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AGENCY: Centers for Medicare &
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ACTION: Final rule.

SUMMARY: This final rule modernizes the
Medicaid managed care regulations to
reflect changes in the usage of managed
care delivery systems. The final rule
aligns, where feasible, many of the rules
governing Medicaid managed care with
those of other major sources of coverage,
including coverage through Qualified
Health Plans and Medicare Advantage
plans; implements statutory provisions;
strengthens actuarial soundness
payment provisions to promote the
accountability of Medicaid managed
care program rates; and promotes the
quality of care and strengthens efforts to
reform delivery systems that serve
Medicaid and CHIP beneficiaries. It also
ensures appropriate beneficiary
protections and enhances policies
related to program integrity. This final
rule also implements provisions of the
Children’s Health Insurance Program
Reauthorization Act of 2009 (CHIPRA)
and addresses third party liability for
trauma codes.
DATES: Except for 42 CFR 433.15(b)(10)
and §438.370, these regulations are
effective on July 5, 2016. The
amendments to §§433.15(b)(10) and
438.370, are effective May 6, 2016.
Compliance Date: See the Compliance
section of the SUPPLEMENTARY
INFORMATION.

FOR FURTHER INFORMATION CONTACT:
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Medicaid Managed Care Operations.
Heather Hostetler, (410) 786—4515,
Medicaid Managed Care Quality.
Melissa Williams, (410) 786—4435,
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Party Liability.
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Acronyms

Because of the many organizations
and terms to which we refer by acronym
in this final rule, we are listing these
acronyms and their corresponding terms
in alphabetical order below:

ACO Accountable Care Organization

[the] Act Social Security Act

Affordable Care Act The Affordable Care
Act of 2010 (which is the collective term
for the Patient Protection and Affordable
Care Act (Pub. L. 111-148) and the Health
Care Education Reconciliation Act (Pub. L.
111-152)

ARRA American Recovery and
Reinvestment Act of 2009

ASOP Actuarial Standard of Practice

BBA Balanced Budget Act of 1997

BIA Bureau of Indian Affairs

CPE Certified Public Expenditure

CFR Code of Federal Regulations

CBE Community Benefit Expenditures

CHIP Children’s Health Insurance Program

CHIPRA Children’s Health Insurance
Program Reauthorization Act of 2009

CMS Centers for Medicare & Medicaid
Services

DUR Drug Utilization Review [program]

EQR External Quality Review

EQRO External Quality Review
Organization

FFM Federally-Facilitated Marketplaces

FFP Federal Financial Participation

FFS Fee-For-Service

FMAP Federal Medical Assistance
Percentage

FQHC Federally Qualified Health Center

FY Fiscal Year

HHS [U.S. Department of] Health and
Human Services

HIO Health Insuring Organization

HIPAA Health Insurance Portability and
Accountability Act of 1996

ICD International Classification of Diseases

IGT Intergovernmental Transfer

IHCP Indian Health Care Provider

LEP Limited English Proficiency

LTSS Long-Term Services and Supports

MA Medicare Advantage

MACPAC Medicaid and CHIP Payment and
Access Commission

MMC QRS Medicaid Managed Care Quality
Rating System

MCO Managed Care Organization

MFCU Medicaid Fraud Control Unit

MHPA Mental Health Parity Act of 1996

MH/SUD Mental Health/Substance Use
Disorder Services

MHPAEA Mental Health Parity and
Addiction Equity Act

MLTSS Managed Long-Term Services and
Supports

MLR Medical Loss Ratio

MSIS Medicaid Statistical Information
System

NAMD National Association of Medicaid
Directors

NCQA National Committee for Quality
Assurance

NEMT Non-Emergency Medical
Transportation

NQF National Quality Forum

OMB Office of Management and Budget

PCCM Primary Care Case Manager

PHS Public Health Service Act

PIP Performance Improvement Project

PMPM Per-member Per-month

PAHP Pre-paid Ambulatory Health Plan

PIHP Pre-paid Inpatient Health Plan

QAPI Quality Assessment and Performance
Improvement

QHP Qualified Health Plan(s)

QRS Quality Rating System

SHO State Health Official Letter

SBC Summary of Benefits and Coverage

SBM State-Based Marketplaces

SIU Special Investigation Unit

SMDL State Medicaid Director Letter

T-MSIS Transformed Medicaid Statistical
Information System

TPL Third Party Liability

Compliance

States must be in compliance with the
requirements at §438.370 and
§431.15(b)(10) of this rule immediately.
States must be in compliance with the
requirements at §§431.200, 431.220,
431.244, 433.138, 438.1, 438.2, 438.3(a)
through (g), 438.3(i) through (1), 438.3(n)
through (p), 438.4(a), 438.4(b)(1),
438.4(b)(2), 438.4(b)(5), 438.4(b)(6),
438.5(a), 438.5(g), 438.6(a), 438.6(b)(1),
438.6(b)(2), 438.6(e), 438.7(a), 438.7(d),
438.12, 438.50, 438.52, 438.54, 438.56
(except 438.56(d)(2)(iv)), 438.58, 438.60,
438.100, 438.102, 438.104, 438.106,
438.108, 438.114, 438.116, 438.214,
438.224, 438.228, 438.236, 438.310,
438.320, 438.352, 438.600, 438.602(i),
438.610, 438.700, 438.702, 438.704,
438.706, 438.708, 438.710, 438.722,
438.724, 438.726, 438.730, 438.802,
438.806, 438.808, 438.810, 438.812,
438.816, 440.262, 495.332, 495.366 and
457.204 no later than the effective date
of this rule.

For rating periods for Medicaid
managed care contracts beginning before
July 1, 2017, States will not be held out
of compliance with the changes adopted
in the following sections so long as they
comply with the corresponding
standard(s) codified in 42 CFR part 438
contained in 42 CFR parts 430 to 481,
edition revised as of October 1, 2015:
§§438.3(h), 438.3(m), 438.3(q) through
(u), 438.4(b)(7), 438.4(b)(8), 438.5(b)
through (f), 438.6(b)(3), 438.6(c) and (d),
438.7(b), 438.7(c)(1) and (2), 438.8,
438.9, 438.10, 438.14, 438.56(d)(2)(iv),
438.66(a) through (d), 438.70, 438.74,
438.110, 438.208, 438.210, 438.230,
438.242, 438.330, 438.332, 438.400,
438.402, 438.404, 438.406, 438.408,
438.410, 438.414, 438.416, 438.420,
438.424, 438.602(a), 438.602(c) through
(h), 438.604, 438.606, 438.608(a), and
438.608(c) and (d), no later than the
rating period for Medicaid managed care
contracts starting on or after July 1,
2017. States must comply with these

requirements no later than the rating
period for Medicaid managed care
contracts starting on or after July 1,
2017.

For rating periods for Medicaid
managed care contracts beginning before
July 1, 2018, states will not be held out
of compliance with the changes adopted
in the following sections so long as they
comply with the corresponding
standard(s) codified in 42 CFR part 438
contained in the 42 CFR parts 430 to
481, edition revised as of October 1,
2015: §§438.4(b)(3), 438.4(b)(4),
438.7(c)(3), 438.62, 438.68, 438.71,
438.206, 438.207, 438.602(b),
438.608(b), and 438.818. States must
comply with these requirements no later
than the rating period for Medicaid
managed care contracts starting on or
after July 1, 2018.

States must be in compliance with the
requirements at §438.4(b)(9) no later
than the rating period for Medicaid
managed care contracts starting on or
after July 1, 2019.

States must be in compliance with the
requirements at § 438.66(e) no later than
the rating period for Medicaid managed
care contracts starting on or after the
date of the publication of CMS
guidance.

States must be in compliance with
§438.334 no later than 3 years from the
date of a final notice published in the
Federal Register. Until July 1, 2018,
states will not be held out of compliance
with the changes adopted in the
following sections so long as they
comply with the corresponding
standard(s) codified in 42 CFR part 438
contained in the 42 CFR parts 430 to
481, edition revised as of October 1,
2015: §§438.340, 438.350, 438.354,
438.356, 438.358, 438.360, 438.362, and
438.364. States must begin conducting
the EQR-related activity described in
§438.358(b)(1)(iv) (relating to the
mandatory EQR-related activity of
validation of network adequacy) no later
than one year from the issuance of the
associated EQR protocol. States may
begin conducting the EQR-related
activity described in §438.358(c)(6)
(relating to the optional EQR-related
activity of plan rating) no earlier than
the issuance of the associated EQR
protocol.

Except as otherwise noted, states will
not be held out of compliance with new
requirements in part 457 of this final
rule until CHIP managed care contracts
as of the state fiscal year beginning on
or after July 1, 2018, so long as they
comply with the corresponding
standard(s) in 42 CFR part 457
contained in the 42 CFR, parts 430 to
481, edition revised as of October 1,
2015. States must come into compliance
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with §457.1240(d) no later than 3 years
from the date of a final notice published
in the Federal Register. States must
begin conducting the EQR-related
activity described in §438.358(b)(1)(iv)
(relating to the mandatory EQR-related
activity of validation of network
adequacy) which is applied to CHIP per
§457.1250 no later than one year from
the issuance of the associated EQR
protocol.

I. Medicaid Managed Care

A. Background

In 1965, amendments to the Social
Security Act (the Act) established the
Medicaid program as a joint federal and
state program to provide medical
assistance to individuals with low
incomes. Under the Medicaid program,
each state that chooses to participate in
the program and receive federal
financial participation (FFP) for
program expenditures, establishes
eligibility standards, benefits packages,
and payment rates, and undertakes
program administration in accordance
with federal statutory and regulatory
standards. The provisions of each state’s
Medicaid program are described in the
state’s Medicaid “‘state plan.” Among
other responsibilities, the Centers for
Medicare and Medicaid Services (CMS)
approves state plans and monitors
activities and expenditures for
compliance with federal Medicaid laws
to ensure that beneficiaries receive
timely access to quality health care.
(Throughout this preamble, we use the
term ‘“‘beneficiaries” to mean
“individuals eligible for Medicaid
benefits.”)

Until the early 1990s, most Medicaid
beneficiaries received Medicaid
coverage through fee-for-service (FFS)
arrangements. However, over time that
practice has shifted and states are
increasingly utilizing managed care
arrangements to provide Medicaid
coverage to beneficiaries. Under
managed care, beneficiaries receive part
or all of their Medicaid services from
health care providers that are paid by an
organization that is under contract with
the state; the organization receives a
monthly capitated payment for a
specified benefit package and is
responsible for the provision and
coverage of services. In 1992, 2.4
million Medicaid beneficiaries (or 8
percent of all Medicaid beneficiaries)
accessed part or all of their Medicaid
benefits through capitated health plans;
by 1998, that number had increased
fivefold to 12.6 million (or 41 percent of
all Medicaid beneficiaries). As of July 1,
2013, more than 45.9 million (or 73.5
percent of all Medicaid beneficiaries)

accessed part or all of their Medicaid
benefits through Medicaid managed
care.l In FY 2013, approximately 4.3
million children enrolled in CHIP (or
about 81 percent of all separate CHIP
beneficiaries) were enrolled in managed
care.

In a Medicaid managed care delivery
system, through contracts with managed
care plans, states require that the plan
provide or arrange for a specified
package of Medicaid services for
enrolled beneficiaries. States may
contract with managed care entities that
offer comprehensive benefits, referred to
as managed care organizations (MCOs).
Under these contracts, the organization
offering the managed care plan is paid
a fixed, prospective, monthly payment
for each enrolled beneficiary. This
payment approach is referred to as
“‘capitation.” Beneficiaries enrolled in
capitated MCOs must access the
Medicaid services covered under the
state plan through the managed care
plan. Alternatively, managed care plans
can receive a capitated payment for a
limited array of services, such as
behavioral health or dental services.
Such entities that receive a capitated
payment for a limited array of services
are referred to as “prepaid inpatient
health plans” (PIHPs) or “prepaid
ambulatory health plans” (PAHPs)
depending on the scope of services the
managed care plan provides. Finally,
applicable federal statute recognizes
primary care case managers (PCCM) as
a type of managed care entity subject to
some of the same standards as MCOs;
states that do not pursue capitated
arrangements but want to promote
coordination and care management may
contract with primary care providers or
care management entities for primary
care case management services to
support better health outcomes and
improve the quality of care delivered to
beneficiaries, but continue to pay for
covered benefits on a FFS basis directly
to the health care provider.

Comprehensive regulations to cover
managed care delivery mechanisms for
Medicaid were adopted in 2002 after a
series of proposed and interim rules.
Since the publication of those Medicaid
managed care regulations in 2002, the
landscape for health care delivery has
continued to change, both within the
Medicaid program and outside (in
Medicare and the private sector market).
States have continued to expand the use
of managed care over the past decade,
serving both new geographic areas and

1CMS, 2013 Medicaid Managed Care Enrollment
Report, available at https://www.medicaid.gov/
medicaid-chip-program-information/by-topics/
data-and-systems/medicaid-managed-care/
medicaid-managed-care-enrollment-report.html.

broader groups of Medicaid
beneficiaries. In particular, states have
expanded managed care delivery
systems to include older adults and
persons with disabilities, as well as
those who need long-term services and
supports (LTSS). In 2004, eight states
(AZ, FL, MA, ML, MN, NY, TX, and WI)
had implemented Medicaid managed
long-term services and supports
(MLTSS) programs. By January 2014, 12
additional states had implemented
MLTSS programs (CA, DE, IL, KS, NC,
NM, OH, PA, RI, TN, VA, WA).

States may implement a Medicaid
managed care delivery system under
four types of federal authorities:

(1) Section 1915(a) of the Act permits
states with a waiver to implement a
voluntary managed care program by
executing a contract with organizations
that the state has procured using a
competitive procurement process.

(2) Through a state plan amendment
that meets standards set forth in section
1932 of the Act, states can implement a
mandatory managed care delivery
system. This authority does not allow
states to require beneficiaries who are
dually eligible for Medicare and
Medicaid (dually eligible), American
Indians/Alaska Natives, or children
with special health care needs to enroll
in a managed care program. State plans,
once approved, remain in effect until
modified by the state.

(3) CMS may grant a waiver under
section 1915(b) of the Act, permitting a
state to require all Medicaid
beneficiaries to enroll in a managed care
delivery system, including dually
eligible beneficiaries, American Indians/
Alaska Natives, or children with special
health care needs. After approval, a state
may operate a section 1915(b) waiver for
up to a 2-year period (certain waivers
can be operated for up to 5 years if they
include dually eligible beneficiaries)
before requesting a renewal for an
additional 2 (or 5) year period.

(4) CMS may also authorize managed
care programs as part of demonstration
projects under section 1115(a) of the Act
using waivers permitting the state to
require all Medicaid beneficiaries to
enroll in a managed care delivery
system, including dually eligible
beneficiaries, American Indians/Alaska
Natives, and children with special
health care needs. Under this authority,
states may seek additional flexibility to
demonstrate and evaluate innovative
policy approaches for delivering
Medicaid benefits, as well as the option
to provide services not typically covered
by Medicaid. Such flexibility is
approvable only if the objectives of the
Medicaid statute are likely to be met,
the demonstration satisfies budget
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neutrality requirements, and the
demonstration is subject to evaluation.

All of these authorities may permit
states to operate their programs without
complying with the following standards
of Medicaid law outlined in section of
1902 of the Act:

e Statewideness [section 1902(a)(1) of
the Act]: States may implement a
managed care delivery system in
specific areas of the State (generally
counties/parishes) rather than the whole
state;

e Comparability of Services [section
1902(a)(10) of the Act]: States may
provide different benefits to
beneficiaries enrolled in a managed care
delivery system; and

e Freedom of Choice [section
1902(a)(23)(A) of the Act]: States may
require beneficiaries to receive their
Medicaid services only from a managed
care plan or primary care provider.

The health care delivery landscape
has changed substantially, both within
the Medicaid program and outside of it.
Reflecting the significant role that
managed care plays in the Medicaid
program and these substantial changes,
this rule modernizes the Medicaid
managed care regulatory structure to
facilitate and support delivery system
reform initiatives to improve health care
outcomes and the beneficiary
experience while effectively managing
costs. The rule also includes provisions
that strengthen the quality of care
provided to Medicaid beneficiaries and
promote more effective use of data in
overseeing managed care programs. In
addition, this final rule revises the
Medicaid managed care regulations to
align, where appropriate, with
requirements for other sources of
coverage, strengthens actuarial
soundness and other payment
regulations to improve accountability of
capitation rates paid in the Medicaid
managed care program, and incorporates
statutory provisions affecting Medicaid
managed care passed since 2002. This
final rule also recognizes that through
managed care plans, state and federal
taxpayer dollars are used to purchase
covered services from providers on
behalf of Medicaid enrollees, and adopts
procedures and standards to ensure
accountability and strengthen program
integrity safeguards to ensure the
appropriate stewardship of those funds.

B. Summary of Proposed Provisions and
Analysis of and Responses to Comments

In the June 1, 2015 Federal Register
(80 FR 31097 through 31297), we
published the “Medicaid and Children’s
Health Insurance Program (CHIP)
Programs; Medicaid Managed Care,
CHIP Delivered in Managed Care,

Medicaid and CHIP Comprehensive
Quality Strategies, and Revisions
Related to Third Party Liability”
proposed rule which proposed revisions
to align many of the rules governing
Medicaid managed care with those of
other major sources of coverage, where
appropriate; enhance the beneficiary
experience; implement statutory
provisions; strengthen actuarial
soundness payment provisions and
program integrity standards; and
promote the quality of care and
strengthen efforts to reform delivery
systems that serve Medicaid and CHIP
beneficiaries. We also proposed to
require states to establish
comprehensive quality strategies that
applied to all services covered under
state Medicaid and CHIP programs, not
just those covered through an MCO or
PIHP.

In the proposed rule and in this final
rule, we restated the entirety of part 438
and incorporated our changes into the
regulation text due to the extensive
nature of our proposals. However, for
many sections within part 438, we did
not propose, and do not finalize,
substantive changes.

