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I. Executive Summary

American Health Benefit Exchanges,
or “Exchanges” are entities established
under the Patient Protection and
Affordable Care Act? (PPACA) through
which qualified individuals and
qualified employers can purchase health
insurance coverage. Many individuals
who enroll in qualified health plans
(QHPs) through individual market
Exchanges are eligible to receive a
premium tax credit to reduce their costs
for health insurance premiums and to
receive reductions in required cost-
sharing payments to reduce out-of-
pocket expenses for health care services.
The PPACA also established the risk
adjustment program.

On January 20, 2017, the President
issued an Executive Order which stated
that, to the maximum extent permitted
by law, the Secretary of HHS and heads
of all other executive departments and
agencies with authorities and
responsibilities under the PPACA
should exercise all authority and
discretion available to them to waive,
defer, grant exemptions from, or delay
the implementation of any provision or
requirement of the PPACA that would
impose a fiscal burden on any state or
a cost, fee, tax, penalty, or regulatory
burden on individuals, families, health
care providers, health insurers, patients,
recipients of health care services,
purchasers of health insurance, or
makers of medical devices, products, or
medications. This rule will, within the
limitations of the current statute, reduce
fiscal and regulatory burdens across
different program areas and provide
stakeholders with greater flexibility.

Over time, issuer market exits and
increasing insurance rates have
threatened the stability of the individual
and small group market Exchanges in
many geographic areas. These dynamics
have put coverage out of reach for many,
notably those consumers enrolling
outside of the Exchanges, who do not
benefit from the PPACA’s advance
payments of the premium tax credit
(APTQ).

In previous rulemaking, we have
established provisions and parameters
to implement many PPACA
requirements and programs. In this rule,
we amend these provisions and
parameters, with a focus on maintaining
a stable regulatory environment to
provide issuers with greater

1The PPACA (Pub. L. 111-148) was enacted on
March 23, 2010. The Health Care and Education
Reconciliation Act of 2010 (Pub. L. 111-152), which
amended and revised several provisions of the
PPACA, was enacted on March 30, 2010. In this
final rule, we refer to the two statutes collectively
as the “Patient Protection and Affordable Care Act”
or “PPACA”.
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predictability for upcoming plan years,
while simultaneously enhancing the
role of states in these programs and
providing states with additional
flexibilities, reducing unnecessary
regulatory burdens on stakeholders,
empowering consumers, and improving
affordability.

Risk adjustment continues to be a core
program in the individual and small
group markets both on and off the
Exchanges, and we are finalizing
recalibrated parameters for the HHS-
operated risk adjustment methodology.
We are finalizing several changes
related to the risk adjustment data
validation program that are intended to
ensure the integrity of the results of risk
adjustment, and others intended to
alleviate issuer burden associated with
complying with risk adjustment data
validation requirements.

As we do every year in the HHS
notice of benefit and payment
parameters, we are finalizing updated
parameters applicable in the individual
and small group markets. We are
finalizing the user fee rate for issuers
participating on Federally-facilitated
Exchanges (FFEs) and State-based
Exchanges on the Federal platform
(SBE—FPs) for 2020 to be 3.0 and 2.5
percent of premiums, respectively.
These rates are a decrease from past
years, which will increase affordability
for consumers. We are finalizing
updates to the premium adjustment
percentage methodology and amount,
and consequently the maximum annual
limitations on cost sharing for the 2020
benefit year, including those for cost-
sharing reduction plan variations.

We are finalizing changes to the
requirements regarding Navigators to
reduce burden, increase flexibility, and
enable Exchanges to more easily and
cost-effectively operate Navigator
programs. Streamlining the Navigator
training requirements and authorizing
but not requiring assisters to provide
certain types of assistance, including
post-enrollment assistance, will allow
assisters to allocate their resources in a
manner that best meets community
needs, consumer demands, and
organizational resources.

We are finalizing a number of changes
in this rule that are intended to reduce
the burden for consumers by making it
easier to enroll in affordable coverage
through the Exchanges. First, we are
finalizing a policy that would provide
additional flexibility to those in need of
a hardship exemption that currently
must be obtained by filing an
application with an Exchange, by
expanding the types of hardship
exemptions that consumers may claim
for 2018 through the tax filing process.

Second, we believe consumers should
have greater flexibility in how they shop
for coverage, including the avenues
through which they enroll in QHPs. As
such, we have been working to expand
opportunities for individuals to directly
enroll in Exchange coverage through the
websites of certain third parties, called
direct enrollment entities, rather than
having to visit HealthCare.gov. Third,
we are finalizing several regulatory
changes to streamline the regulatory
requirements applicable to these direct
enrollment entities. Fourth, we are
finalizing a proposal to create a special
enrollment period for off-Exchange
enrollees who experience a decrease in
household income and are determined
to be eligible for APTC by the Exchange.
This will allow enrollees to enroll in a
more affordable on-Exchange product
when a consumer’s household income
decreases mid-year.

We requested comment on automatic
re-enrollment processes and
capabilities, as well as additional
policies or program measures that
would reduce eligibility errors and
potential government misspending for
potential action in future rulemaking
applicable not sooner than plan year
2021.

In the proposed rule, we discussed
why we believe increased transparency
is a critical component of a consumer
driven health care system, and
expressed our interest to receive
comments discussing ways to provide
consumers with greater transparency
with regards to their own health care
data, QHP offerings on the FFEs, and the
cost of health care services. We continue
to believe that when consumers have
access to relevant, meaningful, and
consumer-friendly information, they are
empowered to make more informed
decisions with regards to their care.

