
encouraged CMS to provide a
demographic breakdown or the fairness
analysis used to evaluate the model.
Several commenters suggested that CMS
use clearly defined risk factors that
foster case management, ensure
correctness of the risk factors used, or
focus on distinguishing factors to
identify at-risk beneficiaries and to
minimize misapplication of the criteria
for beneficiaries with low risk of
overdose or OUD. One commenter
recommended methods to better
identify overdose risk such as removing
beneficiaries who do not show
continuous use of opioids after an
overdose event and shortening look
back windows.

Response: We thank the commenters
for their support of our machine
learning model approach and thoughtful
input. CMS will consider the feedback,
and we will proceed with further testing
to improve the model and risk factors.
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The model focused on Part D
beneficiaries at high-risk of one of two
outcomes: (1) having a new opioid
poisoning (overdose) or (2) developing
newly diagnosed OUD. Since Part D
beneficiaries with a known opioid-
related overdose are already identified
in OMS, CMS focused on individuals at
high risk for a new opioid-related
overdose or OUD. CMS also excluded
beneficiaries with a prior opioid-related
overdose or an OUD diagnosis in the
year prior to the prediction period. Also,
we did include demographic factors in
the initial model and a few of the factors
were highly associated with a new OUD
or opioid-related overdose diagnosis as
described above and in the November
2023 proposed rule. We will look for
opportunities to provide additional
details or output from the analysis after
we conduct more testing.

Comment: Some commenters
recommended that CMS assess whether
any new criteria resulting from the use
of such model could unintentionally
lead providers to be less likely to
diagnose someone with OUD, as that, in
turn, would decrease access to MOUD.

Response: We will evaluate
unintentional consequences of using
updated criteria that may affect the
likelihood of diagnosing beneficiaries
with OUD. We encourage sponsors and
prescribers to promote co-prescribing of
naloxone, MOUD, or other treatment
referrals through the DMP case
management process.

Comment: Some commenters
requested sufficient lead time and
proper communication language be in
place before CMS implements any
changes.

Response: We did not propose
changes to the clinical guidelines or
OMS criteria in the November 2023
proposed rule. Changes would be
proposed through a future notice of
proposed rulemaking with sufficient
lead time and guidance, if finalized.

M. Codification of Complaints
Resolution Timelines and Other
Requirements Related to the Complaints
Tracking Module (CTM) (42 CFR
417.472(1), 422.125, 423.129, and
460.119)

CMS maintains the CTM in the Health
Plan Management System (HPMS) as the
central repository for complaints
received by CMS from various sources,
including, but not limited to the
Medicare Ombudsman, CMS
contractors, 1-800-MEDICARE, and
CMS websites. The CTM was developed
in 2006 and is the system used to
comply with the requirement of section
3311 of the Affordable Care Act for the
Secretary to develop and maintain a

system for tracking complaints about
MA and Part D plans received by CMS,
CMS contractors, the Medicare
Ombudsman, and others. Complaints
from beneficiaries, providers, and their
representatives regarding their Medicare
Advantage (MA) organizations, Cost
plans, Programs of All-inclusive Care for
the Elderly (PACE) organizations, and
Part D sponsors are recorded in the CTM
and assigned to the appropriate MA
organization (MAQ), Cost plan, PACE
organization, and Part D sponsor if CMS
determines the plan, organization, or
sponsor is responsible for resolving the
complaint. Unless otherwise noted,
“plans’” applies to MAOs, Part D
sponsors, Cost plans, and PACE
organizations for purposes of this
section.

We proposed to codify existing
guidance for the timeliness of complaint
resolution by plans in the CTM.
Currently, §§422.504(a)(15) and
423.505(b)(22) require MAOs and Part D
sponsors to address and resolve
complaints received by CMS against the
MAO and Part D sponsor through the
CTM; we proposed to codify the
expectation in guidance that Cost plans
and PACE organizations also address
and resolve complaints in the CTM. We
proposed to codify the existing priority
levels for complaints based on how
quickly a beneficiary needs to access
care or services and to codify a new
requirement for plans to make first
contact with individuals filing non-
immediate need complaints within 3
calendar days. This timeframe will not
apply to immediate need complaints
because those complaints need to be
resolved within two calendar days.

CMS codified the requirement for
MAQOs and Part D sponsors to address
and resolve complaints in the CTM at
§§422.504(a)(15) and 423.505(b)(22) in
the “Medicare Program; Changes to the
Medicare Advantage and the Medicare
Prescription Drug Benefit Programs for
Contract Year 2012 and Other Changes”
(76 FR 21431), which appeared in the
April 15, 2011 Federal Register
(hereafter referred to as the “April 2011
final rule”). As described in the April
2011 final rule, the regulation requires
that MAOs and Part D sponsors provide
a summary of the resolution in the CTM
when a complaint is resolved. (76 FR
21470)

As Part D sponsors, Cost plans and
PACE organizations that offer Part D
coverage have been required to comply
with § 423.505(b)(22). We proposed to
add language to §§417.472(1) and
460.119 to codify in the Cost plan
regulations and PACE regulations,
respectively, the requirement that Cost
plans and PACE organizations address

and resolve complaints in the CTM.
This proposed new requirement will
apply to all complaints in the CTM for
Cost plans and PACE organizations, not
just complaints about Part D.