Throughout this document, the use of
the term ‘“managed care plan”
incorporates MCOs, PIHPs, and PAHPs
and is used only when the provision
under discussion applies to all three
arrangements. An explicit reference is
used in the preamble if the provision
applies to PCCMs, PCCM entities, or
only to MCOs. In addition, many of our
proposals incorporated “PCCM entities”
into existing regulatory provisions and
the proposed amendments.

Throughout this document, the term
“PAHP” is used to mean a prepaid
ambulatory health plan that does not
exclusively provide non-emergency
medical transportation (NEMT) services.
Whenever this document is referencing
a PAHP that exclusively provides NEMT
services, it will be specifically
addressed as a “Non-Emergency
Medical Transportation (NEMT) PAHP.”

We received a total of 879 timely
comments from State Medicaid
agencies, advocacy groups, health care
providers and associations, health
insurers, managed care plans, health
care associations, and the general
public. The comments ranged from
general support or opposition to the
proposed provisions to very specific
questions or comments regarding the
proposed changes. In response to the
proposed rule, many commenters chose
to raise issues that are beyond the scope
of our proposals. In this final rule, we
are not summarizing or responding to
those comments in this document.
However, we may consider whether to

take other actions, such as revising or
clarifying CMS program operating
instructions or procedures, based on the
information or recommendations in the
comments.

Brief summaries of each proposed
provision, a summary of the public
comments we received (with the
exception of specific comments on the
paperwork burden or the economic
impact analysis), and our responses to
the comments are provided in this final
rule. Comments related to the
paperwork burden and the impact
analyses included in the proposed rule
are addressed in the “Collection of
Information Requirements” and
“Regulatory Impact Analysis” sections
in this final rule. The final regulation
text follows these analyses.

The following summarizes comments
about the proposed rule, in general, or
regarding issues not contained in
specific provisions:

Comment: We received several
comments specific to provider
reimbursement for federally qualified
health centers (FQHGs) and hospice
providers. Many commenters submitted
concerns about state-specific programs
or proposals.

Response: While we did not propose
explicit regulations in those areas, we
acknowledge receipt of these comments
and may consider the concerns raised
therein for future guidance. We have
addressed concerns raised by these
providers when directly responsive to
provisions in the proposed rule. In
addition, we appreciate commenters
alerting us to concerns and
considerations for state-specific
programs or proposals and have shared
those comments within CMS.

I.B.1. Alignment With Other Health
Coverage Programs

a. Marketing (§ 438.104)

As we noted in the proposed rule in
section 1.B.1.a., the current regulation at
§438.104 imposes certain limits on
MCOs, PIHPs, PAHPs, and PCCMs in
connection with marketing activities;
our 2002 final rule based these limits on
section 1932(d)(2) of the Act for MCOs
and PCCMs and extended them to PIHPs
and PAHPs using our authority at
section 1902(a)(4) of the Act. The
creation of qualified health plans
(QHPs) by the Affordable Care Act and
changes in managed care delivery
systems since the adoption of the 2002
rule are the principal reasons behind
our proposal to revise the marketing
standards applicable to Medicaid
managed care programs. QHPs are
defined in 45 CFR 155.20.

We proposed to revise §438.104(a) as
follows: (1) To amend the definition of



27502

Federal Register/Vol. 81, No. 88/Friday, May 6, 2016/Rules and Regulations

“marketing” in §438.104 to specifically
exclude communications from a QHP to
Medicaid beneficiaries even if the issuer
of the QHP is also an entity providing
Medicaid managed care; (2) to amend
the definition of “marketing materials;”
(3) to add a definition for “private
insurance” to clarify that QHPs certified
for participation in the Federally-
Facilitated Marketplace (FFM) or a
State-Based Marketplace (SBM) are
excluded from the term “private
insurance” as it is used in this
regulation; and (4) in recognition of the
wide array of services PCCM entities
provide in some markets, to include
PCCM entities in §438.104 as we
believed it was important to extend the
beneficiary protections afforded by this
section to enrollees of PCCM entities.
This last proposal was to revise
paragraphs (a) and (b) to include “or
PCCM entity” wherever the phrase
“MCO, PIHP, PAHP or PCCM” appears.
We did not propose significant changes
to paragraph (b), but did propose one
clarifying change to (b)(1)(v) as noted
below.

Prior to the proposed rule, we had
received several questions from
Medicaid managed care plans about the
implications of current Medicaid
marketing rules in §438.104 for their
operation of QHPs. Specifically,
stakeholders asked whether the
provisions of § 438.104(b)(1)(iv) would
prohibit an issuer that offers both a QHP
and a MCO from marketing both
products. The regulatory provision
implements section 1932(d)(2)(C) of the
Act, titled “Prohibition of Tie-Ins.” In
issuing regulations implementing this
provision in 2002, we clarified that we
interpreted it as intended to preclude
tying enrollment in the Medicaid plan
to purchasing other types of private
insurance (67 FR 41027). Therefore, it
would not apply to the issue of a
possible alternative to the Medicaid
plan, which a QHP could be if the
consumer was determined as not
Medicaid eligible or loses Medicaid
eligibility. Section 438.104(b)(1)(iv) only
prohibits the marketing of insurance
policies that would be sold “in
conjunction with” enrollment in the
Medicaid plan.

We recognized that a single legal
entity could be operating separate lines
of business, that is, a Medicaid MCO (or
PIHP or PAHP) and a QHP. Issuers of
QHPs may also contract with states to
provide Medicaid managed care plans;
in some cases the issuer might be the
MCO, PIHP, or PAHP itself, or the entity
offering the Medicaid managed care
plan, thus providing coverage to
Medicaid beneficiaries. Many Medicaid
managed care plan contracts with states

executed prior to 2014 did not
anticipate this situation and may
contain broad language that could
unintentionally result in the application
of Medicaid standards to the non-
Medicaid lines of business offered by
the single legal entity. For example, if a
state defines the entity subject to the
contract through reference to something
shared across lines of business, such as
licensure as an insurer, both the
Medicaid MCO and QHP could be
subject to the terms of the contract with
the state. To prevent ambiguity and
overly broad restrictions, contracts
should contain specific language to
clearly define the state’s intent that the
contract is specific to the Medicaid plan
being offered by the entity. This
becomes critically important in the case
of a single legal entity operating
Medicaid and non-Medicaid lines of
business. We recommended that states
and Medicaid managed care plans
review their contracts to ensure that it
clearly defined each party’s rights and
responsibilities.

Consumers who experience periodic
transitions between Medicaid and QHP
eligibility, and families who have
members who are divided between
Medicaid and QHP coverage may prefer
an issuer that offers both types of
products. Improving coordination of
care and minimizing disruption to care
is best achieved when the consumer has
sufficient information about coverage
options when making a plan selection.
We noted that our proposed revisions
would enable more complete and
effective information sharing and
consumer education while still
upholding the intent of the Medicaid
beneficiary protections detailed in the
Act. Section 438.104 alone does not
prohibit a managed care plan from
providing information on a QHP to
enrollees who could potentially enroll
in a QHP as an alternative to the
Medicaid plan due to a loss of eligibility
or to potential enrollees who may
consider the benefits of selecting an
MCO, PIHP, PAHP, or PCCM that has a
related QHP in the event of future
eligibility changes. We proposed
minimum marketing standards that a
state would be able to build on as part
of its contracts with entities providing
Medicaid managed care.

Finally, we had received inquiries
about the use of social media outlets for
dissemination of marketing information
about Medicaid managed care. The
definition of “marketing” in § 438.104
includes “any communication from” an
entity that provides Medicaid managed
care (including MCOs, PIHPs, PAHPs,
etc.) and ‘“marketing materials” include
materials that are produced in any

medium. These definitions are
sufficiently broad to include social
media and we noted in the proposed
rule that we intended to interpret and
apply §438.104 as applicable to
communication via social media and
electronic means.

In paragraph (b)(1)(v), we proposed to
clarify the regulation text by adding
unsolicited contact by email and texting
as prohibited cold-call marketing
activities. We believed this revision
necessary given the prevalence of
electronic forms of communication.

We intended the proposed revisions
to clarify, for states and issuers, the
scope of the marketing provisions in
§438.104, which generally are more
detailed and restrictive than those
imposed on QHPs under 45 CFR
156.225. We indicated that while we
believed that the Medicaid managed
care regulation correctly provided
significant protections for Medicaid
beneficiaries, we recognized that the
increased prevalence in some markets of
issuers offering both QHP and Medicaid
products and sought to provide more
clear and targeted Medicaid managed
care standards with our proposed
changes.

We received the following comments
in response to our proposal to revise
§438.104.

Comment: We received many
supportive comments for the proposed
clarification in § 438.104 that QHPs, as
defined in 45 CFR 155.20, be excluded
from the definitions of marketing and
private insurance, as used in part 438.
Commenters believed this would benefit
enrollees and potential enrollees by
providing them with more
comprehensive information and enable
them to make a more informed managed
care plan selection.

Response: We thank the commenters
for their support of the proposed
clarification regarding the applicability
of §438.104 to QHPs.

Comment: One commenter
recommended that CMS not allow the
non-benefit component of the capitation
rate to include expenses associated with
marketing by managed care plans, and
only permit expenses related to
communications that educate enrollees
on services and behavioral changes as a
permissible type of non-benefit expense.

Response: Marketing is permitted
under section 1932(d)(2) of the Act,
subject to the parameters specified in
§ 438.104; therefore, we decline to
remove proposed §438.104 or to add a
prohibition on marketing altogether.
Marketing conducted in accordance
with §438.104 would be a permissible
component of the non-benefit costs of
the capitation rate.
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Comment: We received several
comments on the definition of
marketing in proposed §438.104(a). A
few commenters requested that CMS
clarify that a managed care plan sending
information to its enrollees addressing
only healthy behavior, covered benefits,
or the managed care plan’s network was
not considered marketing. A few
commenters requested that CMS clarify
that incentives for healthy behaviors or
receipt of services (such as baby car
seats) and sponsorships by a managed
care plan (such as sporting events) are
not considered marketing. We also
received a comment requesting that
CMS clarify that health plans can
market all of their lines of business at
public events, even if Medicaid-enrolled
individuals may be in attendance.

Response: We agree that a managed
care plan sending information to its
enrollees addressing healthy behaviors,
covered benefits, the managed care
plan’s network, or incentives for healthy
behaviors or receipt of services (for
example, baby car seats) would not meet
the definition of marketing in
§438.104(a). However, use of this
information to influence an enrollment
decision by a potential enrollee is
marketing. In § 438.104(a), marketing is
defined as a communication by an
MCO, PIHP, PAHP, PCCM or PCCM
entity to a Medicaid beneficiary that is
not enrolled with that MCO, PIHP,
PAHP, PCCM or PCCM that could
reasonably be interpreted to influence
the beneficiary to change enrollment to
the organization that sent the
communication. The act of sponsorship
by a managed care plan may be
considered communication under the
definition of marketing if the state
determines that the sponsorship does
not comply with §438.104 or any state
marketing rules; managed care plans
should consult with their state to
determine the permissibility of such
activity. In addition, managed care
plans should consult their contracts and
state Medicaid agency to determine if
other provisions exist that may prohibit
or limit these types of activity. We
appreciate the opportunity to also
clarify that providing information about
a managed care plan’s other lines of
business at a public event where the
Medicaid eligibility status of the
audience is unknown also would not be
prohibited by the provisions of
§ 438.104. However, marketing materials
at such events that are about the
Medicaid health plan are subject to
§438.104(b) and (c). Materials or
activities that are limited to other
private insurance that is offered by an
entity that also offers the Medicaid

managed care contract would not be
within the scope of § 438.104. We
believe that at public events where a
consumer approaches the managed care
plan for information, the provisions of
§438.104 do not prohibit a managed
care plan from responding truthfully
and accurately to the consumer’s
request for information. While the
circumstance described in the comment
does not appear to violate § 438.104,
managed care plans should consult their
contract and the state Medicaid agency
to ascertain if other prohibitions or
limitations on these types of activity
exist.

Comment: A few commenters
requested that CMS codify the
information published in FAQs on
Medicaid.gov in January 2015 2 that
clarified that managed care plans are
permitted to provide information to
their enrollees about their
redetermination of eligibility obligation.

Response: As published in the FAQs
on January 16, 2015, there is no
provision in § 438.104 specifically
addressing a Medicaid managed care
plan’s outreach to enrollees for
eligibility redetermination purposes;
therefore, the permissibility of this
activity depends on the Medicaid
managed care plan’s contract with the
state Medicaid agency. Materials and
information that purely educate an
enrollee of that Medicaid managed care
plan on the importance of completing
the State’s Medicaid eligibility renewal
process in a timely fashion would not
meet the federal definition of marketing.
However, Medicaid managed care plans
should consult their contracts and the
state Medicaid agency to ascertain if
other provisions exist that may prohibit
or limit such activity. We believe that
addressing this issue in the 2015 FAQs
and again in this response is sufficient
and decline to revise § 438.104.

Comment: One commenter
recommended that CMS prohibit QHP
marketing materials from referencing
Medicaid or the Medicaid managed care
plan. Another commenter recommended
that CMS exempt a Medicaid managed
care plan that is also a QHP from all of
the provisions in §438.104. Another
commenter recommended that CMS
prohibit QHPs from doing targeted
marketing, such as to healthy
populations.

Response: We do not agree with the
commenter that QHPs should be
prohibited from referencing their
Medicaid managed care plan in their
materials. Further, this Medicaid
managed care regulation is not the

2 https://www.medicaid.gov/federal-policy-
guidance/federal-policy-guidance.html.

forum in which to regulate QHPs
directly, as opposed to regulating the
activities of Medicaid managed care
plans that are also (or also offer) QHPs.
We believe that the inclusion of
information on a QHP and the Medicaid
managed care plan from the same issuer
could provide potential enrollees and
enrollees with information that will
enable them to make more informed
managed care plan selections. To the
comment recommending exemption
from § 438.104 when the Medicaid
managed care plan is the QHP, that is
not possible since the Medicaid
managed care plan must be subject to
§438.104 to be compliant with section
1932(d)(2) of the Act. Additionally,
some provisions in §438.104 are critical
beneficiary protections, such as the
prohibitions on providing inaccurate,
false or misleading information. As
explained in the preamble, to prevent
ambiguity and overly broad restrictions,
contracts should contain specific
language to clearly define the state’s
intent and address whether the contract
is specific to the Medicaid plan being
offered by the entity or imposes
obligations in connection with other
health plans offered by the same entity.
This becomes critically important in the
case of a single legal entity operating
Medicaid and non-Medicaid lines of
business. To the comment regarding
QHPs targeting their marketing efforts,
placing prohibitions on QHPs that are
not the managed care plan is outside the
scope of this rule. However, as
discussed above in this response, if the
QHP and the Medicaid managed care
plan are the same legal entity and the
managed care plan’s contract with the
state Medicaid agency is not sufficiently
clear, then the provisions of §438.104
could be incorporated into the contract
to apply to the QHP. As stated in the
preamble to the proposed rule, we
recommend that states and Medicaid
managed care plans review their
contracts to ensure that they clearly
define each party’s rights and
responsibilities in this area.

Comment: Several commenters
recommended that § 438.104(a) exempt
all types of health care coverage from
the definition of Private Insurance. The
commenters believed that issuers
should be able to provide information to
potential enrollees and enrollees on all
of the sources of coverage and health
plan products that they offer, including
Medicare Advantage (MA), D-SNPs, and
FIDE SNPs.

Response: We do not agree that the
definition of Private Insurance in
§438.104(a) should exempt all types of
health care coverage. We specifically
proposed, and finalized, an exemption
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for QHPs because of the high rate of
Medicaid beneficiaries that move
between Medicaid and the Marketplace,
sometimes within short periods of time,
and QHPs are provided through the
private market. In the past, we have
received questions as to whether
“private insurance” included QHPs
since QHPs are provided in the private
market. As discussed in the proposed
rule (80 FR 31102), section 1932(d)(2)(C)
of the Act, which is implemented at
§438.104(b)(1)(iv), prohibits the
influence of enrollment into a Medicaid
managed care plan with the sale or
offering of any private insurance. Since
2002, the “offering of any private
insurance” has been interpreted as any
other type of insurance, unrelated of its
relationship to health insurance, such as
burial insurance. The explicit
exemption for QHPs was to avoid any
confusion that “private insurance”
included health insurance policies
through the private market. Types of
health care coverage, such as integrated
D-SNPs, are public health benefit
programs that are not insurance.
Therefore, they cannot be considered
“private insurance.”

Comment: One commenter
recommended that CMS remove the
definition of private insurance proposed
in §438.104(a). The commenter believes
it could cause confusion since QHPs
have been called private plans in other
public documents and references. One
commenter stated that by excluding
QHPs from the definition of “private
insurance,” some readers may assume
that CMS intended to imply that QHPs
were considered public plans. The
commenter requested that CMS clarify
its intent to be clear that QHPs are not
public plans for the purposes of
discount cards, copayment assistance,
and coupon programs.

Response: We understand the
commenter’s concern but do not agree
that the definition and use of the term
“private insurance” in §438.104(a) and
(b)(iv) will cause confusion for other
uses of the term in other contexts. We
also do not agree that consumers will
infer that because we excluded QHPs
from the definition of private insurance
in §438.104(a) and (b)(iv) that they are
to be considered public plans. We do
not believe our definition will have
implications for discount cards,
copayment assistance, and coupon
programs. Proposed §438.104(a) limits
the definition of “private insurance” to
the context of §438.104 and we believe
that disclaimer is sufficient to avoid
confusion over the use of “private
insurance” in other contexts and for
other purposes.

Comment: We received one comment
pointing out that, inconsistent with the
rest of §438.104, the definition of
marketing materials in proposed
§438.104(a) does not include “PCCM
entity” in paragraph (1).