The proposed rule discussed a future
opportunity for public input on ways to
increase the interoperability of patient-
mediated health care data across health
care programs, including in coverage
purchased through the Exchanges. To
that end, in the March 4, 2019 Federal
Register, we published the
“Interoperability and Patient Access
Proposed Rule” with a 60-day public
comment period. The Interoperability
and Patient Access Proposed Rule
includes policy proposals to make
certain health care data easily accessible
through common technologies in a
convenient, timely, and portable way.
We encourage public input on that
proposed rule.

Additionally, we sought comment on
ways to further implement section
1311(e)(3) of the PPACA, as
implemented by 45 CFR 156.220(d),

where a QHP issuer must make
available the amount of enrollee cost
sharing under the individual’s plan or
coverage for the furnishing of a specific
item or service by a participating
provider in a timely manner upon the
request of the individual. We were
particularly interested in input
regarding what types of data will be
most useful to improving consumers’
abilities to make informed health care
decisions, including decisions related to
their coverage.

We also expressed our interest in
ways to improve consumers’ access to
information about health care costs. We
stated that we believe that consumers
would benefit from a greater
understanding of what their potential
out-of-pocket costs would be for various
services, based on which QHP they are
enrolled in and which provider they
see. We stated that we believe that such
a policy would promote consumers’
ability to shop for covered services, and
to play a more active role in their health
care.

We also are finalizing our proposal to
create a limited data set file using
masked enrollee-level data submitted to
HHS from the External Data Gathering
Environment (EDGE) servers for issuers
of risk adjustment covered plans in the
individual and small group (including
merged) markets, with one modification:
We will not make this limited data set
available for public health or health care
operations purposes. Thus, we are
finalizing our proposal to make this file
available to requestors who seek the
data for research purposes only. In
addition, we are finalizing our proposal
to broaden the permissible HHS uses of
the enrollee-level EDGE data currently
submitted for purposes of risk
adjustment. We believe this will
increase understanding of these markets
and contribute to greater transparency.

We sought comment on ways that we
can promote the offering and take-up of
high deductible health plans (HDHPs)
that can be paired with health savings
accounts (HSAs), which can serve as an
effective and tax-advantageous method
for certain consumers to manage their
health care expenditures. We also
sought comments for ways to increase
the visibility of HSA-eligible HDHPs on
HealthCare.gov.

In furtherance of the Administration’s
priority to reduce prescription drug
costs and to align with the President’s
American Patients First blueprint, we
proposed a series of changes regarding
prescription drug benefits, to the extent
permitted by applicable state law. These
proposals included provisions that
would allow issuers to adopt mid-year
formulary changes to incentivize greater
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enrollee use of lower-cost generic drugs
and that would allow issuers to not
count certain cost sharing toward the
annual limitation on cost sharing if a
consumer selects a brand drug when a
medically appropriate generic drug is
available. Based on issues raised by
commenters, we are not finalizing these
proposals. However, we are finalizing a
change that would allow issuers and
plans to exclude drug manufacturer
coupons from counting toward the
annual limitation on cost sharing when
a medically appropriate generic drug is
available. We expect this change to
support issuers’ and plans’ ability to
lower the cost of coverage and generate
cost savings while also ensuring
efficient use of federal funds and
sufficient coverage for people with
diverse health needs.

II. Background

A. Legislative and Regulatory Overview

Title I of the Health Insurance
Portability and Accountability Act of
1996 (HIPAA) added a new title XXVII
to the Public Health Service Act (PHS
Act) to establish various reforms to the
group and individual health insurance
markets, including a guaranteed
renewability requirement in the
individual, small group, and large group
markets.

Subtitles A and C of title I of the
PPACA reorganized, amended, and
added to the provisions of part A of title
XXVII of the PHS Act relating to group
health plans and health insurance
issuers in the group and individual
markets.

Section 1302 of the PPACA provides
for the establishment of an essential
health benefits (EHB) package that
includes coverage of EHB (as defined by
the Secretary), cost-sharing limits, and
actuarial value requirements. The law
directs that EHBs be equal in scope to
the benefits provided under a typical
employer plan, and that they cover at

least the following 10 general categories:

Ambulatory patient services; emergency
services; hospitalization; maternity and
newborn care; mental health and
substance use disorder services,
including behavioral health treatment;
prescription drugs; rehabilitative and
habilitative services and devices;
laboratory services; preventive and
wellness services and chronic disease
management; and pediatric services,
including oral and vision care.

Section 1301(a)(1)(B) of the PPACA
directs all issuers of QHPs to cover the
EHB package described in section
1302(a) of the PPACA, including
coverage of the services described in
section 1302(b) of the PPACA,

adherence to the cost-sharing limits
described in section 1302(c) of the
PPACA, and meeting the actuarial value
(AV) levels established in section
1302(d) of the PPACA. Section 2707(a)
of the PHS Act, which is effective for
plan or policy years beginning on or
after January 1, 2014, extends the
requirement to cover the EHB package
to non-grandfathered individual and
small group health insurance coverage,
irrespective of whether such coverage is
offered through an Exchange. In
addition, section 2707(b) of the PHS Act
directs non-grandfathered group health
plans to ensure that cost sharing under
the plan does not exceed the limitations
described in sections 1302(c)(1) of the
PPACA.