In addition, CMS has issued guidance
describing our expectations for how
complaints should be handled. In the
Complaints Tracking Module Plan
Standard Operational Procedures (CTM
SOP), the most recent version of which
was released on May 10, 2019, via
HPMS memo,*3 CMS provides detailed
procedures for plans to use when
accessing and using the CTM to resolve
complaints. This includes describing
the criteria CMS uses in designating
certain complaints as ‘“‘immediate need”
or ‘“urgent” (all other complaints are
categorized “No Issue Level” in the
CTM), setting forth our expectation that
plans should review all complaints at
intake, and documentation requirements
for entering complaint resolutions in the
CTM. The CTM SOP defines an
“immediate need complaint” for MAOs,
Cost plans, and PACE organizations as
““a complaint where a beneficiary has no
access to care and an immediate need
exists.” For Part D sponsors, “‘an
immediate need complaint is defined as
a complaint that is related to a
beneficiary’s need for medication where
the beneficiary has two or less days of
medication remaining.” The CTM SOP
defines an ‘“urgent complaint” for
MAQOs, Cost plans, and PACE
organizations as a complaint that
“involves a situation where the
beneficiary has no access to care, but no
immediate need exists.” For Part D
sponsors, “‘an urgent complaint is
defined as a complaint that is related to
the beneficiary’s need for medication
where the beneficiary has 3 to 14 days
of medication left.”

In Chapter 7, section 70.1 of the
Prescription Drug Benefit Manual,
“Medication Therapy Management and
Quality Improvement Program,” ¢ CMS
requires Part D sponsors to resolve any
“immediate need” complaints within
two (2) calendar days of receipt into the
CTM and any ‘“‘urgent” complaints
within seven (7) calendar days of receipt
into the CTM. Chapter 7, section 70.1
also sets forth CMS’s expectation that
Part D sponsors promptly review CTM
complaints and notify the enrollee of
the plan’s action as expeditiously as the
case requires based on the enrollee’s
health status.

43 Available at https://www.hhs.gov/guidance/
sites/default/files/hhs-guidance-documents/
ctm%20plan % 20sop % 20eff053019.pdf.

44 Available at https://www.cms.gov/medicare/
prescription-drug-coverage/prescriptiondrugcov
contra/downloads/dwnlds/chapter7pdf.
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Requirements for resolution of
complaints received in the CTM do not
override requirements related to the
handling of appeals and grievances set
forth in 42 CFR part 422 subpart M
(which apply to cost plans as well as
MAOQOs per §417.600), Part 423 subpart
M, for Part D sponsors, and §§460.120—
460.124 for PACE organizations. Rather,
CTM requirements supplement the
appeals and grievance requirements by
specifying how organizations must
handle complaints received by CMS in
the CTM and passed along to the plan.
The requirement for organizations to
enter information on the resolution of
complaints in the CTM within specified
time periods allows CMS to track and
ensure accountability for complaints
CMS itself received, either directly from
beneficiaries or via entries in the CTM
from the Medicare ombudsman, CMS
contractors, or others. A beneficiary
who filed a complaint directly with
CMS may later contact CMS to find out
the status of the complaint and the
plan’s use of the system will allow CMS
to answer the beneficiaries inquires
more expeditiously. In order to comply
with the applicable regulations, plans
must handle any CTM complaint that is
also an appeal or grievance within the
meaning of the regulation in such a way
that complies with the notice,
timeliness, procedural, and other
requirements of the regulations
governing appeals and grievances.

We proposed to codify the timeliness
requirements for MAOs and Part D
plans at new §§422.125 and 423.129,
both titled “Resolution of Complaints in
Complaints Tracking Module.” We
proposed to codify these requirements
for Cost plans and PACE organizations
at §§417.472(1) and 460.119 by adopting
§§422.504(a)(15) and 422.125 by
reference into the requirements for Cost
plans and PACE organizations,
respectively.

Specifically, we proposed to codify at
§§422.125(a) and 423.129(a) the
definitions of “immediate need” and
“urgent” complaints in substantially the
same way as they are currently defined
in guidance for MA and Part D-related
complaints. However, we proposed to
specify that immediate need and urgent
complaints for MA plans (as well as
Cost plans, and PACE) also include
situations where a beneficiary has
access to enough of a drug or supply to
last fewer than 2 days or from 3 to 14
days, respectively, as part of the
definition that these complaints are
about situations that prevent the
beneficiary from accessing care or a
service. This proposed change
recognizes that some complaints to an
MAO (or Cost plan or PACE

organization) may overlap with Part D
access, such as when a beneficiary
reports a problem with their enrollment
in an MA-PD plan that is blocking
access to Part D coverage. The change
also recognizes that non-Part D MA,
Cost plan, and PACE complaints relate
not just to access to physician services
but to drugs and supplies that may be
covered by the MA plan, Cost plan, or
PACE organization’s non-Part D benefit
(for example, Part B drugs or diabetic
test strips covered under the medical
benefit of an MA plan). Further, MA
plans, Cost plans, and PACE also cover
Part B drugs.

We also proposed to codify at
§§422.125(b) and 423.129(b) the current
timeframes reflected in section 70.2 of
Chapter 7 of the Prescription Drug
Benefit Manual for resolving immediate
need and urgent complaints. A two (2)
calendar day deadline for resolving
plan-related immediate need complaints
is both consistent with current practice
by plans and logically follows from the
definition of an “immediate need”
complaint. By its nature, an immediate
need complaint requires swift action.
Because we define immediate need, in
part, as a situation where a beneficiary
has access to two or fewer days’ worth
of a drug or supply they need, a timeline
greater than two calendar days for
resolving a complaint would represent
an unacceptable risk to beneficiaries.