Response: We appreciate the
commenter bringing this omission to
our attention; we are revising the
definition of marketing materials to
include the term ‘“PCCM entity” in this
final rule.

Comment: One commenter suggested
that CMS consider making the
marketing regulation apply to both
prospective and existing plan
membership and allow issuers to
provide information on their QHP to
existing plan Medicaid membership, as
well as individuals who may lose
eligibility with another managed care
plan.

Response: We interpret the comment
to reference an issuer that that is both
a QHP and a Medicaid managed care
plan. Regardless whether the state
contracts with a Medicaid managed care
plan (or other state regulation of QHPs),
§438.104 as amended in this final rule
does not prohibit a Medicaid managed
care plan from including materials
about a QHP in the Medicaid plan’s
marketing materials. However, such
materials are subject to all provisions in
§438.104, including requirements that
the marketing materials be reviewed by
the state prior to distribution and be
distributed throughout the entire service
area of the Medicaid managed care plan.
Whether potential enrollees within the
service area are enrolled in another
Medicaid managed care plan or QHP is
not relevant.

Communication from the Medicaid
managed care plan to its current
enrollees is not within the definition of
marketing in § 438.104(a); the definition
is clear that marketing is
communication to a Medicaid
beneficiary who is not enrolled in that
plan. Communications to the managed
care plan’s current enrollees, however,
are subject to §438.10.

Comment: We received a few
comments suggesting that CMS require
that plans that develop marketing
materials for specific populations,
ethnicities, and cultures be required to
produce those materials in the prevalent
non-English languages in that state.

Response: While this suggestion may
make marketing materials more
effective, we decline to add it as a
requirement in § 438.104. In proposed
§438.10(d)(4), we did specify that
written materials that are critical to
obtaining services must be translated
into the prevalent non-English
languages in the state. We do not believe

marketing materials are critical to
obtaining services.

Comment: A few commenters
recommended that the state must review
marketing materials as proposed in
§ 438.104(c) for accuracy of information,
language, reading level,
comprehensibility, cultural sensitivity
and diversity; to ensure that the
managed care plan does not target or
avoid populations based on their
perceived health status, disability, cost,
or for other discriminatory reasons; and
that materials are not misleading for a
person not possessing special
knowledge regarding health care
coverage.

Response: We agree with the
suggestions offered by these
commenters for state review of
marketing materials. However, we
believe accuracy of information,
language, reading level,
comprehensibility, cultural sensitivity
and diversity, and ensuring materials
are not misleading are already
addressed in §438.104 (b)(1)(iii) and
(b)(2); we expect that state review of
marketing materials will include the full
scope of standards in the rule and in the
state contract. In considering the
commenters’ concern that managed care
plans may target or avoid populations
based on their perceived health status,
cost, or for other discriminatory reasons,
we remind commenters that all
contracts must comply with §438.3(f)(1)
regarding anti-discrimination laws and
regulations. Section 438.104 (b)(1)(ii)
adds an additional protection by
requiring that managed care plans
distribute marketing materials to their
entire service area, thus lessening the
ability to target certain populations. We
decline to revise § 438.104 in response
to these comments.

Comment: Some commenters
suggested that CMS permit flexibility for
states to determine which materials
should be subject to review in proposed
§438.104(c), particularly when using
social media outlets. A few commenters
also requested flexibility on the use of
the Medical Care Advisory Committee
as referenced in proposed §438.104(c).
We received one comment suggesting
that any materials being sent to
enrollees, including those from a QHP,
be reviewed and approved by the state.

Response: We do not agree that states
should have flexibility to identify which
marketing materials they must review.
Section 1932(d)(2)(A)(i)(I) of the Act
requires state approval of marketing
materials of MCOs and PCCMs, before
distribution. Likewise, section 1932
(d)(2)(A)(ii) of the Act requires
consultation with a Medical Care
Advisory Committee by the state in the
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process of reviewing and approving
such materials. We believe these
provisions are clear about the
requirements for MCOs and PCCMs and
we have extended those requirements to
PIHPs and PAHPs; we do not see a basis
for adopting different rules for PIHPs
and PAHPs in connection with state
review.

Comment: We also received one
comment that managed care plans may
be unclear about what they can do to
coordinate benefits across Medicaid
managed care and MA lines of business
for individuals who are dually eligible
without it being categorized as
marketing.

Response: It is unclear how activities
performed for coordination of benefits
would be confused with marketing
activities, given that the purpose of
these two types of activities is
completely unrelated. The commenter
should consult with their state for
clarification.

Comment: We received one comment
that requested that CMS allow managed
care plans to conduct marketing
activities during the QHP open
enrollment period.

Response: We want to clarify that the
provisions of proposed §438.104 do not
specify times of the year when managed
care plans are permitted or prohibited
from conduct marketing activities.
Managed care plans are allowed to
market consistent with state approval.

Comment: We received a few
comments requesting that CMS permit
agents, brokers, and providers to
conduct marketing activities for
managed care plans.

Response: Section 438.104(a) provides
that MCO, PTHP, PAHP, PCCM or PCCM
entity includes any of the entity’s
employees, network providers, agents,
or contractors. As such, any person or
entity that meets this definition is
subject to the provisions of §438.104
and may only conduct marketing
activities on behalf of the plan
consistent with the requirements of
§ 438.104, including state approval.

After consideration of the public
comments, we are adopting these
provisions as proposed with the
revision to the definition of marketing
materials to include PCCM entities, as
discussed above.

b. Appeals and Grievances (§§ 438.228,
438.400, 438.402, 438,404, 438.406,
438.408, 438.410, 438.414, 438.416,
438.424, 431.200, 431.220 and 431.244)

We proposed several modifications to
the current regulations governing the
grievance and appeals system for
Medicaid managed care to further align
and increase uniformity between rules

for Medicaid managed care and rules for
MA managed care, private health
insurance, and group health plans. As
we noted in the preamble to the
proposed rule, the existing differences
between the rules applicable to
Medicaid managed care and the various
rules applicable to MA, private
insurance, and group health plans
concerning grievance and appeals
processes inhibit the efficiencies that
could be gained with a streamlined
grievance and appeals process that
applies across markets. A streamlined
process would make navigating the
appeals system more manageable for
consumers who may move between
coverage sources as their circumstances
change. Our proposed changes in
subpart F of part 438 would adopt new
definitions, update appeal timeframes,
and align certain processes for appeals
and grievances. We also proposed
modifying §§431.200, 431.220 and
431.244 to complement the changes
proposed to subpart F of part 438.

We are concerned that the different
appeal and grievance processes for the
respective programs and health coverage
causes: (1) Confusion for beneficiaries
who are transitioning between private
health care coverage or MA coverage
and Medicaid managed care; and (2)
inefficiencies for health insurance
issuers that participate in both the
public and private sectors. We proposed
to better align appeal and grievance
procedures across these areas to provide
consumers with a more manageable and
consumer friendly appeals process and
allow health insurers to adopt more
consistent protocols across product
lines.

The grievance, organization
determination, and appeal regulations
in 42 CFR part 422, subpart M, govern
grievance, organization determinations,
and appeals procedures for MA
members. The internal claims and
appeals, and external review processes
for private insurance and group health
plans are found in 45 CFR 147.136. We
referred to both sets of standards in
reviewing current Medicaid managed
care regulations regarding appeals and
grievances. (1) §§431.200, 431.220,
431.244, subpart F, part 438, and
§438.228.

Two of our proposals concerning the
grievance and appeals system for
Medicaid managed care were for the
entire subpart. First, we proposed to add
PAHPs to the types of entities subject to
the standards of subpart F and proposed
to revise text throughout this subpart
accordingly. Currently, subpart F only
applies to MCOs and PIHPs. Unlike
MCOs which provide comprehensive
benefits, PIHPs and PAHPs provide a

narrower benefit package. While PIHPs
were included in the standards for a
grievance system in the 2002 rule,
PAHPs were excluded. At that time,
most PAHPs were, in actuality,
capitated PCCM programs managed by
individual physicians or small group
practices and, therefore, were not
expected to have the administrative
structure to support a grievance process.
However, since then, PAHPs have
evolved into arrangements under which
entities—private companies or
government subdivisions—manage a
subset of Medicaid covered services
such as dental, behavioral health, and
home and community-based services.
Because some PAHPs provide those
medical services which typically are
subject to medical management
techniques such as prior authorization,
we believe PAHPs should be expected
to manage a grievance process, and
therefore, proposed that they be subject
to the grievance and appeals standards
of this subpart. In adding PAHPs to
subpart F, our proposal would also
change the current process under which
enrollees in a PAHP may seek a state
fair hearing immediately following an
action to deny, terminate, suspend, or
reduce Medicaid covered services, or
the denial of an enrollee’s request to
dispute a financial liability, in favor of
having the PAHP conduct the first level
of review of such actions. We relied on
our authority at sections 1902(a)(3) and
1902(a)(4) of the Act to propose
extending these appeal and grievance
provisions to PAHPs.

We note that some PAHPs receive a
capitated payment to provide only
NEMT services to Medicaid
beneficiaries; for these NEMT PAHPs,
an internal grievance and appeal system
does not seem appropriate. The reasons
for requiring PAHPs that cover medical
services to adhere to the grievance and
appeals processes in this subpart are not
present for a PAHP solely responsible
for NEMT. We proposed to distinguish
NEMT PAHPs from PAHPs providing
medical services covered under the state
plan. Consequently, we proposed that
NEMT PAHPs would not be subject to
these internal grievance and appeal
standards. Rather, beneficiaries
receiving services from NEMT PAHPs
will continue to have direct access to
the state fair hearing process to appeal
adverse benefit determinations, as
outlined in §431.220. We requested
comment on this approach.

As aresult of our proposal to have
PAHPs generally follow the provisions
of subpart F of part 438, we also
proposed corresponding amendments to
§§431.220 and 431.244 regarding state
fair hearing requirements, and changes
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to § 431.244 regarding hearing
decisions. In §431.220(a)(5), we
proposed to add PAHP enrollees to the
list of enrollees that have access to a
state fair hearing after an appeal has
been decided in a manner adverse to the
enrollee; and in §431.220(a)(6), we
proposed that beneficiaries receiving
services from NEMT PAHPs would
continue to have direct access to the
state fair hearing process. We proposed
no additional changes to §431.220. In
§431.244, as in part 438 subpart F
generally, in each instance where MCO
or PTHP is referenced, we proposed to
add a reference to PAHPs.

Second, throughout subpart F, we
proposed to insert “calendar” before
any reference to “day” to remove any
ambiguity as to the duration of
timeframes. This approach is consistent
with the timeframes specified in
regulations for the MA program at 42
CFR part 422, subpart M.

We did not propose any changes to
§438.228 but received comments that
require discussion of that provision in
this final rule. We received the
following comments in response to our
proposals.

Comment: Many commenters
supported CMS’ proposal to insert
“calendar” before ‘“‘day” to remove
ambiguity as to the duration of
timeframes throughout subpart F. Many
commenters also supported the CMS
proposal to add PAHPs to the types of
entities subject to the standards of
subpart F of this part. A few
commenters recommended that CMS
add NEMT PAHPs to the types of
entities subject to the standards, while
a few commenters agreed with the CMS
proposal to exclude NEMT PAHPs and
allow beneficiaries receiving services
from NEMT PAHPs to continue to have
direct access to the state fair hearing
process.

Response: We thank commenters for
their support regarding our proposal to
insert “calendar” before “day” to
remove ambiguity as to the duration of
timeframes throughout subpart F. We
also thank the commenters who
supported our proposal to make non-
NEMT PAHPs subject to the appeal and
grievance system requirements in
subpart F. For adding NEMT PAHPs to
the types of entities subject to the same
standards, we restate our position that it
seems unreasonable and inappropriate
for such entities to maintain an internal
grievance and appeal system, as these
entities only receive a capitated
payment to provide NEMT. We believe
that it is more efficient to allow
beneficiaries who receive services from
NEMT PAHPs to continue to have direct
access to the state fair hearing process

to appeal adverse benefit
determinations.

Comment: A few commenters
recommended that CMS allow
additional time for states and managed
care plans to establish and implement
their grievance and appeal systems to
comply with the requirements for
subpart F of this part. One commenter
recommended that CMS give states and
managed care plans 6 months to come
into compliance with subpart F of this
part. One commenter recommended that
CMS give states and managed care plans
18 months to come into compliance
with subpart F of this part, as the new
requirements are so extensive.

Response: We appreciate the
commenters’ recommendations on how
much time CMS should allow for states
and managed care plans to come into
compliance with subpart F of this part.
We believe that the changes and
revisions throughout subpart F of this
part are consistent with the standards in
MA and the private market. We did not
propose a separate, or longer,
compliance timeframe for these
revisions to the appeal and grievance
system and do not believe that
additional time is necessary. Therefore,
we decline to give states and managed
care plans an additional 6 months or 18
months to specifically come into
compliance with the standards and
requirements in subpart F of this part.
Contracts starting on or after July 1,
2017, must be compliant with the
provisions in subpart F.

After consideration of the public
comments, we are finalizing our
proposal to add PAHPs (other than
NEMT PAHPs) to the types of entities
subject to the standards of subpart F of
this part and our proposal to insert
“calendar” before any reference to the
“day” regarding duration of timeframes
throughout subpart F of this part.

Comment: A few commenters
recommended that CMS clarify at
§438.228(a) that appeals are included as
part of the state’s grievance system.

Response: We agree with commenters
that § 438.228(a) should be revised to
clarify that each managed care plan
must have a grievance and appeal
system that meets the requirements of
subpart F of this part. We are modifying
the regulatory text, as recommended, to
explicitly address this. We note that
commenters recommended this change
throughout subpart F of this part to
clarify that a state’s grievance system
was inclusive of appeals. We have made
this change throughout subpart F of this
part as recommended.

Comment: A few commenters
recommended that CMS revise the term
“action” to “‘adverse benefit

determination” at § 438.228(b) to be
consistent with subpart F of this part.

Response: We clarify for commenters
that §438.228(b) refers to the “action”
specified under subpart E of part 431. It
would not be appropriate to revise the
term “‘action,” as this term is used in
subpart E of part 431 and was not
proposed to be changed. However,
during our review of these public
comments, we identified a needed
revision in §431.200 to update the
terminology from “‘takes action” to
“adverse benefit determination” when
referring to subpart F of part 438 of this
chapter. We have revised the term
“action” to “‘adverse benefit
determination” in subpart F of part 438
and revised the phrase ‘“‘takes action” to
“adverse benefit determination” in
§431.200 when referring to subpart F of
part 438 of this chapter.

Comment: A few commenters
recommended that CMS revise the
language “dispose” and “disposition” to
“resolve” and “resolution” throughout
subpart F of this part to be consistent
when referring to the final resolution of
an adverse benefit determination.

Response: We agree with commenters
that the terms “dispose” and
“disposition” should be revised to
“resolve”” and “resolution” to be
consistent throughout subpart F of this
part when referring to the final
resolution of an adverse benefit
determination. We are modifying the
regulatory text accordingly in this final
rule.

After consideration of the public
comments, we are modifying the
regulatory text at § 438.228(a) to include
the term “appeal”” when referencing the
grievance system and to be inclusive of
both grievances and appeals. Since
commenters recommended this change
throughout subpart F of this part, we
have made this change accordingly as
recommended. We are also replacing the
terms “dispose” and ‘“‘disposition” with
“resolve” and “resolution” in
connection with an appeal and
grievance throughout our finalization of
subpart F of this part when referring to
the final resolution of an adverse benefit
determination; this ensures that the
phrasing for appeals and grievances is
consistent. Finally, we are modifying
§431.200 to update the terminology
from “‘takes action” to “‘adverse benefit
determination” when referring to
subpart F of part 438 of this chapter.

(2) Statutory Basis and Definitions
(§438.400)

In general, the proposed changes for
§438.400 are to revise the definitions to
provide greater clarity and to achieve
alignment and uniformity for health
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care coverage offered through Medicaid
managed care, private insurance and
group health plans, and MA plans. We
did not propose to change the substance
of the description of the authority and
applicable statutes in § 438.400(a) but
proposed a more concise statement of
the statutory authority.

In § 438.400(b), we proposed a few
changes to the defined terms. First, we
proposed to replace the term ““action”
with “adverse benefit determination.”
The proposed definition for “adverse
benefit determination” included the
existing definition of “action” and
revisions to include determinations
based on medical necessity,
appropriateness, health care setting, or
effectiveness of a covered benefit in
revised paragraph (b)(1). We believed
this would conform to the term used for
private insurance and group health
plans and would lay the foundation for
MCOs, PIHPs, or PAHPs to consolidate
processes across Medicaid and private
health care coverage sectors. By
adopting a uniform term for MCO, PIHP,
or PAHP enrollees and enrollees in
private insurance and group health
plans, we hoped to enable consumers to
identify similar processes between lines
of business, and be better able to
navigate different health care coverage
options more easily. Our proposal was
also to update cross-references to other
affected regulations, delete the term
“Medicaid” before the word “enrollee,”
and consistently replace the term
“action” in the current regulations in
subpart F with the term “adverse benefit
determination” throughout this subpart.

In addition to using the new term
“adverse benefit determination,” we
proposed to revise the definition of
“appeal” to be more accurate in
describing an appeal as a review by the
MCO, PIHP, or PAHP, as opposed to the
current definition which defines it as a
request for a review. In the definition of
“grievance,” we proposed a conforming
change to delete the reference to
“action,” to delete the part of the
existing definition that references the
term being used to mean an overall
system, and to add text to clarify the
scope of grievances.

For clarity, we proposed to separately
define “grievance system” as the
processes the MCO, PIHP, or PAHP
implements to handle appeals and
grievances and collect and track
information about them. By proposing a
definition for “grievance system,” we
intended to clarify that a MCO, PTHP, or
PAHP must have a formal structure of
policies and procedures to appropriately
address both appeals and grievances.
We also proposed to remove the
reference to the state’s fair hearing

process from this definition as it is
addressed in part 431, subpart E. This
continued to be a significant source of
confusion, even after the changes were
made in the 2002 final rule, and these
proposed changes were intended to add
clarity.