Section 1311(d)(3)(B) of the PPACA
permits a state, at its option, to require
QHPs to cover benefits in addition to
the EHB. This section also requires a
state to make payments, either to the
individual enrollee or to the issuer on
behalf of the enrollee, to defray the cost
of these additional state-required
benefits.

Section 1302(d) of the PPACA
describes the various levels of coverage
based on AV. Consistent with section
1302(d)(2)(A) of the PPACA, AV is
calculated based on the provision of
EHB to a standard population. Section
1302(d)(3) of the PPACA directs the
Secretary to develop guidelines that
allow for de minimis variation in AV
calculations.

Section 1311(b)(1)(B) of the PPACA
directs that the Small Business Health
Options Program assist qualified small
employers in facilitating the enrollment
of their employees in QHPs offered in
the small group market. Sections
1312(f)(1) and (2) of the PPACA define
qualified individuals and qualified
employers. Under section 1312(f)(2)(B)
of the PPACA, beginning in 2017, states
have the option to allow issuers to offer
QHPs in the large group market through
an Exchange.2

Section 1311(d)(4)(B) of the PPACA
requires an Exchange to provide for the
operation of a toll-free telephone hotline
to respond to requests for assistance.

Sections 1311(d)(4)(K) and 1311(i) of
the PPACA direct all Exchanges to
establish a Navigator program.

Section 1311(c)(6)(C) of the PPACA
establishes special enrollment periods
and section 1311(c)(6)(D) of the PPACA
establishes the monthly enrollment
period for Indians, as defined by section

21f a state elects this option, the rating rules in
section 2701 of the PHS Act and its implementing
regulations will apply to all coverage offered in
such state’s large group market (except for self-
insured group health plans) under section
2701(a)(5) of the PHS Act.

4 of the Indian Health Care
Improvement Act.

Section 1312(c) of the PPACA
generally requires a health insurance
issuer to consider all enrollees in all
health plans (except grandfathered
health plans) offered by such issuer to
be members of a single risk pool for
each of its individual and small group
markets. States have the option to merge
the individual and small group market
risk pools under section 1312(c)(3) of
the PPACA.

Section 1312(e) of the PPACA directs
the Secretary to establish procedures
under which a state may permit agents
and brokers to enroll qualified
individuals and qualified employers in
QHPs through an Exchange and to assist
individuals in applying for premium tax
credits and cost-sharing reductions for
QHPs sold through an Exchange.

Section 1321(a) of the PPACA
provides broad authority for the
Secretary to establish standards and
regulations to implement the statutory
requirements related to Exchanges,
QHPs and other components of title I of
the PPACA. Section 1321(a)(1) of the
PPACA directs the Secretary to issue
regulations that set standards for
meeting the requirements of title I of the
PPACA for, among other things, the
establishment and operation of
Exchanges.

Section 1311(c) of the PPACA
provides the Secretary the authority to
issue regulations to establish criteria for
the certification of QHPs. Section
1311(e)(1) of the PPACA grants the
Exchange the authority to certify a
health plan as a QHP if the health plan
meets the Secretary’s requirements for
certification issued under section
1311(c) of the PPACA, and the Exchange
determines that making the plan
available through the Exchange is in the
interests of individuals and employers
in the state.

Sections 1313 and 1321 of the PPACA
provide the Secretary with the authority
to oversee the financial integrity of State
Exchanges, their compliance with HHS
standards, and the efficient and non-
discriminatory administration of State
Exchange activities. Section 1321 of the
PPACA provides for state flexibility in
the operation and enforcement of
Exchanges and related requirements.

When operating an FFE under section
1321(c)(1) of the PPACA, HHS has the
authority under sections 1321(c)(1) and
1311(d)(5)(A) of the PPACA to collect
and spend user fees. Office of
Management and Budget (OMB)
Circular A-25 establishes federal policy
regarding user fees and specifies that a
user charge will be assessed against
each identifiable recipient for special
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benefits derived from federal activities
beyond those received by the general
public.

Section 1321(d) of the PPACA
provides that nothing in title I of the
PPACA should be construed to preempt
any state law that does not prevent the
application of title I of the PPACA.
Section 1311(k) of the PPACA specifies
that Exchanges may not establish rules
that conflict with or prevent the
application of regulations issued by the
Secretary.

Section 1343 of the PPACA
establishes a permanent risk adjustment
program to provide payments to health
insurance issuers that attract higher-
than average risk populations, such as
those with chronic conditions, funded
by payments from those that attract
lower-than-average risk populations,
thereby reducing incentives for issuers
to avoid higher-risk enrollees.

Section 1402 of the PPACA provides
for, among other things, reductions in
cost sharing for EHB for qualified low-
and moderate-income enrollees in silver
level health plans offered through the
individual market Exchanges. This
section also provides for reductions in
cost sharing for Indians enrolled in
QHPs at any metal level.

Section 5000A of the Internal
Revenue Code (the Code), as added by
section 1501(b) of the PPACA, requires
individuals to have minimum essential
coverage (MEC) for each month, qualify
for an exemption, or make an individual
shared responsibility payment. Under
the Tax Cuts and Jobs Act, which was
enacted on December 22, 2017, the
individual shared responsibility
payment is reduced to $0, effective for
months beginning after December 31,
2018.3 Notwithstanding that reduction,
certain exemptions are still relevant to
determine whether individuals above
the age of 30 qualify to enroll in
catastrophic coverage under
§155.305(h).