Similarly, a 7 calendar day deadline
for “urgent” complaints reflects the
importance of not delaying resolution of
a situation that is preventing access to
care or services a beneficiary needs.
Because we define “urgent” in part as
a situation where a beneficiary has 3 to
14 days’ worth of a drug or supply they
need, allowing more than a week to
elapse before resolving the complaint
will put beneficiaries at unacceptable
risk of not receiving replacement drugs
or supplies timely.

For all other Part D and non-Part D
complaints in the CTM, we proposed
requiring resolution within 30 days of
receipt. This is consistent with current
practice and the guidance in section
70.2 of Chapter 7 of the Prescription
Drug Benefit Manual, and we believe
will prevent complaints from lingering
for months without resolution in the
CTM. Further, a 30-day timeframe for
resolving complaints in the CTM aligns
with the 30-day period provided in
§§422.564(e) and 423.564(e) for
resolution of grievances. Although those
regulations permit an extension of up to
14 days for resolving the grievance if the
enrollee requests the extension or if the
organization justifies a need for
additional information and documents
how the delay is in the interest of the

enrollee, we do not believe that
including the authority to extend the
deadline to resolve complaints in the
CTM is appropriate because complaints
received into the CTM are often the
result of failed attempts to resolve issues
directly with the plan. Allowing plans
to further extend the time to resolve the
complaint only allows further delays in
addressing beneficiary concerns.
Moreover, recent evidence indicates that
the vast majority of non-immediate need
or urgent complaints are resolved
within 30 days—98 percent of such
complaints were resolved by plans
within 30 days in 2022.

All timeframes for resolution will
continue to be measured from the date
a complaint is assigned to a plan in the
CTM, rather than the date the plan
retrieves the complaint from the CTM.
This is consistent with current guidance
and practice. Measuring the timeframe
in this manner is the best way to protect
beneficiaries from delayed resolution of
complaints and encourages
organizations to continue retrieving
CTM complaints in a timely manner so
that they have sufficient time to resolve
complaints.

We do not anticipate that plans will
have difficulty meeting these
timeframes. The vast majority of
complaints are currently resolved in the
timelines specified for the priority level
of the complaint. For example, in 2022,
plans resolved 97 percent of complaints
within the required time frames for the
level of complaint. Plans resolved 94
percent of immediate need complaints
within two (2) calendar days, 97 percent
of urgent complaints within seven (7)
calendar days, and 98 percent of
complaints with no issue level
designated within thirty (30) calendar
days. Codifying the timeframes as
proposed merely formalizes CMS’s
current expectations and the level of
responsiveness currently practiced by
plans.

We also proposed to create a new
requirement for plans to contact
individuals filing non-immediate need
complaints. At §§422.125(c) and
423.129(c), we proposed to require
plans to contact the individual filing a
complaint within three (3) calendar
days of the complaint being assigned to
a plan. While current guidance
generally includes the expectation that
organizations inform individuals of the
progress of their complaint, CMS has
never specified a timeframe for reaching
out to a complainant. CMS has observed
that, particularly for complaints that are
not assigned a priority level, plans
sometimes wait until the timeframe for
resolution has almost elapsed to contact
the complainant. Because the timeframe
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for resolving uncategorized complaints
is 30 days, an individual who files a
complaint may wait weeks to hear back
from the plan responsible for resolving
it. We believe that such delays cause
unnecessary frustration for beneficiaries
and are inconsistent with the customer
service we expect from plans.

We acknowledge that our proposed
timeframe for reaching out to the
complainant concerning a CTM
complaint is more specific than our
requirement at §§422.564(b) and
423.564(b) for plans to “promptly
inform the enrollee whether the
complaint is subject to its grievance
procedures or its appeals procedures.”
We proposed a specific timeframe for
contacting the beneficiary regarding a
CTM complaint because, unlike with
complaints received by the plans
outside the CTM, the complainant has
not reached out directly to the plan and
may not know that their complaint has
been passed on to the plan by CMS via
the CTM. Moreover, as previously
noted, CMS monitors the handling of
complaints it receives through the CTM
in real time. Part of handling CTM
complaints through the CTM, as
required by §§422.504(a)(15) and
423.505(b)(22), is entering information
into the CTM when the plan reaches out
to the complainant. CMS will therefore
be able to monitor whether a plan has
reached out to a beneficiary within the
required timeframe and follow up with
the plan well before timeframe for
resolving the complaint has elapsed.

We proposed a three (3) calendar day
timeframe for reaching out to the
individual filing the complaint because
it will provide a timely update to
individuals filing both urgent and
uncategorized complaints without
delaying resolution of immediate need
complaints. We expect that a plan will
indicate in this communication that the
plan has received and is working on the
complaint, and that they provide
contact information that the individual
filing the complaint could use to follow
up with the plan regarding the
complaint. We solicited comment on
whether this timeframe is appropriate
and whether a longer or shorter
timeframe will better balance the needs
of beneficiaries with the capacity of
plans to respond to complaints.

We also proposed conforming changes
to §§422.504(a)(15) and 423.505(b)(22)
to incorporate the proposed new
requirements into the existing
contractual requirements for MAOs and
Part D sponsors. The proposed revisions
to §§417.472(1) and 460.119 incorporate
both the requirements in proposed
§422.125 and the requirement for a
contract term for resolving complaints

received by CMS through the CTM for
Cost plans and PACE organizations and
their contracts with CMS.