We received the following comments
in response to our proposal to revise
§438.400.

Comment: A few commenters
requested that CMS clarify the statutory
authority at § 438.400(a) regarding
changes to the grievance and appeal
system in general, as well as the
statutory authority to align timeframes
with MA and/or the private market.

Response: We appreciate the
opportunity to clarify the statutory
authority summarized at § 438.400(a).
As noted in the authority for part 438
generally, section 1102 of the Act
provides authority for CMS to adopt
rules to interpret, implement, and
administer the Medicaid program.
Section 1902(a)(3) of the Act requires
that a state plan provide an opportunity
for a fair hearing to any person whose
claim for assistance is denied or not
acted upon promptly. Section 1932(b)(4)
of the Act is the statutory authority that
requires MCOs to offer an internal
grievance and appeal system. Subpart F,
as a whole and as finalized in this rule,
implements these requirements and sets
standards for how a Medicaid program
complies with these when an MCO is
used to provide Medicaid covered
services to beneficiaries. Section
1902(a)(4) of the Act requires that the
state plan provide for methods of
administration that the Secretary finds
necessary for the proper and efficient
operation of the plan and is the basis for
extending the internal grievance and
appeal system to PIHPs and PAHPs. We
also rely on section 1902(a)(4) of the Act
to align grievance and appeal
timeframes with either MA and/or the
private market to build efficiencies both
inside Medicaid, including for managed
care plans, and across public and
private programs.

Comment: Many commenters
recommended changes to the definition
of “adverse benefit determination” at
§438.400(b). Several commenters stated
that the CMS proposal to change and
expand the definition from “action” to
“adverse benefit determination” will
create confusion for enrollees and result
in additional administrative burden and
costs to managed care plans and states
to change existing policies and
materials. Several commenters stated
that the definition is not broad enough
and should be expanded to include
more options for enrollees to request an
appeal. Several commenters supported

the proposed definition and applauded
the effort to align the definition across
health care markets. Several
commenters specifically recommended
that CMS revise the definition of
“adverse benefit determination” to
include disputes regarding an enrollee’s
financial liability, such as deductibles,
copayments, coinsurance, premiums,
health spending accounts, out-of-pocket
costs, and/or other enrollee cost sharing.
A few commenters also recommended
that CMS revise the definition of
“adverse benefit determination” to
include disputes regarding an enrollee’s
request to receive services outside of the
managed care plan’s network or an
enrollee’s choice of provider.

Response: We appreciate the
opportunity to consider commenters’
recommendations regarding the
definition of “adverse benefit
determination” at § 438.400(b). We
disagree with commenters who believed
the change from “action” to “adverse
benefit determination” will be
confusing to enrollees, as the term
“adverse benefit determination” is the
standard terminology used throughout
the health care industry. We favor
aligning terms across health care
markets and programs as much as
possible to support enrollees who may
transition across health care coverage
options.

We agree with commenters that the
definition should be broadened to
include potential enrollee financial
liability, as we recognize that state
Medicaid programs have some
discretion regarding cost sharing and
there can be variations in financial
requirements on enrollees. We are
modifying the regulatory text to adopt
this recommendation.

For broadening the definition to
include disputes regarding an enrollee’s
request to receive services outside of the
managed care plan’s network or an
enrollee’s choice of provider, we do not
believe it is necessary to include this
specifically in the definition of “adverse
benefit determination.” Section
438.206(b)(4), as proposed and as we
would finalize, requires that managed
care plans adequately and timely cover
services outside of the network when
the managed care plan’s network is
unable to provide such services; the
definition already includes the denial or
limited authorization for a service and
the denial of payment for a service,
which we believe adequately includes a
denial of a request to receive covered
services from an out-of-network
provider. The proposed definition also
contains a provision for enrollees of
rural areas with only one MCO to
exercise their right to obtain services
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outside of the managed care plan’s
network consistent with
§438.52(b)(2)(ii). We believe that
broadening the definition of “adverse
benefit determination” to include
additional language specific to out-of-
network services would be duplicative.

Comment: Many commenters
recommended that CMS specifically
define “medical necessity,”
“appropriateness,” ‘“‘health care
setting,” “effectiveness,” and ‘““denial of
payment for a service” used within the
definition of “adverse benefit
determination.” A few commenters also
recommended that CMS remove
references to “‘health care setting” or
revise the language to “‘setting” within
the definition of “adverse benefit
determination” to be more inclusive of
MLTSS programs and populations.

Response: We appreciate the
recommendations about the terms used
in the definition for an “adverse benefit
determination.” We disagree with
commenters that we need to define the
terms “medical necessity,”
“appropriateness,” “health care
setting,” “effectiveness,”” and ‘“‘denial of
payment for a service”” within that
definition. We believe it is
inappropriate for CMS to define these
terms at the federal level when states
need to define these terms when
establishing and implementing their
grievance and appeal system and
procedures for their respective
programs. That said, we do agree with
commenters that the term “health care
setting” may not be inclusive of MLTSS
programs and populations; therefore, we
will finalize the definition to use the
term “‘setting” only.

Comment: A few commenters
disagreed with the CMS proposal to
revise the term “appeal” at §438.400(b)
and instead recommended that CMS
retain the original language ““‘a request
for a review.” Commenters stated that
the current definition of “appeal” does
not include any action by the enrollee.

Response: In the preamble of the
proposed rule (80 FR 31104), we
described the deletion of the phrase
“request for review” in terms of
accuracy. We proposed to revise the
definition of ““appeal” to add accuracy
by stating that an appeal is a review by
the MCO, PIHP, or PAHP, as opposed to
the current definition, which defines it
as a request for a review. This revision
is consistent with MA and the private
market. In light of these public
comments and to add clarity to the
regulation text, we will add the term
“request” throughout subpart F of part
438 when referring to “filing” an
appeal. We will retain the proposed
language for “filing” a grievance.

Specifically, we will make this change
in §§438.402(c)(1)(i) and (ii),
438.402(c)(2)() and (ii), 438.402(c)(3)(i)
and (ii), 438.404(b)(3), 438.404(c)(4)(i),
and 438.408(c)(2)(i1). We believe this
change will add accuracy to the
regulation text as commenters
requested. We will retain and finalize
the definition of “appeal” as proposed.

Comment: Several commenters
recommended that CMS clarify why the
definition of “grievance system” at
§438.400(b) includes appeals, but the
definition of “‘grievance” is not the same
as an “‘appeal.” Commenters stated
concern that enrollees might be
confused by the inconsistency in the
language. A few commenters also
recommended that CMS retitle subpart
F of this part to include appeals.

Response: We agree with commenters
that clarification is needed to ensure
consistency throughout subpart F of this
part. Therefore, we agree with
commenters that subpart F of this part
should be retitled “Grievance and
Appeal System” to be inclusive of both
grievances and appeals. We note that
the longstanding title of subpart F was
based on section 1932(b)(4) of the Act.
We also agree with commenters that the
definition ““grievance system’ should be
revised to “grievance and appeal
system” to be inclusive of both
grievances and appeals. We are
modifying the regulatory text in the
definitions in §438.400 and throughout
subpart F to adopt these
recommendations.

After consideration of the public
comments, we are finalizing § 438.400
as proposed with several modifications.
In the final definition of “adverse
benefit determination” in §438.400(b),
we are adding to the proposed text a
new category that addresses potential
enrollee financial liability; we are also
modifying the definition to replace the
term “health care setting” with
“setting” to be inclusive of MLTSS
programs and populations.

We are also modifying the regulatory
text to retitle subpart F of this part as
“Grievance and Appeal System” to be
inclusive of both grievances and appeals
and revising the term ‘“‘grievance
system,” defined in § 438.400(b) and
throughout subpart F of part 438, to
“grievance and appeal system” to be
inclusive of both grievances and
appeals. We are also modifying the
regulation text to add the term ‘“request”
throughout subpart F of part 438 when
referring to “filing”” an appeal to
improve clarity and accuracy. We are
finalizing all other provisions in
§438.400 as proposed.

(3) General Requirements (§ 438.402)

We proposed in paragraph (a) to add
“grievance” in front of “system” and to
delete existing language that defines a
system in deference to the proposed
new definition added in § 438.400. We
also proposed to add text to clarify that
subpart F does not apply to NEMT
PAHPs.

In paragraph (b), we proposed to
revise the paragraph heading to “Level
of appeals” and limit MCOs, PIHP, and
PAHPs to only one level of appeal for
enrollees to exhaust the managed care
plan’s internal appeal process. Once this
single level appeal process is exhausted,
the enrollee would be able to request a
state fair hearing under subpart E of part
431. In conjunction with this proposal,
we proposed amending
§438.402(c)(1)(i) and § 438.408(f) with
corresponding text that would have
enrollees exhaust their MCO, PIHP, or
PAHP appeal rights before seeking a
state fair hearing. Our proposal was
designed to ensure that the MCO, PIHP,
or PAHP process will not be
unnecessarily extended by having more
than one level of internal review. This
proposal was consistent with the limit
on internal appeal levels imposed on
issuers of individual market insurance
under 45 CFR 147.136(b)(3)(i1)(G) and
MA organizations at § 422.578, although
we acknowledge that issuers of group
market insurance and group health
plans are not similarly limited under 45
CFR 147.136(b)(2) and 29 CFR
2560.503—-1(c)(3). We believed this
proposal would not impair the
administrative alignment we seek in this
context and ensure that enrollees can
reach the state fair hearing process
within an appropriate time. We
requested comment on this proposal.

In paragraph (c)(1)(i), we proposed to
revise this section to permit an enrollee
to request a state fair hearing after
receiving notice from the MCO, PIHP, or
PAHP upholding the adverse benefit
determination. We proposed in
paragraph (c)(1)(ii) to remove the
standard for the enrollee’s written
consent for the provider to file an
appeal on an enrollee’s behalf. The
current standard is not specified in
section 1932(b)(4) of the Act and is
inconsistent with similar MA standards
for who may request an organization
determination or a reconsideration at
§§422.566(c)(1)(ii) and 422.578, so we
believe it is not necessary.

We proposed in paragraph (c)(2) to
delete the state’s option to select a
timeframe between 20 and 90 days for
enrollees to file a request for an appeal
and proposed to revise paragraphs
(c)(2)(i) and (ii) to set the timing
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standards for filing grievances (at any
time) and requesting appeals (60
calendar days), respectively. For
grievances, we do not believe that
grievances need a filing limit as they do
not progress to a state fair hearing and
thus do not need to be constrained by
the coordination of timeframes. For
appeals, we proposed paragraph
(c)(2)(ii) to permit an enrollee or
provider to request an appeal within 60
calendar days of receipt of the notice of
an adverse benefit determination.
Medicare beneficiaries in a MA plan
and enrollees in private health care
coverage each have 60 calendar days to
request an appeal under regulations
governing MA plans (§ 422.582) and
private insurance and group health
plans (45 CFR 147.136(b)(2) and (b)(3)
and 29 CFR 2560.503-1(h)(2)). By
adjusting the timeframe for MCO, PIHP,
or PAHP enrollees to request appeals to
60 calendar days from the date of notice
of the adverse decision, our proposal
would achieve alignment and
uniformity across Medicaid managed
care plans, MA organizations, and
private insurance and group health
plans, while ensuring adequate
opportunity for beneficiaries to appeal.
We note that the existing provisions of
§438.402(b)(2)(i) were subsumed into
our proposal for paragraphs (c)(1)(i) and
(ii) while the existing provisions of
paragraph (b)(2)(ii) would be deleted
consistent with our proposal in
§438.408(f)(1) concerning exhaustion of
the MCO'’s, PIHP’s, or PAHP’s appeal
process.

In paragraph (c)(3), we proposed to
add headings to paragraphs (c)(3)(i) and
(c)(3)(ii) and to make non-substantive
changes to the text setting forth the
procedures by which grievances are
filed or appeals are requested. Under
our proposal, as under current law, a
standard grievance may be filed or an
appeal may be requested orally or in
writing (which includes online), and
standard appeal requests made orally
must be followed up in writing by either
the enrollee or the enrollee’s authorized
representative. Expedited appeal
requests may be requested either way,
and if done orally, the enrollee does not
need to follow up in writing.

We requested comment on the extent
to which states and managed care plans
are currently using or plan to implement
an online system that can be accessed
by enrollees for filing and/or status
updates of grievances and appeals. If
such systems are not in use or in
development, we requested comment on
the issues influencing the decision not
to implement such a system and
whether an online system for tracking
the status of grievances and appeals

should be required at the managed care
plan level.

We received the following comments
in response to our proposal to revise
§438.402.

Comment: Many commenters
supported proposed §438.402(b) which
limits each MCO, PIHP, and PAHP to
only one level of appeal for enrollees.
Many commenters supported the goals
of alignment, administrative
simplification, and efficiency for both
managed care plans and enrollees. Many
commenters also disagreed with our
proposal to limit managed care plans to
one level of appeal and offered a
number of recommendations. These
commenters recommended that CMS
allow two levels of appeal for managed
care plans, as a second level of appeal
at the managed care plan can generally
resolve the issue before proceeding to
state fair hearing. Several commenters
recommended that CMS allow states to
define this process, as states have
procedures in place today.

Response: We thank commenters for
their thoughtful comments regarding
proposed § 438.402(b). We agree with
the comments that limiting managed
care plans to one level of appeal is both
efficient and beneficial to enrollees;
such a limitation allows enrollees to
receive a more expedient resolution to
their appeal and minimizes confusion
for enrollees during the appeals process.
Aligning with the requirements of MA
and the private market will promote
administrative simplicity. We disagree
with commenters that recommended
that states be allowed to decide whether
to limit Medicaid managed care plans to
one level of appeal or not based on their
state-specific program. We believe it is
beneficial to create a national approach
that aligns with other health care
coverage options and will allow
enrollees to transition across public and
private health care programs with
similar requirements. This consistency
will aid enrollees in understanding the
benefits of the appeal process and how
to effectively utilize it regardless of
which type of coverage they have.

Comment: Many commenters
disagreed and offered alternative
proposals regarding proposed
§438.402(c)(1)(i), which requires
enrollees to exhaust the one level of
appeal at the managed care plan before
requesting a state fair hearing. Many
commenters recommended that CMS
continue to allow direct access or
concurrent access to the state fair
hearing, as this is a critical beneficiary
protection, especially for vulnerable
populations with complex, chronic, and
special health care needs. Commenters
stated that vulnerable populations might

be easily overburdened by the
additional process and have health care
needs that require an immediate review
by an independent and impartial
authority to prevent any further delays
or barriers to care. Many commenters
recommended that CMS allow state
flexibility to ensure that current
beneficiary protections in place today
are not unnecessarily eroded. A few
commenters stated that some states
currently allow the state fair hearing in
place of the managed care plan appeal
and recommended that CMS retain this
as an option.

Several commenters also
recommended that CMS allow for an
optional and independent external
medical review, which is independent
of both the state and the managed care
plan. Commenters stated that such an
optional external review can better
protect beneficiaries and reduce burden
on state fair hearings, as these external
processes have proven to be an effective
tool in resolving appeals before reaching
a state fair hearing. Several commenters
also recommended that CMS adopt the
deemed exhaustion requirement from
the private market rules at 45 CFR
147.136(b)(2)(ii)(F) to ensure that
enrollees maintain access to a state fair
hearing if the managed care plan does
not adhere to the notice and timing
requirements in §438.408, including
specific timeframes for resolving
standard and expedited appeals.
Finally, a few commenters supported
the provision as proposed without
change and stated that it builds a better
relationship between enrollees and their
managed care plans.

Response: We appreciate the many
thoughtful and specific
recommendations regarding proposed
§438.402(c)(1)(i) and recognize the need
to carefully consider the impact of the
exhaustion requirement on enrollees.
While we understand commenters’
concerns and recommendations
regarding direct access to a state fair
hearing for vulnerable populations, we
also have concerns regarding
inconsistent and unstructured
processes. We believe that a nationally
consistent and uniform appeals process
(particularly one consistent with how
other health benefit coverage works)
benefits enrollees and will better lead to
an expedited resolution of their appeal.
As we proposed, this final rule shortens
the managed care plan resolution
timeframe for standard appeals from 45
days to 30 calendar days and shortens
the managed care plan resolution
timeframe for expedited appeals from 3
working days to 72 hours; we believe
this will address concerns about the
length of time an enrollee must wait
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before accessing a state fair hearing.
This final rule also lengthens the
timeframe for enrollees to request a state
fair hearing from a maximum of 90 days
to 120 calendar days. We have aligned
these timeframes with other public and
private health care markets and believe
this ultimately protects enrollees by
establishing a national approach for a
uniform appeals process. Therefore,
CMS is not allowing direct access or
concurrent access to the state fair
hearing in this rule.

We also agree with commenters that
adopting the deemed exhaustion
requirement from the private market
rules at 45 CFR 147.136(b)(2)(ii)(F) will
ensure that enrollees maintain access to
a state fair hearing if the managed care
plan does not adhere to the notice and
timing requirements in §438.408,
including specific timeframes for
resolving standard and expedited
appeals. In addition, this will further
align the rules for the grievance and
appeal system for Medicaid managed
care plans with the system for private
health insurance; we note as well that
Medicare Advantage plans are subject to
a somewhat similar standard under
§422.590(c) and (g) in that failure of a
Medicare Advantage plan to resolve
timely a reconsideration of an appeal
decision results in the appeal being
forwarded automatically to the next
level of review. We also note that states
would be permitted to add rules that
deem exhaustion on a broader basis
than this final rule. We are modifying
the final text of § 438.402(c) and
438.408(f) to adopt the recommendation
to add a deemed exhaustion
requirement.