The Protecting Affordable Coverage
for Employees Act (Pub. L. 114-60,
enacted on October 7, 2015) amended
the definition of small employer in
section 1304(b) of the PPACA and
section 2791(e) of the PHS Act to mean,
in connection with a group health plan
for a calendar year and a plan year, an
employer who employed an average of
at least 1 but not more than 50
employees on business days during the
preceding calendar year and who
employs at least 1 employee on the first
day of the plan year. It also amended
these statutes to make conforming
changes to the definition of large
employer, and to provide that a state

3Public Law 115-97, 131 Stat. 2054 (2017).

may treat as a small employer, for a
calendar year and a plan year, an
employer who employed an average of
at least 1 but not more than 100
employees on business days during the
preceding calendar year and who
employs at least 1 employee on the first
day of the plan year.

1. Premium Stabilization Programs ¢

In the July 15, 2011 Federal Register
(76 FR 41929), we published a proposed
rule outlining the framework for the
premium stabilization programs. We
implemented the premium stabilization
programs in a final rule, published in
the March 23, 2012 Federal Register (77
FR 17219) (Premium Stabilization Rule).
In the December 7, 2012 Federal
Register (77 FR 73117), we published a
proposed rule outlining the benefit and
payment parameters for the 2014 benefit
year to expand the provisions related to
the premium stabilization programs and
set forth payment parameters in those
programs (proposed 2014 Payment
Notice). We published the 2014
Payment Notice final rule in the March
11, 2013 Federal Register (78 FR
15409). In the June 19, 2013 Federal
Register (78 FR 37032), we proposed a
modification to the HHS-operated
methodology related to community
rating states. In the October 30, 2013
Federal Register (78 FR 65046), we
finalized the proposed modification to
the HHS-operated methodology related
to community rating states. We
published a correcting amendment to
the 2014 Payment Notice final rule in
the November 6, 2013 Federal Register
(78 FR 66653) to address how an
enrollee’s age for the risk score
calculation would be determined under
the HHS-operated risk adjustment
methodology.

In the December 2, 2013 Federal
Register (78 FR 72321), we published a
proposed rule outlining the benefit and
payment parameters for the 2015 benefit
year to expand the provisions related to
the premium stabilization programs,
setting forth certain oversight provisions
and establishing the payment
parameters in those programs (proposed
2015 Payment Notice). We published
the 2015 Payment Notice final rule in
the March 11, 2014 Federal Register (79
FR 13743). In the May 27, 2014 Federal
Register (79 FR 30240), the 2015 fiscal
year sequestration rates for the risk
adjustment and reinsurance programs
were announced.

4The term premium stabilization programs refers

to the risk adjustment, risk corridors, and
reinsurance programs established by the PPACA.
See 42 U.S.C. 18061, 18062, and 18063.

In the November 26, 2014 Federal
Register (79 FR 70673), we published a
proposed rule outlining the benefit and
payment parameters for the 2016 benefit
year to expand the provisions related to
the premium stabilization programs,
setting forth certain oversight provisions
and establishing the payment
parameters in those programs (proposed
2016 Payment Notice). We published
the 2016 Payment Notice final rule in
the February 27, 2015 Federal Register
(80 FR 10749).

In the December 2, 2015 Federal
Register (80 FR 75487), we published a
proposed rule outlining the benefit and
payment parameters for the 2017 benefit
year to expand the provisions related to
the premium stabilization programs,
setting forth certain oversight provisions
and establishing the payment
parameters in those programs (proposed
2017 Payment Notice). We published
the 2017 Payment Notice final rule in
the March 8, 2016 Federal Register (81
FR 12203).

In the September 6, 2016 Federal
Register (81 FR 61455), we published a
proposed rule outlining the benefit and
payment parameters for the 2018 benefit
year, and to further promote stable
premiums in the individual and small
group markets. We proposed updates to
the risk adjustment methodology, new
policies around the use of external data
for recalibration of the HHS risk
adjustment models, and amendments to
the risk adjustment data validation
process (proposed 2018 Payment
Notice). We published the 2018
Payment Notice final rule in the
December 22, 2016 Federal Register (81
FR 94058).

In the November 2, 2017 Federal
Register (82 FR 51042), we published a
proposed rule outlining the benefit and
payment parameters for the 2019 benefit
year, and to further promote stable
premiums in the individual and small
group markets. We proposed updates to
the risk adjustment methodology and
amendments to the risk adjustment data
validation process (proposed 2019
Payment Notice). We published the
2019 Payment Notice final rule in the
April 17, 2018 Federal Register (83 FR
16930). We published a correction to the
2019 benefit year risk adjustment
coefficients in the 2019 Payment Notice
final rule in the May 11, 2018 Federal
Register (83 FR 21925). On July 27,
2018, consistent with 45 CFR
153.320(b)(1)(i), we updated the 2019
benefit year final risk adjustment model
coefficients to reflect an additional
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recalibration related to an update to the
2016 enrollee-level EDGE dataset.5

In the July 30, 2018 Federal Register
(83 FR 36456), we published a final rule
that adopted the 2017 benefit year risk
adjustment methodology as established
in the final rules published in the March
23,2012 (77 FR 17220 through 17252)
and in the March 8, 2016 editions of the
Federal Register (81 FR 12204 through
12352). This final rule sets forth
additional explanation of the rationale
supporting the use of the statewide
average premium in the HHS-operated
risk adjustment state payment transfer
calculation for the 2017 benefit year,
including the reasons why the program
is operated in a budget-neutral manner.
This final rule permitted HHS to resume
2017 benefit year risk adjustment
payments and charges. HHS also
provided guidance as to the operation of
the HHS-operated risk adjustment
program for the 2017 benefit year in
light of publication of this final rule.6