We received comments on the
proposal and our responses to the
comments are below.

Comment: Several commenters
supported the proposed rule, with one
noting that they support any effort to
improve the timeliness and
transparency associated with enrollee
complaints to MA plans. One
organization was particularly
appreciative of CMS’s goal to ensure
that beneficiaries receive a timely
response to complaints. Another
commenter likewise expressed the need
to codify a timeline for letting
complainants know that the plan had
received the complaint, stating that
beneficiaries and their representatives
frequently have no idea if a plan has
received and is addressing the
complaint.

Response: We appreciate the support
for our proposal. We agree that
establishing clear timelines for MA
plans, Cost plans, PACE organizations
and Part D plans to respond to CTM
complaints is important.

Comment: A few comments supported
the proposal and suggested that CMS
adopt measures to promote greater
transparency and accountability for
beneficiary and provider complaints.
Specifically, they suggested making
CTM complaints publicly available on
Medicare Plan Finder or elsewhere,
carefully monitoring trends in CTM
complaints and use them to focus CMS
audits, creating an online portal for all
stakeholders to enter complaints about
plans, and creating a provider hotline
similar to 1-800-MEDICARE
specifically for providers to submit
complaints.

Response: We appreciate the
commenter’s support. While the
commenter’s suggestions are out of
scope for the proposed rule, we will
consider them as we continue to explore
ways to improve transparency and
accountability. We already closely
monitor CTM complaints and that
complaint rates are used to calculate
Star Ratings for MA and Part D plans.

Comment: A commenter supported
the proposal, but expressed concern that
many CTM complaints appear to be the
result from MAO attempts to shield
denials of coverage from review by the
Independent Review Entities (IREs) that
handle reconsiderations of adverse
appeals and coverage determination
decisions by MAOs and Part D sponsors.
The commenter was particularly
concerned that CMS does not appear to
have an effective mechanism to monitor

what should have been sent to the IRE
for review but was not.

Response: This comment is out of
scope for this proposal, but we
appreciate the commenter’s concern. We
agree it is critical for MAQOs, Part D
sponsors and cost plan organizations
(which must comply with the MA
appeal regulations per § 417.600) to
send all of the cases to the IRE that
should be sent to the IRE. See section
VILE of this rule for a discussion of our
revision to the process for identifying
data completeness issues at the IRE and
calculating scaled reductions for the
Part C appeals measures to help ensure
that all of the cases that should be sent
to the IRE are sent.

Comment: A commenter expressed
concern with CMS’s statements that
CTM complaints must be handled as
appeals or grievances when appropriate.
The commenter stated that treating all
CTM complaints as appeals or
grievances would result in conflicting
timeframes for resolution and
duplicative communications to
members. The commenter requested
clarification of whether CMS expects all
complaints to be treated as appeals or
grievances and, if not, whether
complaints that are appeals or
grievances would be held to the CTM
timeframes in addition to the appeals
and grievance timeframes.

Response: We understand the
commenter’s concern. We wish to
clarify that CTM complaints should
only be treated as appeals or grievances
when they otherwise meet the definition
of appeals or grievances under the
applicable regulations. We note that MA
and Part D appeals and grievances must
be resolved “as expeditiously as the
case requires”” and that this would
require resolution of the appeal or
grievance within the proposed
timeframe for immediate need and
urgent complaints if the appeal or
grievance involved a service or drug for
which the beneficiary has a need that
meets the definition of “immediate
need” or “‘urgent” that we proposed and
are finalizing in §§422.125 and 423.129.
See §§422.564(e)(1), 422.630(e) and
423.564(e)(1) regarding the timeline for
responses to enrollee appeals and
grievances. Although the regulations at
§§422.564(e)(2), 422.630(e)(2), and
423.564(e)(2) permit the 30-day
timeframe resolution of grievances to be
extended by up to 14 days if the
enrollee requests the extension or if the
organization justifies a need for
additional information and documents
how the delay is in the interest of the
enrollee, the stricter timing
requirements for CTM complaints
addressed in §§422.125 and 423.129
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will control where a CTM complaint has
been filed.

Similarly, PACE service
determinations and appeals must be
resolved as “expeditiously as the
participant’s condition requires”, but no
later than three days after the request is
received for service determinations, 30
days after the request is received for
appeals, and 72 hours after the appeal
request is received for expedited
appeals. See §§460.121(i), 460.122(c)(6),
and 460.122(f) regarding the timelines
for response to PACE participant service
determination requests and appeals and
the definition of expedited appeals.
Pursuant to provisions of this rule,
PACE grievances must also be resolved
as “‘expeditiously as the case requires,”
but no later than 30 calendar days after
the PACE organization receives the
grievance. See section XL.H of this rule,
adopting changes to §460.120,
including a timeline for resolution of
PACE grievances at §460.120(g).
Immediate need complaints that also
qualify as PACE grievances, service
determination requests, appeals, or
expedited appeals therefore need to be
resolved within two days under both
PACE requirements and the
requirements of this rule. Although the
regulations at §§ 460.121(i)(1) and
460.122(f)(3) allow the timeline for
resolution of service determination
requests and expedited appeals to be
extended by five days or 14 days,
respectively, under certain
circumstances, the stricter timing
requirements for CTM complaints
addressed in §§422.125 and 423.129
will control where a CTM complaint has
been filed in the same way they would
for MA and Part D grievances.