While we disagree with commenters
that recommended that states be
allowed to establish their own processes
and timeframes for grievances and
appeals that differ from the
requirements of the proposed rule, we
are persuaded by commenters’
recommendations regarding an optional
and independent external medical
review. We agree with commenters that
an optional, external medical review
could better protect enrollees and be an
effective tool in resolving appeals before
reaching a state fair hearing. Under the
rule we are finalizing here, if states want
to offer enrollees the option of an
external medical review, the review
must be at the enrollee’s option and
must not be a requirement before or
used as a deterrent to proceeding to the
state fair hearing. Further, if states want
to offer enrollees the option of an
external medical review, the review
must be independent of both the state
and managed care plan, and the review
must be offered without any cost to the

enrollee. Finally, this final rule requires
that any optional external medical
review must not extend any of the
timeframes specified in §438.408 and
must not disrupt the continuation of
benefits in § 438.420. Accordingly, the
regulation text in this final rule at
§§438.402(c)(1)(i)(B) and 438.408(f)(ii)
adopts this recommendation.
Comment: Many commenters were
opposed to the proposal in
§438.402(c)(1)(ii) to remove the
requirement for the provider to obtain
the enrollee’s written consent before
acting on the enrollee’s behalf in
requesting an appeal. Commenters
stated that enrollees have the right to
know and give their consent before a
provider acts on their behalf.
Commenters also stated concerns
regarding potential conflicts of interest
or potential fraud, waste, and abuse if
the enrollee does not know that a
provider is requesting an appeal on their
behalf. Other commenters stated
concern that without the enrollee’s
written consent, this could result in
duplicative appeals from both providers
and enrollees. A few commenters noted
that because enrollees can be held
financially liable for services received
during an appeal, enrollees should be
informed and give their explicit written
consent before a provider requests an
appeal on their behalf. A few
commenters supported the proposed
provision and stated that obtaining the
enrollee’s written consent is an
unnecessary barrier to requesting the
appeal. A few commenters also
recommended that CMS remove the
state’s discretion in recognizing and
permitting the provider to act as the
enrollee’s authorized representative.
Several commenters also recommended
that CMS expand the list of authorized
representatives who can request appeals
and grievances and request state fair
hearings on the enrollee’s behalf to
include legal representatives, attorneys,
enrollee advocates, legal guardians, and
other representatives authorized by the
enrollee to act on their behalf.
Response: We appreciate the many
comments and recommendations
regarding proposed §438.402(c)(1)(ii).
Given the volume of comments and
potential issues raised by commenters,
we were persuaded to modify our
proposal and recognize the benefit of
requiring a provider to obtain an
enrollee’s written consent before
requesting an appeal on their behalf. We
were particularly persuaded by
commenters who noted that because
enrollees can be held financially liable
for services received during an appeal,
enrollees should give their explicit
written consent before a provider

requests an appeal on their behalf.
Therefore, we will finalize the
regulatory text to require that providers
obtain the enrollee’s written consent
before requesting the appeal, consistent
with the current rule.

However, we disagree with
commenters regarding the
recommendation to remove the state’s
discretion to recognize the provider as
an authorized representative of the
enrollee; we believe the state should be
permitted to make this decision when
designing and implementing their
grievance and appeal system. We note
as well that the ability of a provider to
act as an authorized representative of an
enrollee could vary based on state law.
We also did not accept commenters’
recommendation to explicitly expand
our list of authorized representatives.
Although, in principle, we agree that
legal representatives, beneficiary
advocates, and similar parties may
effectively serve as authorized
representatives, we defer to state
determinations regarding the design of
their grievance and appeal system; state
laws could vary regarding who the state
recognizes as an authorized
representative. Nothing in
§438.402(c)(1)(ii) would prohibit a
legally authorized representative from
acting on the enrollee’s behalf in
requesting an appeal, as long as the state
recognizes and permits such legally
authorized representative to do so.
However, in response to these
comments, we will clarify that when the
term “‘enrollee” is used throughout
subpart F of this part, it includes
providers and authorized
representatives consistent with this
paragraph, with the exception that
providers cannot request continuation
of benefits as specified in
§438.420(b)(5). This exception applies
because an enrollee may be held liable
for payment for those continued
services, as specified in §438.420(d),
and we believe it is critical that the
enrollee—or an authorized
representative who is not a provider—
initiate the request.

Comment: A few commenters
recommended that CMS add a separate
appeals process for providers to dispute
the denial of payment for services
rendered.

Response: We disagree with
commenters that a separate appeals
process should be added to
accommodate providers who are
disputing the denial of payment for
services rendered. We believe that
managed care plans already have
internal processes and procedures for
providers who are disputing the denial
of payment for services under the
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contract between the provider and the
managed care plan. In addition, the only
appeals process dictated by statute in
section 1932(b)(4) of the Act involves an
enrollee’s challenge to the denial of
coverage for medical assistance. We
encourage providers to work with
managed care plans to address any
potential concerns or issues.

Comment: Several commenters
recommended that CMS cap the
timeframe for enrollees to submit a
grievance at § 438.402(c)(2)(i).
Commenters recommended a number of
specific timeframes, including 30
calendar days, 60 calendar days, 90
calendar days, 120 calendar days, 180
calendar days, and 1 year. Commenters
stated that without a timeframe to
submit grievances, enrollees will be
confused about how long they have to
file a grievance, and managed care plans
will expend additional resources to
track down and revisit grievance issues
that occurred in the past.

Response: We appreciate commenters’
concerns regarding this issue; however,
we decline to add a timeframe cap that
requires enrollees to file a grievance
within a specific amount of time. As we
previously noted in the proposed rule,
grievances do not progress to the level
of a state fair hearing; therefore, we find
it unnecessary to include filing limits or
constrain grievances to the coordination
of timeframes. We understand that
managed care plans may be concerned
about revisiting grievance issues that
occurred in the past, but we believe this
is a normal part of doing business and
that enrollees should be permitted to
file a grievance at any time.

Comment: Many commenters
supported proposed §438.402(c)(2)(ii),
which requires enrollees to request an
appeal within 60 calendar days of an
adverse benefit determination.
Commenters stated that alignment in
this area will create administrative
efficiencies and be easier for enrollees
transitioning across health care coverage
options. Several commenters disagreed
with the proposal and recommended
that CMS align with the rules governing
QHPs (45 CFR 147.136(b)(2)(i) and(3)(i),
incorporating 29 CFR 2560.503—
1(h)(3)(i)) to allow enrollees 180 days to
request an appeal. Other commenters
recommended alternative timeframes,
including 10 calendar days, 30 calendar
days, 90 calendar days, and 120
calendar days. Several commenters
recommended that CMS clarify the
language regarding ‘‘following receipt of
a notification.” Commenters stated
concern that states, managed care plans,
and enrollees will be confused regarding
the actual date the 60 calendar day

clock starts, as it is hard to know when
enrollees will receive the notice.

Response: We thank commenters for
their support and recommendations
regarding proposed §438.402(c)(2)(ii).
We agree with commenters that
alignment in this area will create
administrative efficiencies and be easier
for enrollees transitioning across health
care coverage options. We note that the
preamble in the proposed rule (80 FR
31104) contained inaccurate
information regarding the 60-day appeal
filing limit for QHPs and group health
plans. QHPs and group health plans
have a 180 calendar day filing limit for
appeals under 45 CFR 147.136(b)(2)(i)
and (3)(i) (incorporating 29 CFR
2560.503—1(h)(3)(i)). However, we
believe that our proposal should align
with MA and use the filing limit for
appeals at 60 calendar days. In this final
rule, we allow 60 calendar days for
enrollees to file the appeal with the
managed care plan, and upon notice
that the managed care plan is upholding
their adverse benefit determination, the
enrollee has an additional 120 calendar
days to file for state fair hearing. We
believe it is important for enrollees to
file appeals as expediently as possible.
We are therefore finalizing our proposal
to keep the appeal filing deadline for the
plan level appeal at 60 calendar days.
This approach strikes the appropriate
balance between aligning with other
coverage sources while taking into
account the specific features of the
Medicaid program. Finally, we agree
with commenters that the proposed
language “following receipt of a
notification” is ambiguous as to when
the 60 calendar day clock starts. We
clarify that the 60 calendar day appeal
filing limit begins from the date on the
adverse benefit determination notice.
We note that it is our expectation that
managed care plans mail out the notices
on the same day that the notices are
dated. We are finalizing the rule with
modified regulatory text to adopt this
recommendation.

Comment: Several commenters
recommended that CMS revise
§438.402(c)(3)(ii) to remove the
requirement for enrollees or providers to
follow-up an oral standard appeal with
a written and signed appeal.
Commenters stated that this
requirement adds an unnecessary
barrier to enrollees filing an appeal with
the managed care plan. A few
commenters stated that this requirement
is confusing, as it is ambiguous from
which date (the date of the oral request
or of the written request) the resolution
timeframe applies. One commenter
recommended that CMS include
language at § 438.402(c)(3)(ii) to require

that managed care plans close all oral
appeals within 10 calendar days, if they
have not received the follow-up written
and signed appeal.

Response: We understand
commenters’ concerns regarding the
requirement to follow-up an oral
standard appeal with a written and
signed appeal; however, we believe that
this requirement is necessary to ensure
appropriate and accurate
documentation. Consistent with
§438.406(b)(3), we clarify that the
resolution timeframe begins from the
date of the oral appeal. We also clarify
that the requirement to follow-up with
a written and signed appeal does not
apply to oral expedited appeals. The
resolution timeframe would begin from
the date the oral expedited appeal is
received by the managed care plan and
no further written or signed appeal is
required. We also disagree with the
commenter that recommended that all
oral appeals be closed within 10
calendar days if no written or signed
follow-up is received. This is not
consistent with our general approach to
allow enrollees to submit appeals orally
and in writing. Managed care plans
should treat oral appeals in the same
manner as written appeals.

Comment: Many commenters
provided recommendations and
feedback regarding the preamble
discussion in the proposed rule (80 FR
31104) related to online grievance and
appeal systems. Several commenters
stated that such a system would be
onerous on both enrollees and managed
care plans, as many enrollees may not
have internet access readily available
and many managed care plans will have
budgetary concerns in implementing
such a system. Many commenters also
stated concerns over the potential for
privacy breaches and the extra resources
that managed care plans and states
would have to deploy to protect and
secure such systems. Some commenters
were highly supportive of such systems
and recommended that CMS make
online grievance and appeal systems a
requirement on managed care plans.
Several commenters also recommended
alternative approaches, such as enrollee
and provider portals.

Response: We appreciate all of the
comments related to online grievance
and appeal systems. At this time, we
have decided to not move forward with
a requirement for managed care plans to
implement such a system. We encourage
states and managed care plans to think
more about this concept and engage the
stakeholder community regarding the
pros and cons of implementing an
online grievance and appeal system. We
agree with certain commenters that
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there may be tangible benefits for
enrollees, but we also understand other
commenters’ concerns regarding both
costs and privacy.

Comment: A few commenters
recommended that CMS require states
and managed care plans to monitor the
volume of appeals and grievances from
enrollees. One commenter
recommended that CMS set specific
quantitative thresholds and benchmarks
for states and managed care plans to
follow. The commenter also
recommended that CMS set specific
penalties and sanctions for states and
managed care plans with a volume of
appeals and grievances that exceeds the
quantitative threshold or benchmark.

Response: States are required to
address the performance of their appeal
and grievance systems in the managed
care program assessment report required
at §438.66. We disagree with
commenters that we should set a
specific quantitative threshold or
benchmark regarding the number of
appeals and grievances, as we believe
that this would vary greatly depending
on the size and scope of the managed
care program, the populations served,
and the service area of each managed
care plan. States are responsible for
monitoring appeals and grievances
within their respective programs.

After consideration of the public
comments, we are finalizing the
regulatory text at § 438.402 with some
modifications from the proposal as
discussed above. Specifically, we are
finalizing § 438.402(c)(1)(i) with a
deemed exhaustion requirement, similar
to the requirement in 45 CFR
147.136(b)(2)(ii)(F), to ensure that
enrollees maintain access to a state fair
hearing if the managed care plan does
not adhere to the notice and timing
requirements in §438.408. We are also
finalizing the regulatory text at
§438.402(c)(1)(1) with modifications to
permit states to offer an optional and
independent external medical review
within certain parameters; the external
review must be at the enrollee’s option,
it must not be a requirement before or
used as a deterrent to proceeding to the
state fair hearing, it must be offered
without any cost to the enrollee, it must
not extend any of the timeframes
specified in §438.408, and must not
disrupt the continuation of benefits in
§438.420. We are finalizing a
modification to the regulatory text at
§438.402(c)(1)(ii) to require that
providers obtain the enrollee’s written
consent before filing an appeal and to
clarify that when the term “enrollee” is
used throughout subpart F of this part,
it includes providers and authorized
representatives, with the exception that

providers cannot request continuation
of benefits as specified in
§438.420(b)(5). As explained above, this
exception applies because an enrollee
may be held liable for payment for those
continued services, as specified in
§438.420(d), and we believe it is critical
that the enrollee—or an authorized
representative of the enrollee who is not
a provider—initiate the request. Finally,
we are finalizing the regulatory text at
§438.402(c)(2)(ii) with a modification to
clarify that the 60 calendar day appeal
filing limit begins from the date on the
adverse benefit determination notice.
We are finalizing all other provisions in
§438.402 as proposed.

(4) Timely and Adequate Notice of
Adverse Benefit Determination
(§438.404)

In § 438.404, we proposed to revise
the section heading to a more accurate
and descriptive title, “Timely and
adequate notice of adverse benefit
determination.” In paragraph (a), we
proposed a non-substantive wording
revision to more accurately reflect the
intent that notices must be timely and
meet the information requirements
detailed in proposed §438.10.

In paragraph (b), describing the
minimum content of the notice, we
proposed to delete paragraph (b)(4)
(about the state option to require
exhaustion of plan level appeal
processes) to correspond to our proposal
in § 438.408(f) and redesignate the
remaining paragraphs accordingly. In
paragraph (b)(2), we proposed to clarify
that the reason for the adverse benefit
determination includes the right of the
enrollee to be provided upon request
and free of charge, reasonable access to
and copies of all documents, records,
and other information relevant to the
enrollee’s adverse benefit
determination. This additional
documentation would include
information regarding medical necessity
criteria, consistent with
§438.210(a)(5)(i) as appropriate, and
any processes, strategies, or evidentiary
standards used in setting coverage
limits. In new paragraph (b)(5), we
proposed to replace expedited
“resolution” with expedited “appeal
process” to add consistency with
wording throughout this subpart. We
further proposed to add the phrase
“consistent with State policy” in
paragraph (b)(6) to be consistent with a
proposed change in §438.420(d)
regarding the MCO'’s, PIHP’s, or PAHP’s
ability to recoup from the enrollee
under a final adverse decision be
addressed in the contract and that such
practices be consistent across both FFS
and managed care delivery systems

within the state. While notice of the
possibility of recoupment under a final
adverse decision is an important
beneficiary protection, we noted that
such notice may deter an enrollee from
exercising the right to appeal. We
indicated that we would issue guidance
following publication of the rule
regarding the model language and
content of such notice to avoid
dissuading enrollees from pursuing
appeals.

In paragraph (c), we proposed to
revise paragraph (c)(4) to replace
“extends the timeframe in accordance
with . . .” with “meets the criteria set
forth . . .” to more clearly state that
MCOs, PIHPs, and PAHPs cannot
extend the timeframes without meeting
the specific standards of
§438.210(d)(1)(ii). Lastly, in paragraph
(c)(6), we proposed to update the cross
reference from §438.210(d) to
§438.210(d)(2).

We received the following comments
in response to our proposal to revise
§438.404.

Comment: Several commenters
broadly supported the proposed
requirements in §438.404. A few
commenters recommended adding
specific language at § 438.404(a) to
reference the language and format
requirements at § 438.10(d), specifically,
§438.10(d)(3) and (4). One commenter
also recommended that CMS define
“timely” at § 438.404(a).

Response: We thank commenters for
their broad support of proposed
§438.404. The language at § 438.404(a)
requires that managed care plans give
enrollees timely and adequate notice of
adverse benefit determination in writing
consistent with the requirements in
§438.10 generally; therefore, we find
the recommendation to specifically add
references for §438.10(d)(3) and (4)
duplicative and unnecessary. We also
decline to define “timely” at
§438.404(a), as the requirements for
timing of notices are found at
§438.404(c)(1) through (c)(6).

Comment: Several commenters
recommended revisions to
§438.404(b)(2). A few commenters
recommended that CMS require
managed care plans to specifically
explain their medical necessity criteria.
One commenter recommended that
CMS require managed care plans to
specifically explain how their medical
necessity criteria is the same for
physical health, mental health, and
substance use disorders. One
commenter recommended that CMS
revise language at (b)(2) to specify that
all “documents and records are relevant
to the specific enrollee appeal.” One
commenter recommended that CMS add
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“policies and procedures” to the
language at (b)(2). A few commenters
recommended that CMS define
“‘reasonable access” and “relevant.”
Finally, a few commenters
recommended that CMS clarify that
providers and authorized
representatives can request access to all
of the same information and
documentation specified at (b)(2).

Response: We understand
commenters’ concerns regarding
medical necessity criteria; however, it is
unclear what specific requirements
should be imposed on managed care
plans to “explain” their medical
necessity criteria. We have included
requirements at (b)(2) for managed care
plans to disclose their medical necessity
criteria regarding any adverse benefit
determination and believe this to be
sufficient. Because the adverse benefit
determination notice must include the
reasons for the determination, to the
extent that the denial is based on a lack
of medical necessity, the regulation
requires that managed care plans
explain the medical necessity criteria
applied, consistent with
§438.210(a)(5)(i) as appropriate, under
the managed care plan’s policies.
Therefore, we are not adopting this
recommendation.