In the August 10, 2018 Federal
Register (83 FR 39644), we published a
proposed rule seeking comment on
adopting the 2018 benefit year risk
adjustment methodology in the final
rules published in the March 23, 2012
(77 FR 17219) and in the December 22,
2016 editions of the Federal Register
(81 FR 94058). The proposed rule set
forth additional explanation of the
rationale supporting use of statewide
average premium in the HHS-operated
risk adjustment state payment transfer
formula for the 2018 benefit year,
including the reasons why the program
is operated in a budget-neutral manner.
In the December 10, 2018 Federal
Register (83 FR 63419), we issued a
final rule adopting the 2018 benefit year
HHS-operated risk adjustment
methodology as established in the final
rules published in the March 23, 2012
(77 FR 17219) and the December 22,
2016 (81 FR 94058) editions of the
Federal Register. This final rule sets
forth additional explanation of the
rationale supporting use of statewide
average premium in the HHS-operated
risk adjustment state payment transfer
formula for the 2018 benefit year,
including the reasons why the program
is operated in a budget-neutral manner.

5“Updated 2019 Benefit Year Final HHS Risk
Adjustment Model Coefficients.” July 27, 2018.
Available at https://www.cms.gov/CCIIO/Resources/
Regulations-and-Guidance/Downloads/2019-
Updtd-Final-HHS-RA-Model-Coefficients.pdf.

6 “Update on the HHS-operated Risk Adjustment
Program for the 2017 Benefit Year.” July 27, 2018.
Available at https://www.cms.gov/CCIIO/Resources/
Regulations-and-Guidance/Downloads/2017-RA-
Final-Rule-Resumption-RAOps.pdf.

2. Program Integrity

In the June 19, 2013 Federal Register
(78 FR 37031), we published a proposed
rule that proposed certain program
integrity standards related to Exchanges
and the premium stabilization programs
(proposed Program Integrity Rule). The
provisions of that proposed rule were
finalized in two rules, the “first Program
Integrity Rule”” published in the August
30, 2013 Federal Register (78 FR 54069)
and the “second Program Integrity
Rule” published in the October 30, 2013
Federal Register (78 FR 65045).

3. Market Rules

An interim final rule relating to the
HIPAA health insurance reforms was
published in the April 8, 1997 Federal
Register (62 FR 16894). A proposed rule
relating to the 2014 health insurance
market rules was published in the
November 26, 2012 Federal Register (77
FR 70584). A final rule implementing
the health insurance market rules was
published in the February 27, 2013
Federal Register (78 FR 13406) (2014
Market Rules).

A proposed rule relating to Exchanges
and Insurance Market Standards for
2015 and Beyond was published in the
March 21, 2014 Federal Register (79 FR
15808) (2015 Market Standards
Proposed Rule). A final rule
implementing the Exchange and
Insurance Market Standards for 2015
and Beyond was published in the May
27, 2014 Federal Register (79 FR 30240)
(2015 Market Standards Rule). The 2018
Payment Notice final rule in the
December 22, 2016 Federal Register (81
FR 94058) provided additional guidance
on guaranteed availability and
guaranteed renewability. In the April
18, 2017 Market Stabilization final rule
(82 FR 18346), we released further
guidance related to guaranteed
availability.

4. Exchanges

We published a request for comment
relating to Exchanges in the August 3,
2010 Federal Register (75 FR 45584).
We issued initial guidance to states on
Exchanges on November 18, 2010. We
proposed a rule in the July 15, 2011
Federal Register (76 FR 41865) to
implement components of the
Exchanges, and a rule in the August 17,
2011 Federal Register (76 FR 51201)
regarding Exchange functions in the
individual market and SHOP, eligibility
determinations, and Exchange standards
for employers. A final rule
implementing components of the
Exchanges and setting forth standards
for eligibility for Exchanges was
published in the March 27, 2012

Federal Register (77 FR 18309)
(Exchange Establishment Rule).

We established additional standards
for SHOP in the 2014 Payment Notice
and in the Amendments to the HHS
Notice of Benefit and Payment
Parameters for 2014 interim final rule,
published in the March 11, 2013
Federal Register (78 FR 15541). The
provisions established in the interim
final rule were finalized in the second
Program Integrity Rule. We also set forth
standards related to Exchange user fees
in the 2014 Payment Notice. We
established an adjustment to the FFE
user fee in the Coverage of Certain
Preventive Services Under the
Affordable Care Act final rule,
published in the July 2, 2013 Federal
Register (78 FR 39869) (Preventive
Services Rule).

In a final rule published in the March
27, 2012 Federal Register (77 FR
18309), we established the original
regulatory Navigator duties and training
requirements. In a final rule published
in the July 17, 2013 Federal Register (78
FR 42823), we established standards for
Navigators and non-Navigator assistance
personnel in FFEs and for non-
Navigator assistance personnel funded
through an Exchange establishment
grant. This final rule also established a
certified application counselor program
for Exchanges and set standards for that
program. In the 2017 Payment Notice
final rule, published in the March 8,
2016 Federal Register (81 FR 12204), we
expanded Navigator duties and training
requirements. In the 2019 Payment
Notice final rule, published in the April
17, 2018 Federal Register (83 FR
16930), we removed the requirements
that each Exchange must have at least
two Navigator entities; that one of these
entities must be a community and
consumer-focused nonprofit group; and
that each Navigator entity must
maintain a physical presence in the
Exchange service area.