Because existing CMS regulations
explicitly permit extension for MA and
Part D appeals and grievances, we do
not think it is appropriate to penalize an
organization for extending the
resolution of a non-immediate need and
non-urgent CTM complaint that meets
the definition of an MA or Part D appeal
or grievance. Therefore we are adding a
new paragraph (4) to §§422.125(b) and
423.129(b) to allow organizations to
extend the timeline to respond to a CTM
complaint if the complaint is also a
grievance within the scope of
§§422.564, 422.630 or 423.564 and if it
meets the requirements for an extension
of time under §§ 422.564€(2),
422.630(e)(2), or 423.564(e)(2) as
applicable. (Depending on the type of
organization—MA plan, applicable
integrated plan, Part D plan, or cost plan
the specific regulation that governs the
time frame for responding to a grievance
will vary.) This extension will not be
available for any complaint that meets

the definition of an immediate need
complaint or urgent complaint or that
requires expedited treatment under
§§422.564(f), 422.630(d), or 423.564(f)
because such a delay would present an
unacceptable risk of harm to the
beneficiary. PACE organizations are not
permitted to extend the 30-day
timeframe for resolution grievances
under the revisions to §460.120
finalized in this rule or for non-
expedited appeals under § 460.122(c)(6)
and service determinations must be
resolved within eight days even with
the permitted five-day extension under
§460.121(i), so it is not necessary to
allow an extension of the 30-day
timeline for non-immediate need and
non-urgent complaints that also qualify
as PACE grievances, service
determination requests, or appeals.

We also acknowledge the potential
conflict between the timelines for
resolving immediate need complaints or
urgent complaints and the requirement
for organizations to respond within 24-
hours to MA and Part D grievances that
meet the definition of “expedited
grievances” under §§ 422.564(f),
422.630(d), and 423.564(f). Similarly,
there is a potential conflict between the
timeline for resolving urgent complaints
and the three days and 72 hours
permitted to respond to PACE service
determination requests and expedited
appeals under §§460.121(i) and
460.122(f)(2). We did not intend to
allow organizations to take longer to
resolve an expedited MA or Part D
grievance or PACE service
determination request or expedited
appeal than is currently required under
the regulation merely because the
grievance, service determination
request, or appeal was received as a
CTM complaint. Therefore, we are
adding a new paragraph (5) to
§§422.125(b) and 423.129(b) to make
clear that organizations must comply
with the shortest applicable timeframe
for resolving a CTM complaint when the
complaint also qualifies as a grievance,
PACE service determination request, or
PACE appeal. By shortest applicable
timeframe, we mean the timeframe that
(1) applies under this new CTM
provision for the type of complaint (that
is, immediate need complaint, urgent
complaint, or other type of CTM
complaint), the grievance regulation
(that is §§422.56, 422.630, 423.564, or
460.120), or the PACE service
determination or appeals regulation
(that is §§460.121 or 460.122) and (2) is
the shortest of those two applicable time
frames. So, if a CTM complaint qualifies
as both an urgent complaint and an
expedited MA or Part D grievance, the

organization responsible for responding
to the complaint would be required to
do so within 24 hours, as required by
§§422.564(f), 422.630(d), and
423.564(f), and not within the seven
days permitted under §§422.125(b)(2)
and 423.129(b)(2) for urgent complaints.
Similarly, with respect to the
requirement for organizations to contact
the individual making the complaint in
the CTM within a specific timeframe,
we expect that organizations will meet
this timeframe for CTM complaints that
also meet the definition of MA, Part D,
or PACE grievances. To the extent that
the requirement in §§422.564(b) and
423.564(b) to “promptly inform the
enrollee whether the complaint is
subject to its grievance procedures or its
appeals procedures” would permit
organizations to take longer than seven
days to notify enrollees, §§ 422.125(c)
and 423.129(c) would nevertheless
require organizations to contact
individuals who file a complaint that
qualifies as a grievance in the CTM
within seven days.

Comment: A commenter
recommended shorter timeframes for
resolving complaints submitted in the
CTM. The commenter urged CMS to
require that immediate need complaints
be resolved within 24 hours and that all
other cases be resolved within 72 hours.
The commenter noted that this would
reflect timelines for the appeals
processes for Part B drugs and Part D
benefits, which require that decisions be
made ‘““as soon as the beneficiary
requires” but not later than 72 hours for
standard requests (§§ 422.568 and
423.568) and 24 hours for expedited
requests (§§422.572 and 423.572). The
commenter noted that a seven-day
resolution timeline for urgent
complaints in which patients have three
to fourteen days of treatment left would
potentially leave patients without
needed care for four days.