We also decline commenters’
recommendations to add (‘““‘documents
and records are relevant to the specific
enrollee appeal” and “policies and
procedures”) or define (‘‘reasonable
access” and “relevant”) terms. We find
this language duplicative and
unnecessary. In addition, we believe the
standard at (b)(2) is clear that managed
care plans must disclose all documents,
records, and other information relevant
to the enrollee’s adverse benefit
determination. We are not familiar with
any existing federal standard for
“reasonable access” or ‘‘relevant” that
we can draw upon in this context. We
believe that these terms are adequately
defined and understood in common
discourse. We encourage commenters to
work with states and managed care
plans when specific issues arise
regarding an enrollee’s “reasonable
access” to documentation, or the
“relevance” of such documentation.
Finally, we restate that state laws could
vary regarding who the state recognizes
as an authorized representative. Nothing
in §438.404(b)(2) would prohibit an
authorized representative (including a
provider who is acting on behalf of an
enrollee) from requesting the same
information and documentation
specified at (b)(2), as long as the state
recognizes and permits such legally
authorized representative to do so.

Comment: Several commenters
recommended that CMS include
additional requirements at
§438.404(b)(3) to include information
on exhausting the one level of managed
care plan appeal and enrollees’ rights to
request a state fair hearing at
§438.402(b) and (c).

Response: We agree with commenters
that it is important for enrollees to
understand the totality of the grievance
and appeal process. It would improve
transparency and provide enrollees
clear information if § 438.404(b)(3)
specified that the notice must include
the enrollee’s and provider’s right to
request an appeal of the managed care
plan’s adverse benefit determination
and include information on exhausting
the one level of managed care plan
appeal and enrollees’ rights to request a
state fair hearing at § 438.402(b) and (c).
We are modifying the regulatory text to
adopt this recommendation accordingly.

Comment: Several commenters
recommended that CMS correct a
typographical error at § 438.404(b)(6) to
correct “‘right to have benefits continue
pending resolution . . .”

Response: We thank commenters for
catching this typographical error, and
we are modifying the regulatory text
accordingly.

Comment: A few commenters
provided additional recommendations
for CMS to implement at § 438.404
generally. One commenter
recommended that CMS require
Medicaid managed care plans to use the
same notice templates already adopted
in the MA context. One commenter
recommended that CMS remove all
notice requirements, as such
requirements are administratively
burdensome on managed care plans.

Response: One of the goals of the
proposed rule was alignment across
public and private health care coverage
markets; however, we do not believe it
feasible to require Medicaid managed
care plans to use the MA notice
templates given the different nature and
administrative structures of the
programs. We have attempted to ensure
that many of the notice requirements are
similar across both MA and Medicaid.
We also decline to remove all notice
requirements. While we understand the
commenter’s concern regarding
managed care plan burden, we believe
this is a normal part of doing business
in the health care market and that
notices provide important protections
for beneficiaries.

After consideration of the public
comments, we are finalizing the
regulation text at § 438.404 as proposed
with two modifications. We are
finalizing additional regulatory text at

§438.404(b)(3) to specify that the notice
must include the enrollee’s and
provider’s right to request an appeal of
the managed care plan’s adverse benefit
determination and include information
on exhausting the one level of managed
care plan appeal and enrollees’ rights to
request a state fair hearing at
§438.402(b) and (c). We are also
modifying the regulatory text at
§438.404(b)(2) to make a technical
correction and § 438.404(b)(6) to correct
a typographical error. We are finalizing
all other sections as proposed.

(5) Handling of Grievances and Appeals
(§438.406)

In addition to language consistent
with our overall proposal to make
PAHPs subject to the grievance and
appeals standards for MCOs and PIHPs,
we proposed to reorganize § 438.406 to
be simpler and easier to follow and to
revise certain procedural standards for
appeals. Existing paragraph (a) was
proposed to be revised by adding the
existing provision in paragraph (a)(1) to
paragraph (a), which specifies that each
MCO, PIHP, and PAHP must give
enrollees any reasonable assistance,
including auxiliary aids and services
upon request, in completing forms and
taking other procedural steps. In
paragraph (b), we proposed to revise the
paragraph heading and redesignate
existing provisions in paragraphs (a)(2)
and (a)(3) as (b)(1) and (b)(2),
respectively; we also proposed to add
grievances to the provisions of both.
MCOs, PIHPs, or PAHPs would have to
send an acknowledgment receipt for
each appeal and grievance and follow
the limitations on individuals making
decisions on grievances and appeals in
paragraphs (b)(2)(i) and (ii). In new
paragraph (b)(2)(i), we proposed to add
that individuals who are subordinates of
individuals involved in any previous
level of review are, like the individuals
who were involved in any previous
level of review, excluded from making
decisions on the grievance or appeal.
This final proposed revision added
assurance of independence that we
believe is appropriate and is consistent
with standards under the private market
rules in 45 CFR 147.136 that incorporate
29 CFR 2560.503—1(h)(3)(ii).
Redesignated paragraph (b)(2)(ii) was
proposed to remain unchanged from its
current form. Consistent with the
standards under the private market rules
in 45 CFR 147.136 that incorporate 29
CFR 2560.503—1(h)(2)(iv), we proposed
to add a new paragraph (b)(2)(iii) to
specify that individuals that make
decisions on appeals and grievances
take all comments, documents, records,
and other information submitted by the
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enrollee into account regardless of
whether the information had been
considered in the initial review. We also
proposed to redesignate current
paragraph (b)(2) as (b)(4) and add
“testimony” in addition to evidence and
legal and factual arguments. We also
proposed to use the phrase “legal and
factual arguments” to replace the phrase
“allegations of fact or law” in the
current text for greater clarity.

We noted that current paragraph (b)(3)
required the enrollee to have the
opportunity before and during the
appeal process to examine the case file,
medical record and any documents or
records considered during the appeal
process. We proposed to redesignate
this paragraph as paragraph (b)(5) and to
replace “before and during”” with
“sufficiently in advance of the
resolution”, to add specificity. We also
proposed to add ‘“new or additional
evidence” to the list of information and
documents that must be available to the
enrollee. The proposed language in
paragraph (b)(5) would more closely
align with the disclosure standards
applicable to private insurance and
group health plans in 45 CFR
147.136(b)(2)(ii)(C)(1). Existing
paragraph (b)(4) was proposed to be
redesignated as paragraph (b)(6) without
change.

We received the following comments
in response to our proposal to revise
§ 438.406.

Comment: Many commenters broadly
supported the revised § 438.406 that we
proposed. A few commenters
recommended that CMS add references
in §438.406(a) to include that each
MCO, PIHP, and PAHP must comply
with the requirements in § 438.10(d)(3)
and (4).

Response: We decline to add cross-
references in § 438.406(a) to
§438.10(d)(3) and (4), as we find such
text to be duplicative and unnecessary.
Managed care plans must comply with
all of the requirements in §438.10, and
we included the appropriate references
in §438.404 regarding notices.

Comment: Many commenters
recommended that CMS clarify at
§438.406(b)(1) how managed care plans
should acknowledge the receipt of each
grievance and appeal. Several
commenters recommended that CMS
add timeframe requirements to
§438.406(b)(1), with a few commenters
specifically recommending 3 calendar
days for managed care plans to
acknowledge receipt of each grievance
and appeal.

Response: We appreciate commenters’
recommendations but believe that it is
not necessary to set such detailed
requirements in the regulation. We

believe that such details are better set
forth in the contracts between states and
managed care plans. We encourage
managed care plans to provide written
acknowledgment of the receipt of each
grievance and appeal as soon as possible
to ensure that enrollees receive timely
and accurate information.

Comment: Several commenters
recommended that CMS remove the
language at §438.406(b)(2)(i) in regard
to managed care plans ensuring that
individuals who make decisions on
grievances and appeals are individuals
who were neither involved in any
previous level of review or decision-
making, nor a subordinate of any such
individual. A few commenters found
this language to be confusing and
requested that CMS clarify the
requirement. One commenter
recommended that CMS define the
meaning of “subordinate.” A few
commenters recommended that CMS
allow state flexibility on this issue, as
states can better negotiate such
requirements with managed care plans.
One commenter stated that such a
requirement would add administrative
costs and burden on managed care
plans, as the language requires managed
care plans to conduct multiple levels of
review with multiple individuals from
separate departments.

Response: We appreciate the
opportunity to clarify the requirement at
§438.406(b)(2)(i). We believe that this
requirement is important, as it adds an
additional level of beneficiary
protection and is consistent with
standards in the private market. It is not
only reasonable but consistent with the
concept of the appeal as a fair and
impartial review of the underlying facts
and situation that individuals reviewing
and making decisions on grievances and
appeals are not the same individuals,
nor subordinates of individuals, who
made the original adverse benefit
determination; it seems unlikely that an
individual would bring the necessary
impartiality and open-mindedness
when reviewing his or her own prior
decision and analysis. Similarly, a
subordinate may have concerns or
hesitation with challenging or
overruling a determination made by his
or her supervisor that are unrelated to
the specific facts and policies for an
appeal We disagree with commenters
that this language should be removed.

We decline to define explicitly the
term ‘“‘subordinate,” in the regulation as
we believe it is clear that in this context,
subordinates are individuals who report
to or are supervised by the individuals
who made the original adverse benefit
determination. We also decline to allow
states to enforce a different standard, as

we believe this standard is clear and
should serve as a national benchmark
for handling grievances and appeals and
that states have discretion within their
standard to develop particular
approaches with their plans. Finally,
while we understand the commenter’s
concern regarding managed care plan
burden, we believe this is a normal part
of doing business in the health care
market. We further clarify that
§438.406(b)(2)(i) does not require
multiple levels of review from separate
departments. The standard requires that
individuals reviewing and making
decisions about grievances and appeals
are not the same individuals, nor
subordinates of individuals, who made
the original adverse benefit
determination. Reviewers hearing an
appeal of an adverse benefit
determination may be from the same
department (or a different department)
so long as the necessary clinical
expertise and independence standards
are met and the reviewer takes into
account the information described in
§438.406(b)(2)(iii).

Comment: Several commenters
recommended that CMS add more
specificity at § 438.406(b)(2)(ii)
regarding the health care professionals
who have the appropriate clinical
expertise in treating the enrollee’s
condition or disease. A few commenters
recommended that CMS revise the
language to specify that health care
professionals must be licensed to
specifically treat the enrollee’s
condition or disease. A few commenters
recommended that CMS add language
for pediatric specialists and expertise in
treating pediatric patients. Some
commenters also recommended that
CMS revise the language to specifically
add that health care professionals must
have clinical expertise in treating the
enrollee’s specific condition and
disease.

Response: We understand
commenters’ concerns regarding the
appropriate clinical expertise of the
individuals making decisions on
grievances and appeals; however, we
decline to adopt these specific
recommendations. The language at
§438.406(b)(2)(ii) specifies that
individuals should have the appropriate
clinical expertise as determined by the
state. Depending on the scope of the
program, the populations served, and
the specific services or benefits in
question, we believe this could vary
greatly from appeal to appeal. We
believe, as the current text requires, that
states are in the best position to make
these decisions about their respective
programs. States are also in the best
position to monitor a managed care
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plan’s appeals and grievances and make
the necessary changes as appropriate
when unsatisfactory patterns emerge.
We note that states are required to
address the performance of their appeal
and grievance systems in the managed
care program assessment report required
at §438.66. As discussed in section
I.B.9.a. of this final rule, “health care
professional” has been changed to
“individual” in § 438.406(b)(2)(ii).

Comment: Many commenters
recommended that CMS define at
§438.406(b)(4) ‘‘reasonable
opportunity’” and “sufficiently in
advance” in regard to an enrollee’s right
to present evidence and testimony and
make legal and factual arguments. One
commenter recommended that CMS
remove the language ‘“make legal and
factual arguments” as enrollees are only
able to make allegations of fact or law.

Response: We appreciate the
commenters’ recommendations to add
more specificity at § 438.406(b)(4) but
decline to do so, as we believe such
specificity could have unintended
consequences. We believe it would be
operationally difficult for CMS to
specify an exact timeframe for when a
managed plan should allow an enrollee
to present evidence and testimony. We
also believe that under certain
circumstances, such as in the case of an
expedited appeal or an extension of the
standard resolution timeframe, it would
be difficult to apply an exact standard
across all grievances and appeals. We
encourage managed care plans to work
with enrollees or an enrollee’s
representative to allow as much time as
possible for enrollees to present
evidence and testimony. We also
encourage managed care plans to inform
enrollees of this opportunity as soon as
feasible to improve transparency during
the process. We also encourage states to
think about how they might set such
standards with their managed care
plans. We also disagree with the
commenter’s recommendation to
remove the language ‘“make legal and
factual arguments” as we believe this
language adds more clarity than
“allegations of fact or law.” We believe
that enrollees have the right to make
legal and factual arguments and defend
their position to individuals who are
making decisions on the outcomes of
grievances and appeals, who will
ultimately decide the validity of such
legal and factual arguments.

Comment: Several commenters
recommended specific revisions to
§438.406(b)(5). A few commenters
recommended that CMS add language to
clarify that providers can also access
this same information. One commenter
recommended that CMS add “or

otherwise relevant” to the regulatory
text in regard to additional evidence. A
few commenters recommended that
CMS clarify that such information is
only available upon request. One
commenter disagreed with CMS and
recommended the removal of the
language “new or additional evidence

. . . generated by the MCO, PIHP, or
PAHP” as the commenter stated it is not
appropriate for managed care plans to
allow access to information or
documents that were generated
internally. A few commenters
recommended that CMS clarify that the
documents and information available at
§438.404(b)(2) are the same documents
and information available at
§438.406(b)(5). Finally, one commenter
recommended regulatory text changes to
remove the phrase in parentheses and
recommended the creation of a new
sentence.

Response: We appreciate the many
thoughtful recommendations regarding
§438.406(b)(5). We do not believe it is
necessary to specifically add
“providers’” as we believe it is clear that
“his or her representative” can include
a provider. We reiterate that state laws
could vary regarding who the state
recognizes as an authorized
representative. Nothing in
§438.406(b)(5) would prohibit an
authorized representative from
requesting the same information and
documentation specified at (b)(5), as
long as the state recognizes and permits
such legally authorized representative to
do so. We also disagree with the
commenter’s recommendation to add
“or otherwise relevant” to the regulatory
text in regard to additional evidence.
We believe the current text is clear that
any new or additional evidence
considered, relied upon, or generated by
the MCO, PIHP, or PAHP in connection
with the appeal of the adverse benefit
determination should be made available
for review. We also disagree that such
information is only available upon
request, as this standard does not exist
in regulation today.

We disagree with the commenter’s
recommendation to remove the language
“new or additional evidence . . .
generated by the MCO, PIHP, or PAHP”
as we believe it is necessary and
appropriate for managed care plans to
make this information available to
enrollees and their representatives to
ensure a fair and impartial appeal. We
clarify that the documents and
information referenced at
§438.404(b)(2) and §438.406(b)(5) are
similar; however, it is possible that the
enrollee’s case file used for the appeal
at §438.406(b)(5) could contain
additional documents and information

that were not available at the time of the
adverse benefit determination under
§438.404(b)(2). We agree with the
commenter’s recommendation to
restructure the sentence to remove the
parentheses. We are modifying the
regulatory text to adopt this
recommendation accordingly.

After consideration of the public
comments, we are finalizing § 438.406
with a modification at §438.406(b)(5) to
restructure the sentence and remove the
parentheses. We are also finalizing
§438.406(b)(2)(i), as discussed more
fully in section I.B.9.a. of this final rule,
to replace the term “‘health care
professional” with “individual.”
Finally, we are modifying § 438.406(a)
to add the language “related to a
grievance or appeal” to improve the
accuracy of the sentence. We are
finalizing all other sections as proposed.

(6) Resolution and Notification:
Grievances and Appeals (§§438.408 and
431.244(f))

We proposed to make significant
modifications to § 438.408 to further
align Medicaid managed care standards
with MA and private insurance and
group health plan standards. We
proposed several significant
modifications as explained in more
detail below: (1) Changes in the
timeframes to decide appeals and
expedited appeals; (2) strengthen notice
standards for extensions; and (3) change
the processes for receiving a state fair
hearing for enrollees of MCOs, PIHPs,
and PAHPs. In addition, we proposed to
reorganize the regulation for greater
clarity and to add the phrase “consistent
with state policy” to paragraph (e)(2)(iii)
to be consistent with our proposal in
§438.420(d).

In § 438.408(b)(2), we proposed to
adjust the timeframes in which MCOs,
PIHPs, and PAHPs would have to make
a decision about an enrollee appeal to
align with the standards applicable to a
MA organization. Currently, MCOs and
PIHPs may have up to 45 days to make
a decision about a standard (non-
expedited) appeal. In §422.564(e), MA
plans must make a decision about first
level appeals in 30 days, while Part D
plans must provide a decision in 7 days
under §423.590(a)(1). Federal
regulations on the private market permit
up to 60 days for a standard decision on
an internal appeal (see § 147.136(b)(2)(i)
and (b)(3), incorporating 29 CFR
2560.503—1(b)(1) for individual health
insurance issuers and group health
insurance issuers and plans). We
proposed to shorten the timeframe for
MCO, PIHP, and PAHP appeal decisions
from 45 days to 30 calendar days, which
would achieve alignment with MA
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standards while still allowing adequate
time for decision-making and response.

In paragraph (b)(3), we proposed to
adjust the Medicaid managed care
timeframes for expedited appeals to
align with standards applicable to MA
and the private market. Currently under
subpart F, MCOs and PIHPs have 3
working days from receipt of a request
to make a decision in an expedited
review. The MA (§422.572(a)) and
private market regulations (29 CFR
2590.715-2719(c)(2)(xiii)) stipulate that
a plan must make a decision within 72
hours of receiving a request for
expedited review. We proposed to
modify our expedited appeal decision
timeframes from 3 working days to 72
hours. The change would improve the
speed with which enrollees would
receive a MCO, PIHP, or PAHP decision
on critical issues, and align Medicaid
managed care with Medicare and
private insurance and group health
plans.