In an interim final rule, published in
the May 11, 2016 Federal Register (81
FR 29146), we made amendments to the
parameters of certain special enrollment
periods (2016 Interim Final Rule). We
finalized these in the 2018 Payment
Notice final rule, published in the
December 22, 2016 Federal Register (81
FR 94058). In the April 18, 2017 Market
Stabilization final rule Federal Register
(82 FR 18346), we amended standards
relating to special enrollment periods
and QHP certification. In the 2019
Payment Notice final rule, published in
the April 17, 2018 Federal Register (83
FR 16930), we modified parameters
around certain special enrollment
periods.
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5. Essential Health Benefits

On December 16, 2011, HHS released
a bulletin 7 that outlined our intended
regulatory approach for defining EHB,
including a benchmark-based
framework. A proposed rule relating to
EHBs was published in the November
26, 2012 Federal Register (77 FR
70643). We established requirements
relating to EHBs in the Standards
Related to Essential Health Benefits,
Actuarial Value, and Accreditation
Final Rule, which was published in the
February 25, 2013 Federal Register (78
FR 12833) (EHB Rule). In the 2019
Payment Notice, published in the April
17, 2018 Federal Register (83 FR
16930), we added § 156.111 to provide
states with additional options from
which to select an EHB-benchmark plan
for plan years 2020 and beyond.

6. Minimum Essential Coverage

In the February 1, 2013 Federal
Register (78 FR 7348), we published a
proposed rule that designates other
health benefits coverage as MEC and
outlines substantive and procedural
requirements that other types of
coverage must fulfill to be recognized as
MEC. The provisions were finalized in
the July 1, 2013 Federal Register (78 FR
39494).

In the November 26, 2014 Federal
Register (79 FR 70674), we published a
proposed rule seeking comments on
whether state high risk pools should be
permanently designated as MEC or
whether the designation should be time-
limited. In the February 27, 2015
Federal Register (80 FR 10750), we
designated state high risk pools
established on or before November 26,
2014 as MEC.

B. Stakeholder Consultation and Input

HHS consulted with stakeholders on
policies related to the operation of
Exchanges, including the SHOP, and the
risk adjustment and risk adjustment
data validation programs. We held a
number of listening sessions with
consumers, providers, employers, health
plans, and the actuarial community to
gather public input. We solicited input
from state representatives on numerous
topics, particularly essential health
benefits, QHP certification, Exchange
establishment, and risk adjustment. We
consulted with stakeholders through
regular meetings with the National
Association of Insurance Commissioners
(NAIC), regular contact with states
through the Exchange Establishment

7 “Essential Health Benefits Bulletin.” December
16, 2011. Available at https://www.cms.gov/CCIIO/
Resources/Files/Downloads/essential _health_
benefits_bulletin.pdf.

grant and Exchange Blueprint approval
processes, and meetings with Tribal
leaders and representatives, health
insurance issuers, trade groups,
consumer advocates, employers, and
other interested parties. We considered
all public input we received as we
developed the policies in this final rule.

C. Structure of Final Rule

The regulations outlined in this final
rule will be codified in 45 CFR parts
146,147, 148, 153, 155, and 156.

The changes to 45 CFR parts 146, 147,
and 148 make a non-substantive
technical correction to the guaranteed
renewability regulations.

The changes to the HHS risk
adjustment program established under
45 CFR part 153 relate to the
determination of the final coefficients
for the 2020 benefit year, and the data
sources used to calculate those
coefficients. This final rule addresses
high-cost risk pooling, where we
finalize the same parameters that
applied to the 2018 and 2019 benefit
years to the 2020 benefit year and future
benefit years unless changed in future
rulemaking. The finalized provisions in
part 153 also relate to the risk
adjustment user fee for the 2020 benefit
year and modifications to risk
adjustment data validation
requirements.

The final regulations in 45 CFR part
155 will provide more flexibility related
to the training requirements for
Navigators by streamlining 20 existing
specific training topics into 4 broad
categories. They also provide more
flexibility to FFE Navigators by making
the provision of certain types of
assistance, including post-enrollment
assistance, permissible for FFE
Navigators, but not required.? They
amend and streamline our regulations
related to direct enrollment. They also
establish a new special enrollment
period, at the option of the Exchange,
for off-Exchange enrollees who
experience a decrease in income and are
newly determined to be eligible for
APTC by the Exchange. They also
increase flexibility for individuals

8 This assistance includes: Understanding the
process of filing Exchange eligibility appeals;
understanding and applying for exemptions from
the individual shared responsibility payment that
are granted through the Exchange; understanding
the availability of exemptions from the requirement
to maintain MEC and from the individual shared
responsibility payment that are claimed through the
tax filing process and how to claim them; the
Exchange-related components of the premium tax
credit reconciliation process; understanding basic
concepts and rights related to health coverage and
how to use it; and referrals to licensed tax advisers,
tax preparers, or other resources for assistance with
tax preparation and tax advice on certain Exchange-
related topics.

seeking the general hardship exemption
by allowing them to claim the
exemption on their federal income tax
return for 2018 without obtaining an
exemption certificate number from the
Exchange. Finally, they include several
amendments to the definitions
applicable to part 155.