Response: We acknowledge that some
complaints may require quicker
resolution than the timeframes currently
required for CTM complaints. As
previously discussed, we expect
organizations to treat complaints that
meet the definition of appeals or
grievances in a manner consistent with
the requirements prescribed in the
regulation for handling appeals and
grievances. When a CTM complaint is
actually an appeal, the organization
must comply with the appeal
regulations; nothing in the new
regulations we are finalizing to address
handling of CTM complaints changes or
creates an exception to the appeal
regulations that apply to cost plans, MA
plans (including applicable integrated
plans), Part D plans or PACE
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organizations. We are finalizing a new
paragraph (b)(4) as part of §§422.125
and 423.129 to make clear that
organizations should comply with the
shortest timeline called for in the
applicable regulations when the
timeliness requirements related to CTM
complaints and grievances both apply.
Therefore, an organization would have
to respond to an immediate need
complaint that also meets the definition
of an expedited grievance within the 24
hours required by §§ 422.564(f),
422.630(d), or 423.564(f). Similarly, if
an urgent complaint meets the
definition of a grievance under
§§422.561 and 423.560, or a PACE
service determination request or appeal
under §§460.121 and 460.122, and
involves a beneficiary with only four
days of medication remaining, the
organization would be required to
resolve the issue within four days
because §§422.5641(1), 422.630(e),
423.564(e)(1), 460.121(i), and
460.122(c)(6) require organization notify
an enrollee of its decision on a
grievance (or PACE service
determination request or appeal) ‘“‘as
expeditiously as the case requires”
based on the enrollee’s health status.

The resolution timeframes of two days
for immediate need complaints, seven
days for urgent complaints, and 30 days
for all other CTM complaints have been
in effect for many years and we do not
have evidence that beneficiaries entitled
to quicker resolutions under the
regulations for grievances have had
those resolutions delayed as a result. We
are finalizing the resolution timeframes
for CTM complaints as proposed in
§§422.125 and 423.129 with the
modifications described for
§§422.125(b)(4) & (5) and 423.129(b)(4)
& (5), but we will continue to monitor
CTM complaint resolutions and appeals
and grievances procedures and records
for evidence that the CTM resolution
timeframes are causing unnecessary
delays in the resolution of appeals and
grievances.

Comment: A commenter supported
the proposed requirement to contact
complainants within three days of filing
a CTM complaint but recommended that
CMS require organizations to provide
beneficiaries with the CTM complaint
ID number in addition to the plan
contact information. The commenter
also recommended that CMS require
plans to document the contact within
one to two business days of making the
contact.

Response: We appreciate the
commenter’s support. We agree that
organizations should provide the
complainant with the CTM complaint
ID number when reaching out to them

regarding the complaint. However, we
do not believe that it is necessary to
codify this expectation at this time.
Individuals filing CTM complaints
receive the complaint ID number when
they call 1-800-MEDICARE, and we do
not think organizations reaching out to
complainants would ordinarily fail to
provide this information when
contacting the individual to update
them on the status of the complaint. We
also agree that organizations should
update the CTM promptly when
contacting complainants and resolving
complaints. We currently monitor CTMs
on an ongoing basis and our experience
is that organizations meet this
expectation. Therefore, we do not
believe that it is necessary to codify this
expectation at this time.

Comment: A commenter noted that
their State guidance requires health
plans to acknowledge a complaint
within ten days. They questioned
whether there was a way to align the
CMS requirement with the State
requirement.

Response: We recognize that States
may have different expectations with
respect to handling complaints.
However, State insurance laws other
than licensure and solvency do not
apply to MA plans under section
1856(b)(3) of the Act, and we do not
believe that it is necessary or practical
to allow organizations a longer time to
contact complainants or resolve
complaints merely because a State may
permit longer timeframes for other types
of health plans. We expect and will
continue to expect MA plans, cost
plans, Part D plans, and PACE
organizations to meet the federal
timeframes for beneficiary contact and
complaint resolution adopted here (or in
other applicable laws).

Comment: A commenter was
generally supportive of the proposal but
noted that complaints related to D-SNPs
may require action from State Medicaid
agencies, which may require longer to
resolve. The commenter recommended
that CMS modify the proposal to
account for the need to involve State
Medicaid agencies in the resolution of
D-SNP complaints.

Response: We appreciate the
commenter’s support and acknowledge
that some complaints for D-SNPs may
require action by or input from State
agencies or others that are not bound by
CMS requirements. However, we do not
believe a modification related to
potential involvement of a State
Medicaid agency to the requirements we
proposed and are finalizing in this rule
is necessary. Some CTM complaints
have always required action by or input
from outside agencies. This has not

caused any significant delays in
complaint resolution. Our experience is
that most States recognize the need to
resolve urgent complaints and
immediate need complaints quickly and
that States rarely take longer than 30
days to respond to other complaints.
Isolated complaints may take longer to
resolve as a result of inaction by outside
agencies, but we do not believe that it

is necessary to extend the timeframe for
resolution to account for these outlier
events. Rather, we will continue to
exercise its discretion to take into
account such outliers when determining
whether compliance or enforcement
actions are necessary in a particular
circumstance.

Comment: A few commenters
expressed concern that CMS would
expect organizations to actually make
contact with beneficiaries within the
required timeframes, rather than
requiring them to attempt to make
contact. They requested that CMS
clarify whether an attempt to make
contact within the specified timeframe
would satisfy the requirement. They
also requested that CMS clarify the
means by which the organization make
contact.

Response: We recognize that
beneficiaries are not always available to
receive calls when plans reach out to
them. We are therefore finalizing the
proposed regulations at §§ 422.125(c)
and 423.129(c) rule with a modification
to clarify that organizations attempt to
make contact with individuals filing
complaints in the CTM within the
specified timeframe. We believe that
this ensures that plans will reach out to
complainants in a timely manner
without creating an unrealistic
expectation that plans be able to reach
complainants who may not be available
to receive calls or other communications
within the specified timeframes.