For extensions of the timeframe to
resolve an appeal or grievance when the
enrollee has not requested the extension
(§438.408(c)(2)), we proposed to
strengthen the notification
responsibilities on the MCO, PIHP, or
PAHP by setting new specific standards
and to add existing text in §438.408(c)
to paragraph (c)(2). We proposed to add
the current standards in
§438.404(c)(4)(i) and (ii) to
§438.408(c)(ii) and (iii), which describe
the standards on the MCO, PIHP, or
PAHP for an extension of the timeframe
for standard or expedited appeals for
clarity and consistency.

In §438.408(d)(1) and (2), we
proposed to add a provision requiring
that grievance notices (as established by
the state) and appeal notices (as directed
in the regulation) from a MCO, PIHP, or
PAHP ensure meaningful access for
people with disabilities and people with
limited English proficiency by, at a
minimum, meeting the standards
described at §438.10.

In § 438.408(e), we proposed to add
“consistent with state policy” in
paragraph (e)(2)(iii) to be clear that such
practices must be consistent across both
FFS and managed care delivery systems
within the state. This is added here to
be consistent with a proposed change in
§438.420(d) that stipulates that the
MCQO’s, PIHP’s, or PAHP’s ability to
recoup from the enrollee under a final
adverse decision must be addressed in
the contract and that such practices be
consistent across both FFS and managed
care delivery systems within the state.
For example, if the state does not
exercise the authority for recoupment
under §431.230(b) for FFS, the same

practice must be followed by the state’s
contracted MCOs, PIHPs, and PAHPs.

In § 438.408(f), we proposed to
modify the Medicaid managed care
appeals process such that an enrollee
must exhaust the MCO, PIHP, or PAHP
appeal process prior to requesting a
state fair hearing. This would eliminate
a bifurcated appeals process while
aligning with MA and the private
market regulations. Under current
Medicaid rules, states have the
discretion to decide if enrollees must
complete the MCO, PIHP, or PAHP
appeal process before requesting a state
fair hearing or whether they can request
a state fair hearing while the MCO,
PIHP, or PAHP appeal process is still
underway. Depending on the state’s
decision in this regard, this discretion
has led to duplicate efforts by the MCO,
PIHP, or PAHP and the state to address
an enrollee’s appeal. Both MA rules and
regulations governing private market
and group health plans have a member
complete the plan’s internal appeal
process before seeking a second review.
Our proposed change would be
consistent with both those processes.

Specifically, under the proposed
change in paragraph (f)(1), a MCO,
PIHP, or PAHP enrollee would have to
complete the MCO, PIHP, or PAHP
appeal process before requesting a state
fair hearing. The proposed change
would enable consumers to take
advantage of the state fair hearing
process in a consecutive manner which
would lead to less confusion and effort
on the enrollee’s part and less
administrative burden on the part of the
managed care plan and the state; the use
of a federal standard for this would
eliminate variations across the country
and lead to administrative efficiencies
for the MCOs, PIHPs, and PAHPs that
operate in multiple states. Moreover,
our proposed reduction in the
timeframes that a MCO, PIHP, or PAHP
would have to take action on an appeal
(from 45 to 30 calendar days) in
§438.408(b)(2) would permit enrollees
to reach the state fair hearing process
more quickly. We believed that our
proposal would achieve the appropriate
balance between alignment, beneficiary
protections, and administrative
simplicity.

We proposed in new paragraph (f)(2)
to revise the timeframe for enrollees to
request a state fair hearing to 120
calendar days. This proposal would
extend the maximum period under the
current rules and would give enrollees
more time to gather the necessary
information, seek assistance for the state
fair hearing process and make the
request for a state fair hearing.

We also proposed a number of
changes to § 431.244, Hearing Decisions,
that correspond to these proposed
amendments to §438.408. In §431.244,
we proposed to remove paragraph
(H)(1)(ii) which references direct access
to a state fair hearing when permitted by
the state. As that option is proposed to
be deleted in §438.408(f)(1), it should
also be deleted in §431.244(f)(1). In
§431.244(f)(2), we considered whether
to modify the 3 working day timeframe
on the state to conduct an expedited
state fair hearing. In the interest of
alignment, we examined the
independent and external review
timeframes in both MA and QHPs and
found no analogous standard or
consistency for final administrative
action regarding expedited hearings. We
therefore proposed to keep the state fair
hearing expedited timeframe at 3
working days. We proposed to delete
current paragraph (f)(3) as it is no longer
relevant given the deletion of direct
access to state fair hearing proposed
revision to §438.408(f)(1). We proposed
no additional changes to § 431.244.

We received the following comments
in response to our proposal to revise
§438.408 and §431.244.

Comment: Many commenters
supported the proposed revisions to
§438.408 and recommended specific
revisions throughout the section. A few
commenters recommended that CMS
remove the 90 calendar day requirement
to resolve grievances at § 438.408(b)(1),
as some grievances are not resolvable,
such as the rudeness of an employee or
provider. A few commenters also
recommended that CMS shorten the 90
calendar day requirement to 60 calendar
days or 30 calendar days to be more
consistent with the timeframe for
appeals at §438.408(b)(2).

Response: We disagree with
commenters that we should remove the
90 calendar day requirement to resolve
grievances. While the rudeness of an
employee or provider might be outside
of the managed care plan’s control, the
managed care plan can acknowledge the
complaint, monitor complaints for
unsatisfactory patterns, and take action
as necessary. We also decline to shorten
the 90 calendar day requirement, as the
regulatory text already gives states the
flexibility to set a timeframe that does
not exceed 90 calendar days from the
day the MCO, PIHP, or PAHP receives
the grievance. Grievances are not as
urgent as appeals, and they do not
proceed to the state fair hearing level;
therefore, we believe a national standard
of less than 90 days is not necessary or
beneficial.

Comment: Many commenters
recommended alternative timeframes at
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§438.408(b)(2) for the resolution of a
standard appeal. A few commenters
recommended the CMS retain 45
calendar days, while other commenters
recommended that CMS expand the
timeframe to 60 calendar days. Several
commenters supported the 30 calendar
day requirement, and one commenter
recommended that CMS remove the
language that allows states to establish
a timeframe less than 30 calendar days.
A few commenters recommended that
CMS remove all timeframes and allow
complete state flexibility on the
resolution timeframes for standard
appeals.

Response: We disagree with
commenters that CMS should retain the
45 calendar day requirement or expand
the timeframe to 60 calendar days. We
believe that it is important to align with
MA in this area to build consistency
between the two programs, and we
believe that 30 calendar days allow for
the appropriate amount of time that
decision makers need to evaluate the
standard appeal. We also believe that a
timeframe of 30 calendar days will
allow enrollees to move to the state fair
hearing in a more expedient manner,
which is an important consideration in
light of the new exhaustion requirement
before a request for a state fair hearing
can be made. We also disagree with
commenters’ recommendations to
remove state flexibility to establish a
timeframe that is less than 30 calendar
days, and we disagree with commenters’
recommendations that states should be
allowed greater flexibility to establish
all resolution timeframes for standard
appeals. We believe it is critical to strike
the appropriate balance among state
flexibility, national minimum standards,
and requirements that align across
different health care coverage options.
In this context, we believe it is
appropriate to set a national benchmark
that standard appeals be resolved for
enrollees in a set amount of time. If
states find that managed care plans can
resolve standard appeals faster than 30
calendar days, we believe that enrollees
benefit from providing flexibility for
states to impose tighter timeframes. We
also note that managed care plans will
have the authority to extend the
timeframe beyond 30 calendar days in
accordance with §438.408(c) when the
specified requirements are met.

Comment: Many commenters
recommended alternative timeframes at
§438.408(b)(3) for the resolution of an
expedited appeal. Some commenters
recommended that CMS retain the
current standard of 3 working days.
Several commenters recommended that
CMS revise the proposed 72 hour
requirement to 24 hours, 1 business day,

2 business days, or 3 business days. A
few commenters recommended that
CMS remove the 72 hour requirement in
whole and allow states to define the
standard for their respective programs.
One commenter recommended that
CMS clarify that the 72 hour clock only
starts after all medical documentation
has been received. A few commenters
supported the 72 hour requirement but
recommended special timeframes for
specific benefits. One commenter
recommended a 24 hour requirement for
expedited prescription appeals to
ensure that there is no delay in an
enrollee’s prescription benefit. One
commenter recommended a 3 business
day requirement for all expedited LTSS
appeals, as these appeals generally have
more complex documentation and
records. Most commenters that
recommended alternative timeframes
stated concern regarding the 72 hour
requirement as being too burdensome
and costly for managed care plans to
maintain.

Response: We appreciate the many
comments that we received regarding
this issue. We believe that 72 hours is
the appropriate amount of time for
Medicaid managed care plans to make a
decision on expedited appeals, as this
timeframe reflects the industry standard
for expedited appeals and aligns with
both MA and the private market. This
requirement improves the speed at
which enrollees receive decisions
regarding care that may be urgently
needed. For these reasons, we are
adopting it as the national minimum
standard for expedited appeals across
all Medicaid managed care programs.
States will retain the flexibility to set
thresholds earlier than the 72 hour
requirement. We also decline to add
language to the regulatory text to clarify
that the 72 hour clock does not begin
until after all medical documentation
has been received, as in the interest of
timely resolution of matters affecting
enrollee health, we believe that
managed care plans should be working
as expediently as possible to obtain the
necessary medical documentation to
resolve the expedited appeal. We note
that managed care plans will have the
authority to extend the timeframe
beyond 72 hours in accordance with
§438.408(c) when the appropriate and
specified requirements are met. We also
decline to set special timeframes for
specific benefits, such as pharmacy and
LTSS. We believe that expedited
appeals for these benefits should also
follow the 72 hour requirement. We
clarify that some commenters confused
expedited pharmacy appeals and the 24
hour prior authorization requirement

added at § 438.3(s)(6) to comply with
section 1927(d)(5) of the Act; as noted
in section 1.B.2., the prior authorization
process for the provision of outpatient
covered drugs is not an appeal but is a
step toward the determination of
whether the drug will be covered by the
managed care plan. We understand
commenters’ concerns regarding
administrative burden and costs, but we
believe this is similar to the
requirements in other markets and an
expectation of doing business in the
health care market.

Comment: Several commenters
recommended that CMS revise
§438.408(c) to remove the 14 calendar
day extension for expedited appeals. A
few commenters also recommended that
CMS revise the number of calendar days
allowed for the extension, as they found
14 calendar days to be too long. One
commenter recommended that CMS
define “‘reasonable efforts’ at
§438.408(c)(2)(d). A few commenters
recommended that CMS clarify that if
the MCO, PIHP, or PAHP extends the
timeframe, and the extension is not at
the request of the enrollee, that the
managed care plan must cover the cost
of all services or benefits provided
during that 14 calendar day period. A
few commenters recommended that
CMS consider a deemed exhaustion
requirement when managed care plans
fail to meet the timeframe of the
extension.

Response: We disagree with
commenters that we should remove the
14 calendar day extension for standard
or expedited appeals. We recognize the
need for enrollees to expediently move
through the appeals process, but we
believe there are extenuating
circumstances that require the option of
the 14 calendar day extension. Current
language at § 438.408(c)(1)(i) and (ii)
allows the enrollee to request the 14
calendar day extension, or require the
managed care plan to demonstrate the
need for additional information and
how the delay will be in the enrollee’s
interest. We believe it is necessary and
appropriate to continue allowing this
option, and we believe that 14 calendar
days is enough time for both enrollees
and managed care plans to gather the
additional information that is needed to
resolve the appeal.

We decline to define ‘“‘reasonable
efforts” at §438.408(c)(2)(i) as we do not
believe it is necessary. We encourage
managed care plans to make every effort
to reach enrollees and give prompt oral
notice of the delay. However, we have
also required at § 438.408(c)(2)(ii) that
managed care plans provide enrollees
written notice of the delay within 2
calendar days. We believe that this is
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sufficient action from the managed care
plan to ensure that enrollees know
about any delay of their appeal. We
decline to assign, at the federal level,
the financial liability on the enrollee or
the managed care plan for services
furnished while the appeal is pending,
including in the context of the 14
calendar day extension. Consistent with
the notice requirements at
§§438.404(b)(6) and 438.408(e)(2)(iii),
and the requirements specified at
§438.420(d), enrollees may be held
responsible or may be required to pay
the costs of these services, consistent
with state policy. Such requirements
must be consistently applied within the
state under both managed care and FFS,
as specified at §438.420(d).

Finally, consistent with our preamble
discussion about § 438.402(c)(1)(i), we
agree with commenters that adopting
the deemed exhaustion requirement
from the private market rules at 45 CFR
147.136(b)(2)(ii)(F) will ensure that
enrollees maintain access to a state fair
hearing if the managed care plan does
not adhere to the notice and timing
requirements in § 438.408, including
specific timeframes for resolving
standard and expedited appeals and the
14 calendar day extension. We are
finalizing the regulatory text to adopt
this recommendation.

Comment: A few commenters
recommended that CMS clarify that the
format of the notice at §438.408(d)(1)
and (2) should specifically reference the
requirements at §438.10(d).

Response: The language at
§438.408(d)(1) and (2) require managed
care plans to format the notice
consistent with the requirements in
§438.10 generally; therefore, we believe
that to specifically add references to
§438.10(d) would be duplicative and
unnecessary.

Comment: Many commenters
disagreed with our proposed exhaustion
requirement in §438.408(f)(1) and
offered alternatives. Many commenters
recommended that CMS continue to
allow direct access or concurrent access
to the state fair hearing, as this is a
critical beneficiary protection,
especially for vulnerable populations
with complex, chronic, and special
health care needs that may be
overburdened by the additional process
and require an immediate review by an
independent and impartial authority to
prevent any further delays or barriers to
care. Many commenters recommended
that CMS allow state flexibility to
ensure that current beneficiary
protections in place today are not
unnecessarily eroded. A few
commenters stated that some states
currently allow the state fair hearing in

lieu of the managed care plan appeal
and recommended that CMS retain this
as an option. Several commenters also
recommended that CMS allow for an
optional and independent external
medical review, which is both outside
of the state and the managed care plan.
Commenters stated that such an
optional external review can better
protect beneficiaries and reduce burden
on state fair hearings, as these external
processes have proven to be an effective
tool in resolving appeals before reaching
a state fair hearing. Several commenters
also recommended that CMS adopt the
deemed exhaustion requirement from
the private market rules at 45 CFR
147.136(b)(2)(ii)(F) to ensure that
enrollees maintain access to a state fair
hearing if the managed care plan does
not adhere to the notice and timing
requirements in § 438.408, including
specific timeframes for resolving
standard and expedited appeals.

Response: We thank the commenters
for the many thoughtful and specific
recommendations regarding proposed
§438.408(f)(1) and acknowledge the
need to carefully consider the impact of
this requirement on enrollees.
Consistent with our preamble
discussion at §438.402(c)(1)(i), we
understand commenters’ concerns and
recommendations regarding direct
access to a state fair hearing for
vulnerable populations; however, we
decline to adopt this requirement. We
believe that a consistent and uniform
appeals process benefits enrollees and
will better lead to an expedited
resolution of their appeal. We have
shortened the managed care plan
resolution timeframe for standard
appeals from 45 days to 30 calendar
days and shortened the managed care
plan resolution timeframe for expedited
appeals from 3 working days to 72
hours. We have also lengthened the
timeframe for enrollees to request a state
fair hearing from a maximum of 90 days
to 120 calendar days, counting from the
receipt of the adverse appeal decision
from the managed care plan. We have
aligned these timeframes with other
public and private health care markets
and believe this ultimately protects
enrollees by establishing a national
framework for a uniform appeals
process.

We agree with commenters that
adopting the deemed exhaustion
requirement from the private market
rules at 45 CFR 147.136(b)(2)(ii)(F) will
ensure that enrollees maintain access to
a state fair hearing if the managed care
plan does not adhere to the notice and
timing requirements in § 438.408,
including specific timeframes for
resolving standard and expedited

appeals. As noted in our discussion of
§438.402, we are including a deemed
exhaustion provision in this final rule;
we are finalizing text in several
regulation sections, including
§438.408(c)(3) and (f)(1)(i) to implement
the deemed exhaustion requirement.

In addition, we disagree with
commenters that recommended that
states be allowed to establish their own
processes and timeframes for grievances
and appeals that differ from our
proposed rule, we are persuaded by
commenters’ recommendations
regarding an optional and independent
external medical review. We agree that
an optional external medical review
could better protect enrollees and be an
effective tool in resolving appeals before
reaching a state fair hearing. Therefore,
we are finalizing this rule with
provisions in several sections, including
§438.408(f)(1)(ii), that permit a state to
implement an external appeal process
on several conditions: the review must
be at the enrollee’s option and cannot be
a requirement before or used as a
deterrent to proceeding to the state fair
hearing; the review must be
independent of both the state and
managed care plan; the review must be
offered without any cost to the enrollee;
and any optional external medical
review must not extend any of the
timeframes specified in §438.408 and
must not disrupt the continuation of
benefits in §438.420.

Comment: Many commenters
disagreed with CMS and recommended
alternative timeframes at §438.408(f)(2)
for enrollees to request a state fair
hearing. Commenters recommended that
CMS not expand the amount of time
enrollees have to file and request a state
fair hearing up to 120 calendar days.
Many commenters stated that 120
calendar days was too long and would
expose managed care plans, states, and
enrollees to unnecessary financial
liability. Commenters also stated that
the 120 calendar days is not consistent
with the 90 calendar days in Medicaid
FFS at § 431.244(f). Commenters
recommended that CMS revise the 120
calendar days to 45 calendar days, 60
calendar days, or 90 calendar days.
Many commenters also supported the
proposed 120 calendar days and stated
that the new requirement would give
enrollees extra time to gather the
information and documentation they
need before proceeding to the state fair
hearing.