The final regulations in 45 CFR part
156 set forth provisions related to cost
sharing, including the premium
adjustment percentage, the maximum
annual limitation on cost sharing, and
the reductions in the maximum annual
limitation for cost-sharing plan
variations for 2020. As we do every year
in the HHS notice of benefit and
payment parameters, we are finalizing
updates to the premium adjustment
percentage, which helps determine the
required contribution percentage, the
maximum annual limitation on cost
sharing, and the reduced maximum
annual limitation on cost sharing based
on the premium adjustment percentage.

We finalize the FFE and SBE-FP user
fee rates for 2020 to be 3.0 and 2.5
percent of premiums, respectively. The
final regulations in part 156 also include
a policy to incentivize the use of generic
drugs. In addition, the final rule at part
156 includes changes related to direct
enrollment to conform to the changes
finalized to 45 CFR part 155.

III. Provisions of the Final Regulations
and Analysis and Responses to Public
Comments

In the January 24, 2019 Federal
Register (84 FR 227), we published the
“Patient Protection and Affordable Care
Act; HHS Notice of Benefit and Payment
Parameters for 2020” proposed rule
(proposed 2020 Payment Notice or
proposed rule). We received 26,129
comments, including 25,632 comments
that were substantially similar to one of
eight different letters. Comments were
received from state entities, such as
departments of insurance and state
Exchanges; health insurance issuers;
providers and provider groups;
consumer groups; industry groups;
national interest groups; and other
stakeholders. The comments ranged
from general support of or opposition to
the proposed provisions to specific
questions or comments regarding
proposed changes. We received a
number of comments and suggestions
that were outside the scope of the
proposed rule that will not be addressed
in this final rule.

In this final rule, we provide a
summary of certain proposed
provisions, a summary of the public
comments received that directly related
to those proposals, our responses to
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them, and a description of the
provisions we are finalizing.

Comment: We received multiple
comments criticizing the short comment
period, stating that the length of the
comment period made it difficult for
stakeholders to conduct an in-depth
analysis of the proposed rule.
Commenters suggested that HHS adopt
a comment period of at least 30 days
from rule publication, and to fully
comply with notice-and-comment
requirements under the Administrative
Procedure Act.

Response: The timeline for
publication of this final rule
accommodates issuer filing deadlines
for the 2020 plan year. A longer
comment period would have delayed
the publication of this final rule, and
created significant challenges for states,
Exchanges, issuers, and other entities in
meeting deadlines related to
implementing these rules. We continue
to try to expand the comment period
while also providing industry
stakeholders with more time to
implement the final rule.

Comment: We received multiple
comments criticizing the timing of the
release of the proposed rule, stating that
publishing the proposal for this annual
rule in January 2019 creates challenges
for states, Exchanges, issuers, and other
entities in implementing changes for
plan year 2020.

Response: We recognize the
importance of a timely release of
updates to our regulations, and make
every effort to do so efficiently. After the
comment period closed, we took steps
to expedite the publication of this final
rule. We will continue to support
consumers and stakeholders to
implement the changes in this final rule
in a timely fashion.

Comment: We received numerous
comments cautioning us about making
changes that would weaken the PPACA.

Response: Our top priority at HHS is
putting patients first. While we have
made great strides forward, there is still
work to be done, including ensuring
that coverage is affordable to all
consumers. We have already made great
strides in working to streamline our
regulations and our operations with the
goal of reducing unnecessary burden,
increasing efficiencies and improving
the patient experience. We will
continue to seek innovative ways to
reduce costs and burden while meeting
the health needs of all Americans,
within the constraints of the law. We are
continuing to address feedback we
receive from stakeholders and the
public, and in turn we are making
changes that will better serve patients

and allow states to address the unique
health needs of their populations.

We sought comment on ways to
further implement section 1311(e)(3) of
the PPACA, as implemented by
§156.220(d), to enhance enrollee cost-
sharing transparency. We also sought
comment on whether there are any
existing regulatory barriers that stand in
the way of privately led efforts at price
transparency, and ways that we can
facilitate or support increased private
innovation in price transparency.

We requested comment on automatic
re-enrollment processes and
capabilities, as well as additional
policies or program measures that
would reduce eligibility errors and
potential government misspending for
potential action in future rulemaking.

Comment: Commenters who
addressed this topic unanimously
supported retaining automatic re-
enrollment processes. Supporters cited
benefits such as the stabilization of the
risk pool due to the retention of lower-
risk enrollees who are least likely to
actively re-enroll, the increased
efficiencies and reduced administrative
costs for issuers, the reduction of the
numbers of uninsured, and lower
premiums. Commenters stated that
existing processes, such as eligibility
redeterminations, electronic and
document-based verification of
eligibility information, periodic data
matching, and premium tax credit
reconciliations, are sufficient safeguards
against potential eligibility errors and
increased federal spending.

Response: We appreciate commenters’

feedback and will take it into
consideration as we continue to explore
options to improve Exchange program
integrity going forward. As we
discussed in the preamble to the
proposed rule, we agree that automatic
re-enrollment significantly reduces
issuer administrative expenses, makes
enrolling in health insurance more
convenient for consumers, and is
consistent with broader industry
practices. We are not making changes
for these processes in this rule but will
continue to consider the feedback
provided for potential action in future
rulemaking applicable not sooner than
plan year 2021.