We also recognize that plans have
many ways to contact beneficiaries,
including by phone or mail. We expect
plans to attempt to contact
complainants regarding time sensitive
matters by the most expeditious means
available. We also expect that plans
would generally use the same method to
reach out to complainants as the
complainants used to file complaints.
Generally, this would require that plans
attempt to contact complainants by
phone, since this is the way the vast
majority of complaints are made and the
quickest way to reach individuals in
real time. Our experience operating the
CTM indicates that organizations do
attempt to contact complainants by
phone. We therefore do not believe that
it is necessary to explicitly codify this
expectation at this time. However, we



Federal Register/Vol.

89, No. 79/Tuesday, April 23, 2024/Rules and Regulations

30511

will continue to monitor CTM
complaints to ensure that organizations
continue to observe best practices for
reaching out to complainants.

Comment: Several commenters
requested greater flexibility in the
timeframes for resolving CTM
complaints and reaching out to
individuals filing complaints. Some
requested that CMS use a business day
standard rather than a calendar day
standard, stating that it would allow
PACE organization to better manage
communications outside of weekends
and holidays. One commenter suggested
extending the time period for contacting
a complainant to five calendar days as
an alternative to a business day standard
to balance the need for timely
communication against PACE
organizations’ need for flexibility.
Another commenter was concerned that
contacting the complainant within three
calendar days of filing a complaint does
not guarantee that the individual will
get meaningful feedback and may result
in beneficiary confusion regarding the
status of their complaint. Some
commenters believe that requiring
contact within three calendar days for a
complaint that MAOs and Part D
sponsors have 30 days to resolve would
negatively impact the resources needed
to investigate and resolve immediate
need and urgent cases. They noted that
they already strive to reach out within
four to seven days for urgent and
uncategorized complaints. One
commenter also noted that beneficiaries
often express frustration with receiving
calls at inopportune times, such as on
holidays, especially when the complaint
is not an immediate need complaint.

Response: We appreciate the
commenters’ desire for greater flexibility
and the difficulty plans may experience
in meeting a 3-calendar day timeframe
for reaching out to beneficiaries.
However, we do not believe that
switching from a calendar day to a
business day standard would be the best
way to balance the needs of the
beneficiary for transparency with the
plans’ needs for flexibility. The need for
health care services can occur at any
time, regardless of holidays or business
schedules. Moreover, different states
and territories celebrate different
holidays, making it difficult for us to
hold plans accountable to a uniform
standard that is based on business days.
We have long applied a calendar day
standard to requirements related to
complaints, as well as to appeals and
grievances. It would therefore be
inconsistent to switch to a business day
standard when codifying CTM
resolution requirements.

We also do not share the commenter’s
concern that contacting complainants
before a complaint has been resolved
would be premature or confusing. As
discussed previously, one of the major
purposes of requiring organizations to
contact individuals filing complaints
before the complaint has been resolved
is to ensure that the complainant knows
that the organization has received and is
working to resolve the complaint. We do
not believe such communications would
be confusing for beneficiaries.

However, we do recognize that a
three-calendar day requirement to
contact beneficiaries is a new
requirement that may prove difficult for
organizations to adhere to and that it
may not significantly improve the
beneficiary experience such that burden
is sufficiently outweighed. Based on
these comments, we are finalizing a
slightly longer deadline by which
organizations must attempt to contact
individuals filing non-immediate need
complaints as finalized §§422.125(c)
and 423.129(c) require organizations to
attempt to contact the complainant
within 7 calendar days of the
organization being assigned the
complaint from the CTM. We believe
that this strikes a balance between
providing individuals timely
information regarding the handling of
their complaints with plans’ valid
concerns about being able to meet a
shorter timeframe. We also believe that
this will address commenter’s concerns
about the difficulty of contacting
beneficiaries on non-business days—it
is unusual for an organization to have
more than two or three consecutive non-
business days in a 7-day period, so
organizations should be able to meet the
longer 7-day timeframe regardless of
whether a complaint was received
immediately before a weekend or
holiday.

Final Decision: We thank commenters
for their input. We note that comments
were generally supportive, with many
commenters representing plans
requesting more flexibility and some
commenters representing beneficiaries
and providers requesting more stringent
requirements and improved
transparency. We received several
comments requesting greater public
transparency for CTM complaints and
increased scrutiny of plans’ handling of
appeals and grievances that were out of
scope for the proposal, but which we
will take into account as we continue to
monitor plan performance in these
areas. Based on the comments received
and for the reasons outlined in the
proposed rule and our responses to
comments, we are finalizing the
proposed rule with four significant

modifications: (1) changing the
requirement to make contact to a
requirement to attempt contact, (2)
adding language that permits the
extension of time to resolve non-
immediate need and non-urgent
complaints that also qualify as non-
expedited grievances in a manner
consistent with the extension permitted
for grievances under §§422.564,
422.630, and 423.564, (3) adding
language that requires organizations to
adhere to the shortest timeframe
required by the regulation for CTM
complaints and grievances when a CTM
complaint also qualifies as a grievance;
and (4) requiring that organizations
contact individuals filing complaints
within 7 calendar days rather than 3
calendar days.

