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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.
SUPPLEMENTARY INFORMATION:

Table of Contents
I. Medicaid Managed Care

A. Background

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

. Alignment With Other Health Coverage
Programs

a. Marketing

b. Appeals and Grievances

c. Medical Loss Ratio

2. Standard Contract Provisions

a

b

[y

. CMS Review
. Entities Eligible for Comprehensive Risk
Contracts
c. Payment
d. Enrollment Discrimination Prohibited
e. Services That May Be Covered by an
MCO, PIHP, or PAHP
f. Compliance With Applicable Laws and
Conflict of Interest Safeguards
g. Provider-Preventable Condition
Requirements
h. Inspection and Audit of Records and
Access to Facilities
i. Physician Incentive Plans
j. Advance Directives
k. Subcontracts
1. Choice of Health Professional
m. Audited Financial Reports
n. LTSS Contract Requirements
o. Special Rules for Certain HIOs
p- Additional Rules for Contracts With
PCCMs and PCCM Entities
g- Requirements for MCOs, PTHPs, or
PAHPs That Provide Covered Outpatient
Drugs
. Requirements for MCOs, PIHPs, or
PAHPs Responsible for Coordinating
Benefits for Dually Eligible Individuals
. Payments to MCOs and PIHPs for
Enrollees That Are a Patient in an
Institution for Mental Disease
. Recordkeeping Requirements
Setting Actuarially Sound Capitation
Rates for Medicaid Managed Care
Programs
Definitions
Actuarial Soundness Standards
Rate Development Standards
Special Contract Provisions Related to
Payment
Rate Certification Submission
4. Other Payment and Accountability
Improvements
. Prohibition of Additional Payments for
Services Covered Under MCO, PIHP, or
PAHP Contracts
b. Subcontractual Relationships and
Delegation
Program Integrity
. Sanctions
Deferral and/or Disallowance of FFP for
Non-compliance With Federal Standards
Exclusion of Entities
Beneficiary Protections
Enrollment
Disenrollment Standards and
Limitations
Beneficiary Support System
. Coverage and Authorization of Services
and Continuation of Benefits While the
MCO, PIHP, or PAHP Appeal and the
State Fair Hearing Are Pending
. Continued Services to Beneficiaries and
Coordination and Continuity of Care
Advancing Health Information Exchange
. Managed Long-Term Services and
Supports

e poge w » "

jor)

[=9g2)

po Tepum o

o

Q@

h. Stakeholder Engagement for MLTSS
6. Modernize Regulatory Requirements
a. Availability of Services, Assurances of
Adequate Capacity and Services, and
Network Adequacy Standards
b. Quality of Care
¢. State Monitoring Standards
d. Information Requirements
e. Primary Care Case Management
f. Choice of MCOs, PIHPs, PAHPs, PCCMs
and PCCM Entities
g. Non-Emergency Medicaid
Transportation PAHPs
h. State Plan Requirements
7. Implementing Statutory Provisions
a. Encounter Data and Health Information
Systems
b. Standards for Contracts Involving
Indians, Indian Health Care Providers
and Indian Managed Care Entities
. Emergency and Post-Stabilization
Services
Other Provisions
Provider Discrimination Prohibited
Enrollee Rights
Provider-Enrollee Communications
Liability for Payment
Cost Sharing
f. Solvency Standards
g. Confidentiality
h. Practice Guidelines
9. Definitions and Technical Corrections
a. Definitions
b. Technical Corrections
¢. Applicability and compliance dates
II. CHIP Requirements
A. Background
B. Summary of Proposed Provisions and
Analysis of and Responses to Comments
1. Definitions
2. Federal Financial Participation
3. Basis, Scope, and Applicability
4
5

(o]

op0 TR ®

. Contracting Requirements
. Rate Development Standards and
Medical Loss Ratio
6. Non-Emergency Medical Transportation
PAHPs
Information Requirements
8. Requirement Related to Indians, Indian
Health Care Providers, and Indian
Managed Care Entities
9. Managed Care Enrollment,
Disenrollment, and Continued Services
to Beneficiaries
10. Conflict of Interest Safeguards
11. Network Adequacy Standards
12. Enrollee Rights
13. Provider-Enrollee Communication
14. Marketing Activities
15. Liability for Payment
16. Emergency and Poststabilization
Services
17. Access Standards
18. Structure and Operation Standards
19. Quality Measurement and
Improvement
20. External Quality Review
21. Grievances
22. Sanctions
23. Program Integrity—Conditions
Necessary to Contract as an MCO, PAHP,
or PIHP
1L Third Party Liability
A. Background
B. Summary of Proposed Provisions and
Analysis of and Responses to Comments

N



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

27499

IV. Finding of Good Cause, Waiver of Delay
in Effective Date
V. Collection of Information Requirements
VI. Regulatory Impact Analysis

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
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“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