Response: We disagree with
commenters that we should shorten the
amount of time given to enrollees to
request a state fair hearing. We believe
that 120 calendar days is the necessary
and appropriate amount of time to give



Federal Register/Vol. 81, No. 88/Friday, May 6, 2016/Rules and Regulations

27519

enrollees the time they need to gather
information and documentation before
proceeding to the state fair hearing. We
note that while the 120 calendar day
requirement may not be consistent with
Medicaid FFS at § 431.244(f), that
Medicaid FFS requirement is only
related to the first level of appeal. We
also note that enrollees have 60 calendar
days to file the appeal with the managed
care plan, and upon notice that the
managed care plan is upholding their
adverse benefit determination, the
enrollee has the additional 120 calendar
days to file for state fair hearing. We
believe it is important for enrollees to
file appeals as expediently as possible,
but that between the managed care plan
appeal level and state fair hearing, the
total timeframe is generally consistent
with the private market.

Comment: One commenter stated that
the language “‘the earlier of the
following” was missing in the proposed
change to §431.244(f)(1).

Response: We clarify for the
commenter that the language ““the
earlier of the following” was deleted in
the proposed regulatory text to be
consistent with the removal of direct
access to a state fair hearing.

After consideration of the public
comments, we are finalizing § 438.408
of the rule with some changes from the
proposed rule. As compared to the
proposed rule, the final text at
§§438.408(c)(3) and 438.408(f)(1) is
modified to adopt the deemed
exhaustion requirement from the private
market rules at 45 CFR
147.136(b)(2)(ii)(F) to ensure that
enrollees maintain access to a state fair
hearing if the managed care plan does
not adhere to the notice and timing
requirements in § 438.408. The
regulatory text at § 438.408(f)(1) now
contains an optional and independent
external medical review that must be at
the enrollee’s option, must not be a
requirement before or used as a
deterrent to proceeding to the state fair
hearing, must be offered without any
cost to the enrollee, must not extend any
of the timeframes specified in § 438.408,
and must not disrupt the continuation
of benefits in §438.420. Consistent with
the discussion throughout subpart F, we
are replacing the term “dispose” with
“resolve” in § 438.408 references to
resolution of the appeal. We are
finalizing all other sections as proposed.

(7) Expedited Resolution of Appeals
(§438.410)

In addition to the revisions to add
PAHPs to the scope of this regulation,
we proposed to revise § 438.410(c)(2) to
replace the current general language on
oral and written notification with a

cross reference to §438.408(c)(2), to
more specifically identify the
responsibilities of the MCO, PIHP, or
PAHP when extending timeframes for
resolution. We also proposed a
grammatical correction to paragraph (b)
to replace the word “neither” with
“not.” We proposed no other changes to
this section.

We received the following comments
in response to our proposal to revise
§438.410.

Comment: A few commenters
recommended that CMS revise the
language at §438.410(a) to include
physical and mental health, as well as
settings of care, when referring to urgent
circumstances that require an expedited
resolution.

Response: We agree with commenters
that § 438.410(a) could be strengthened
to include both physical and mental
health. We are modifying the regulatory
text to include this recommendation.
However, we disagree with commenters
that § 438.410(a) should include
additional language related to settings of
care. We believe that the current
language is clear and requires a
managed care plan to maintain an
expedited appeals process for urgent
circumstances, regardless of the setting,
when taking the time for a standard
resolution could seriously jeopardize
the enrollee’s life or health (both
physical and mental health) or ability to
attain, maintain, or regain maximum
function.

Comment: A few commenters
recommended that CMS revise the
requirements at §438.410(b) to add
sanctions and penalties for managed
care plans that do not comply with the
prohibition against punitive action. One
commenter recommended that CMS
give examples of punitive action.

Response: We disagree with the
commenters’ recommendation to add
sanctions and penalties at §438.410(b),
as such issues are addressed elsewhere.
Consistent with §438.700, states
determine whether an MCO, PCCM, or
PCCM entity has violated any
regulations or requirements and
whether to impose corresponding
sanctions; under to § 438.730, CMS may
also impose sanctions for certain
failures or lack of compliance by an
MCO. Further, states have discretion
under state law to develop enforcement
authority and impose sanctions or take
corrective action. We note that examples
of punitive action can include a
managed care plan’s decision to
terminate a provider’s contract, to no
longer assign new patients, or to reduce
the provider’s rates; however, we
reiterate that the standards in subpart I

apply.

Comment: A few commenters
recommended that CMS revise
requirements at § 438.410(c) to add an
appeal right regarding the denial of a
request for expedited resolution. One
commenter recommended that CMS add
direct access to the state fair hearing if
the request for expedited resolution is
denied. One commenter recommended
that CMS add requirements to prohibit
managed care plans from overriding the
decision of a health care provider in
requesting an expedited resolution.

Response: We appreciate commenters’
recommendations but decline to add
such additional requirements at
§438.410(c). If the request for expedited
resolution is denied, managed care
plans must transfer the appeal to the
timeframe for standard resolutions.
Additionally, managed care plans must
follow the requirements at
§438.408(c)(2), which requires managed
care plans to give enrollees notice of
their right to file a grievance if he or she
disagrees with the managed care plan’s
decision to deny the expedited
resolution request. Further, we do not
believe that direct access to the state fair
hearing is necessary, as the appeal will
proceed through the managed care
plan’s one level of appeal, and then if
necessary, the enrollee can request a
state fair hearing if the adverse benefit
determination is upheld. Finally, we
decline to add requirements to prohibit
managed care plans from overriding the
decision of a health care provider in
requesting an expedited resolution.
Managed care plans maintain both
medical necessity criteria and clinical
standards and consult regularly with
health care providers when making the
decision to grant or deny an expedited
resolution.

After consideration of the public
comments, we are finalizing § 438.410
as proposed with a modification to
§438.410(a) to include both physical
and mental health as discussed above.

(8) Information About the Grievance
System to Providers and Subcontractors
(§438.414)

In addition to the change proposed
throughout this subpart in connection
with PAHPs, we proposed to update the
cross reference from §438.10(g)(1) to
§438.10(g)(2)(xi) to be consistent with
our proposed revisions to § 438.10,
discussed in more detail below in
section I.B.6.d. of this final rule.

We received the following comments
in response to our proposal to revise
§438.414.

Comment: A few commenters
recommended that CMS add references
to the term “appeal” when referencing
the grievance system in §438.414.
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Response: We agree with commenters
that § 438.414 should be revised to
include the term “appeal” when
referencing the grievance system and to
be inclusive of both grievances and
appeals.

After consideration of the public
comments, we are finalizing § 438.414
as proposed with a modification to
include the term ‘“‘appeal”” when
referencing the grievance system.

(9) Recordkeeping Requirements
(§438.416)

In §438.416, we proposed to modify
the recordkeeping standards under
subpart F to impose a consistent,
national minimum recordkeeping
standard. The current recordkeeping
provisions do not set standards for the
type of appeals and grievance
information to be collected, and only
stipulate that states must review that
information as part of an overall quality
strategy.

Specifically, we proposed to
redesignate the existing provisions of
§438.416 as a new paragraph (a), adding
that the state must review the
information as part of its monitoring of
managed care programs and to update
and revise its comprehensive quality
strategy. We proposed to add a new
paragraph (b) to specifically list the
information that must be contained in
the record of each grievance and appeal:
A description of the reason for the
appeal or grievance, the date received,
the date of each review or review
meeting if applicable, the resolution at
each level, the date of resolution, and
the name of the enrollee involved.
Finally, we proposed to add a new
paragraph (c) to stipulate that the record
be accurately maintained and made
accessible to the state and available to
CMS upon request.

We received the following comments
in response to our proposal to revise
§438.416.

Comment: Several commenters
supported § 438.416(a) and
recommended additional requirements
for CMS to include. A few commenters
recommended that CMS require an
annual report from states as part of their
ongoing monitoring processes. A few
commenters recommended that CMS
require states to track the numbers of
appeals and grievances and make such
data available to the public. One
commenter recommended that CMS
make aggregate level appeals and
grievances data available. One
commenter also recommended that CMS
require states to monitor and evaluate
their appeals and grievances processes.

Response: States are required to
address the performance of their appeal

and grievance systems in the managed
care program assessment report required
at §438.66 of this final rule. States are
also required to post this program report
on their state public Web site for public
viewing. We do not believe that any
additional requirements are needed to
ensure that states are monitoring and
evaluating their appeals and grievances
processes. While we understand the
commenters’ recommendations
regarding access to public and aggregate
level data, this is not a feasible or
practical requirement to add at this
time. We do not believe that all states
or managed care plans have electronic
systems for tracking appeals and
grievances that would easily be
consumable or transferable for public
viewing. While we encourage states and
managed care plans to be transparent
about their appeals and grievances
processes, we do not believe that
additional data requirements are
appropriate at this time.

Comment: Several commenters
supported the requirements at
§438.416(b)(1) through (6). One
commenter recommended that CMS
make (1) through (6) optional for states
and managed care plans, as some states
do not need all of the information listed.
One commenter recommended that
CMS add one more requirement to
capture the names of staff and
individuals, including health care
professionals, who decided the outcome
of each appeal and grievance. The
commenter stated that the actual names
of staff may be useful in identifying
and/or addressing patterns and trends in
the grievance and appeal resolution
process.

Response: We disagree with
commenters that requirements at
§438.416(b)(1) through (6) should be
optional and at the state’s discretion.
We believe that all of these record
requirements are needed to ensure
accurate and thorough monitoring and
evaluation of a state’s and managed care
plan’s grievance and appeal system. We
also decline to add new record
requirements for states and managed
care plans to capture the names of staff
and individuals who decided the
outcome of each appeal and grievance,
as we believe this to be an operational
and internal matter for states and
managed care plans. States have the
authority to require managed care plans
to track and record additional appeal
and grievance elements.

After consideration of the public

comments, we are finalizing § 438.416
as proposed without modification.

(10) Effectuation of Reversed Appeal
Resolutions (§ 438.424)

In addition to adding PAHPs to
§438.424, we proposed to revise the
current rule in paragraph (a) so that the
MCO, PIHP, or PAHP must effectuate a
reversal of an adverse benefit
determination and authorize or provide
such services no later than 72 hours
from the date it receives notice of the
adverse benefit determination being
overturned. This is consistent with the
timeframes for reversals by MA
organizations and independent review
entities in the MA program, as specified
in §422.619 for expedited reconsidered
determinations, when the reversal is by
the MA organization or the independent
review entity. In addition to providing
consistency across these different
managed care programs, and the
increases in efficiency that we predict as
a result of this alignment, we believe
that 72 hours is sufficient time for an
MCO, PIHP, or PAHP to authorize or
provide services that an enrollee has
successfully demonstrated are covered
services. We solicited comment on this
proposal and on our assumptions as to
the amount of time that is necessary for
an MCO, PIHP, or PAHP to authorize or
provide services.

We received the following comments
in response to our proposal to revise
§438.424.

Comment: Many commenters
supported §438.424(a) regarding the 72
hour requirement for managed care
plans to reverse the adverse benefit
determination. Some commenters
recommended that CMS revise the
requirement from 72 hours to 24 hours
to ensure quick access to needed
services. Several commenters disagreed
with CMS and recommended a longer
time requirement, as 72 hours was not
feasibly possible to reverse an adverse
benefit determination. Commenters
stated that the 72 hour requirement
would require more managed care plan
resources and would increase
administrative costs to states. One
commenter recommended that CMS
clarify whether the MCO, PIHP, or
PAHP must authorize or provide the
service within 72 hours. One
commenter recommended that CMS
address services that have lapsed while
the appeal process was pending.

Response: We appreciate the broad
support at § 438.424(a) but decline to
adopt commenters’ recommendations.
While we encourage managed care plans
to reverse the adverse benefit
determination as quickly as possible
and as quickly as the enrollee’s health
condition requires, we do not believe
that 24 hours provides enough time for
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managed care plans to authorize or
provide the disputed service in many
cases. We also decline to increase the
timeframe, as we believe that 72 hours
is the appropriate amount of time for
managed care plans to authorize or
provide the disputed service. We also
note that the 72 hour requirement is
consistent with MA requirements and
should be familiar to most managed care
plans operating across both markets. We
understand commenters’ concerns
regarding administrative burden and
costs, but we believe this is a usual part
of doing business in the health care
market. We clarify for commenters that
§ 438.424(a) requires managed care
plans to authorize or provide the
disputed services promptly; therefore,
the MCO, PIHP, or PAHP must, at a
minimum, authorize the service within
72 hours. We also clarify for
commenters that lapsed services are the
same as services not furnished, and
managed care plans should promptly
authorize or provide such disputed
services as quickly as the enrollee’s
health condition requires.

Comment: One commenter
recommended that CMS clarify at
§438.424(a) the requirement if a state or
federal court orders the reversal of an
adverse benefit determination.

Response: We clarify for the
commenter that state and federal court
orders should be followed and
recommend that managed care plans
reverse the adverse benefit
determination consistent with such state
and federal court order and the
requirements at § 438.424(a) and (b).

Comment: A few commenters
recommended that CMS clarify at
§ 438.424(b) that enrollees are not
responsible for the cost of services
furnished while the appeal is pending,
if the adverse benefit determination is
reversed. One commenter recommended
that managed care plans be required to
pay for the cost of services and
reimburse the state for the cost of the
appeal.

Response: We agree with commenters
that enrollees should not be responsible
for the cost of services and note that
§ 438.424(b) requires the state or
managed care plan to pay for the
services in accordance with state policy
and regulations. If an enrollee paid for
such services himself or herself, the
enrollee must be reimbursed. We
decline to add requirements that
managed care plans pay the state for the
cost of the appeal, as this is a state-
specific issue and should be addressed
between the state and managed care
plan.

Comment: One commenter
recommended that CMS add

requirements at § 438.424 to establish
MCO, PIHP, and PAHP appeal rights
regarding the reversal of adverse benefit
determinations.

Response: We decline to add
requirements at § 438.424 to establish
MCO, PIHP, and PAHP appeal rights
regarding the reversal of adverse benefit
determinations, as this is a state-specific
issue and should be addressed between
the state and managed care plan.

After consideration of the public
comments, we are finalizing § 438.424
as proposed without modification.

c. Medical Loss Ratio (§§438.4, 438.5,
438.8, and 438.74)

In keeping with our goals of
alignment with the health insurance
market whenever appropriate and to
ensure that capitation rates are
actuarially sound, we proposed that the
MLR for MCOs, PIHPs, and PAHPs be
calculated, reported, and used in the
development of actuarially sound
capitation rates. Under section
1903(m)(2) of the Act and regulations
based on our authority under section
1902(a)(4) of the Act, actuarially sound
capitation rates must be utilized for
MCQOs, PIHPs, and PAHPs. Actuarial
soundness requires that capitation
payments cover reasonable, appropriate
and attainable costs in providing
covered services to enrollees in
Medicaid managed care programs. A
medical loss ratio (MLRs) is one tool
that can be used to assess whether
capitation rates are appropriately set by
generally illustrating how those funds
are spent on claims and quality
improvement activities as compared to
administrative expenses, demonstrating
that adequate amounts under the
capitation payments are spent on
services for enrollees. In addition, MLR
calculation and reporting results in
responsible fiscal stewardship of total
Medicaid expenditures by ensuring that
states have sufficient information to
understand how the capitation
payments made for enrollees in
managed care programs are expended.
We proposed to incorporate various
MLR standards in the actuarial
soundness standards proposed in
§§438.4 and 438.5, and to add new
§§438.8 and 438.74. The new regulation
text would impose the requirement that
MLR be calculated, reported and used in
the Medicaid managed care rate setting
context by establishing, respectively, the
substantive standards for how MLR is
calculated and reported by MCOs,
PIHPs, and PAHPs, and state
responsibilities in oversight of the MLR
standards.

(1) Medical Loss Ratio as a Component
of Actuarial Soundness (§§438.4 and
438.5)

In § 438.4(b)(8), we proposed that
capitation rates for MCOs, PIHPs, and
PAHPs must be set such that, using the
projected revenues and costs for the rate
year, the MCO, PIHP, or PAHP would
achieve an MLR of at least 85 percent,
but not exceed a reasonable maximum
threshold that would account for
reasonable administrative costs. We
proposed 85 percent as it is the industry
standard for MA and large employers in
the private health insurance market.
Considering the MLR as part of the rate
setting process would be an effective
mechanism to ensure that program
dollars are being spent on health care
services, covered benefits, and quality
improvement efforts rather than on
potentially unnecessary administrative
activities.

We explained that it is also
appropriate to consider the MLR in rate
setting to protect against the potential
for an extremely high MLR (for example,
an MLR greater than 100 percent). When
an MLR is too high, it means there is a
possibility that the capitation rates were
set too low, which raises concerns about
enrollees’ access to services, the quality
of care, provider participation, and the
continued viability of the Medicaid
managed care plans in that market. We
did not propose a specific upper bound
for the MLR because states are better
positioned to establish and justify a
maximum MLR threshold, which takes
into account the type of services being
delivered, the state’s administrative
requirements, and the maturity of the
managed care program.

In § 438.5(b)(5), we proposed that
states must use the annual MLR
calculation and reporting from MCOs,
PIHPs, or PAHPs as part of developing
rates for future years.

Comments received in response to
§§438.4(b)(8) and 438.5(b)(5) are
addressed at section I.B.3.b and c. of
this final rule.

(2) Standards for Calculating and
Reporting Medical Loss Ratio (§438.8)

We proposed minimum standards for
how the MLR must be calculated and
the associated reports submitted to the
state so that the MLR information used
in the rate setting process is available
and consistent.

In paragraph (a), we proposed that
states ensure through their contracts
with any risk based MCO, PIHP, or
PAHP that starts on or after January 1,
2017, the MCO, PIHP, or PAHP meet the
standards proposed in § 438.8. Non-risk
PIHP or PAHP contracts by their nat