N. Changes to an Approved
Formulary—Including Substitutions of
Biosimilar Biological Products (§§423.4,
423.100, 423.104, 423.120, 423.128, and
423.578)

Section 1860D-11(e)(2) of the Act
provides that the Secretary may only
approve Part D plans if certain
requirements are met, including the
provision of qualified prescription drug
coverage. Section 1860D-11(e)(2)(D) of
the Act specifically permits approval
only if the Secretary does not find that
the design of the plan and its benefits,
including any formulary and tiered
formulary structure, are likely to
substantially discourage enrollment by
certain Part D eligible individuals.
Section 1860D—4(c)(1)(A) of the Act
requires ‘“‘a cost-effective drug
utilization management program,
including incentives to reduce costs
when medically appropriate.” Lastly,
section 1860D—4(b)(3)(E) of the Act
requires Part D sponsors to provide
“appropriate notice” to the Secretary,
affected enrollees, physicians,
pharmacies, and pharmacists before
removing a covered Part D drug from a
formulary or changing the preferred or
tiered cost-sharing status of such a drug.

In section III.Q., Changes to an
Approved Formulary, of the December
2022 proposed rule, we proposed
regulations related to (1) Part D sponsors
obtaining approval to make changes to
a formulary already approved by CMS,
including extending the scope of
immediate formulary substitutions (also
generally referred to as immediate
substitutions herein); 45 and (2) Part D

45 [n the subsequent November 2023 proposed
rule, we noted the distinction between formulary
substitutions made by a plan sponsor and product
substitutions made by a pharmacist at the point of
dispensing. As we described in section IILF.2.a.(2)
of the November 2023 proposed rule, state laws

Continued
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sponsors providing notice of such
changes.

For reasons discussed therein, the
December 2022 proposed rule proposed
regulatory changes on how to obtain
approval to make changes to a formulary
already approved by CMS and to
provide notice of such changes. We
proposed to codify, with some revisions,
longstanding sub-regulatory guidance
and terminology specifying when and
how Part D sponsors can obtain
approval to make negative formulary
changes and the enrollees to whom
these changes would apply.

Approval of formulary changes:
Specifically, we proposed to codify our
existing practice with respect to CMS
review and approval of negative
formulary changes by proposing in
§ 423.120(e) that Part D sponsors may
not make any negative formulary
changes to the CMS-approved formulary
except as specified in the regulation. We
proposed to codify longstanding policy
at proposed § 423.120(e)(3)(i), to permit
each Part D sponsor that has submitted
a maintenance change request to assume
that CMS has approved the request if it
does not hear back from CMS within 30
days of submission, and at
§ 423.120(e)(3)(ii) to specify that Part D
sponsors must not implement any non-
maintenance changes until they receive
notice of approval from CMS. We also
proposed to codify our longstanding
policy that affected enrollees are exempt
from approved non-maintenance
changes for the remainder of the
contract year at § 423.120(e)(3)(ii).

In support thereof, we proposed to
define “negative formulary changes” to
Part D drugs in § 423.100 to include
drug removals, moves to higher cost-
sharing tiers, and adding or making
more restrictive prior authorization
(PA), step therapy (ST), or quantity limit
(QL) requirements. We proposed to
specify that negative formulary changes
can be classified in one of three
categories, which we also proposed to
define in that same section as—

e “Maintenance changes,” which we
proposed to define to encompass seven
types of changes including drug
substitutions that do not meet our
requirements of immediate substitutions
under §423.120(e)(2)(i); changes based
on particular events such as certain FDA
actions, long-term shortages, and new

govern the ability of pharmacists to substitute
biological products at the point-of-dispensing. By
contrast, the Secretary’s statutory authority under
section 1860D-11(e)(2) of the Act governs approval
of, and by extension any changes to, Part D
formularies. The provisions we describe herein
strictly apply to changes to Part D formularies made
by plan sponsors, and do not apply to substitutions
made by pharmacists at the point of dispensing.

clinical guidelines or information, or to
promote safe utilization; or adding PA
to help determine Part B versus Part D
coverage;

e “Non-maintenance changes,”
which we proposed to define as
negative formulary changes that are not
maintenance changes or immediate
negative formulary changes; or

¢ “Immediate negative formulary
changes,” a newly coined term that we
proposed to encompass all types of
immediate substitutions or market
withdrawals under § 423.120(e)(2)(i) or
(ii) respectively.

As an exception to the general rule
requiring prior CMS approval of
formulary changes, our current
regulations permit immediate generic
substitutions and the removal of drugs
“deemed unsafe” by FDA or “removed
from the market by their manufacturer.”
We proposed in the December 2022
proposed rule to move and incorporate
that regulation text as follows: In
§ 423.120(e)(2)(i), we proposed to
permit “immediate substitutions,”
meaning Part D sponsors could make
immediate generic substitutions as well
as substitute a new “interchangeable
biological product” for its
corresponding reference product; a new
“unbranded biological product” for its
corresponding brand name biological
product; and a new “authorized
generic” for its corresponding brand
name equivalent. We proposed to
support this proposal by defining the
above quoted terms in § 423.4;
identifying the corresponding
relationships (including the previously
permitted generic substitutions) in our
definition of a “corresponding drug” in
§ 423.100; and also defining “‘biological
product,” “brand name biological
product,” and “‘reference biological
product” in § 423.4. In proposing in
§ 423.120(e)(2)(ii) to continue to permit
plans to immediately remove from their
formulary any Part D drugs deemed
unsafe by FDA or withdrawn from sale
by their manufacturer, we proposed to
newly describe these changes as
“market withdrawals.” Under
§ 423.120(e)(2), as proposed in the
December 2022 proposed rule, Part D
sponsors meeting our requirements for
immediate substitutions and mar