Comment: All commenters that
commented on efforts to increase price
transparency supported the idea of
increased price transparency. Many
commenters provided suggestions for
how to disclose health care costs to
consumers, such as providing costs for
common, shoppable services, including
costs for both in- and out-of-network
health care, and accounting for
consumer-specific benefit information

such as progress towards meeting a
deductible, out-of-pocket limit and visit
limits in health care cost estimates. One
commenter supported implementing
price transparency requirements across
all private markets. Another commenter
suggested that price transparency efforts
be a part of a larger payment reform,
provider empowerment, and patient
engagement strategy. Some commenters
expressed caution for how such policies
should be implemented, warning
against duplicating state efforts and
passing along administrative costs to
consumers, and cautioning that the
proprietary and competitive nature of
payment data should be protected.

Response: We are not making changes
to further implement the enrollee cost-
sharing transparency requirements
under § 156.220(d) as part of this rule.
We will take this input into account as
we continue our efforts to promote price
transparency in health care markets.

We sought comment on ways that we
can promote the offering and take-up of
HDHPs that can be paired with HSAs.
We also sought comments for ways to
increase the visibility of HSA-eligible
HDHPs on HealthCare.gov.

Comment: Many commenters
provided suggestions on how to
improve the educational content about
HSAs on HealthCare.gov, and methods
to improve the technical aspects of
HealthCare.gov to incorporate HSAs
into the QHP shopping experience.
Commenters also encouraged HHS’
involvement in the incorporation of
value-based insurance design principles
into HSA-eligible HDHP designs.

Response: We appreciate these
comments, and will take them under
consideration should we make any
future changes to our approach towards
HSAs on HealthCare.gov. We note that
the rules for HSAs and HSA-eligible
HDHPs are set forth in section 223 of the
Code and are under the jurisdiction of
the Department of the Treasury and the
Internal Revenue Service (IRS).

A. Part 146—Requirements for the
Group Health Insurance Market

For a discussion of the provisions in
this final rule related to part 146, please
see the preamble to part 147.

B. Part 147—Health Insurance Reform
Requirements for the Group and
Individual Health Insurance Markets

Section 147.106 implements the
guaranteed renewability requirements
under the PPACA (applicable to non-
grandfathered plans), and §§ 146.152
and 148.122 implement the guaranteed
renewability requirements enacted by
HIPAA (applicable to both
grandfathered and non-grandfathered
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plans). We proposed amendments in
§147.106, and conforming amendments
to §§146.152 and 148.122, which, taken
together with proposed amendments to
§§156.122 and 156.130, aimed to
reduce prescription drug expenditures.

In the 2016 Payment Notice, we
expressed concerns about the impact on
consumers of mid-year formulary
changes. We noted that, under
guaranteed renewability requirements
and the definitions of “product” and
“plan,” issuers generally may not make
plan design changes, other than at the
time of plan renewal. However, we also
stated that certain mid-year changes to
drug formularies related to the
availability of drugs in the market may
be necessary and appropriate.®

In the proposed rule, we proposed to
add §147.106(e)(5) to set parameters in
the individual, small group, and large
group markets, for plan years beginning
on or after January 1, 2020, for certain
mid-year formulary changes, if
permitted by applicable state law. At
§147.106(e)(5), we proposed allowing
issuers, for plan years beginning on or
after January 1, 2020, to make formulary
changes during the plan year when a
generic equivalent of a prescription drug
becomes available on the market, within
a reasonable time after that drug
becomes available. We proposed that
the issuer be permitted to modify its
plans’ formularies to add the generic
equivalent drug. At that time, the issuer
would also be permitted to remove the
equivalent brand drug from the
formulary or move the equivalent brand
drug to a different cost-sharing tier on
the formulary. We proposed that any
mid-year formulary changes would have
to be consistent with the standards
applicable to uniform modifications in
paragraph (e)(2) or (e)(3).

We proposed that issuers, including
issuers of grandfathered plans, would
also be required to provide enrollees the
option to request coverage for a brand
drug that was removed from the
formulary through the applicable
coverage appeal process under § 147.136
or the drug exception request process
under § 156.122(c).

Under our proposal, before removing
a brand drug from the formulary or
moving it to a different cost-sharing tier,
a health insurance issuer would be
required to notify all plan enrollees of
the change in writing a minimum of 60
days prior to initiating the change. This
notice would identify the name of the
brand drug that is the subject of the
change, disclose whether the brand drug
will be removed from the formulary or
placed on a different cost-sharing tier,

980 FR at 10822.

provide the name of the generic
equivalent that will be made available,
specify the date the changes will
become effective, and state that under
the appeals processes outlined in
§147.136 or the exceptions processes
outlined in § 156.122(c), enrollees and
dependents may request and gain access
to the brand drug when clinically
appropriate and not otherwise covered
by the health plan.

We also proposed changes to
§147.106(a) to reflect that paragraph (e)
currently provides an exception to the
general rule on guaranteed renewability.
This is merely a technical correction,
not a substantive change. We similarly
proposed technical corrections to
§§146.152(a) and 148.122(b).

We sought comment on these
proposals related to prescription drug
benefits and coverage, including
whether to limit the proposal related to
mid-year formulary changes to the
individual and small group markets,
and whether a different advance notice
period, such as 90 days or 120 days,
would be more appropriate.

Comment: While some commenters
generally supported the proposal, many
commenters opposed it, because they
noted it inappropriately expanded or
narrowed issuers’ ability to make drug
formulary changes mid-year. Several
commenters opposed the proposal as
overly restrictive. These commenters
stated that federal law does not prohibit
mid-year formulary changes, and that it
is a current practice that occurs much
more broadly than what the proposal
would permit. For example, these
commenters stated that formularies are
changed when a biosimilar drug, a
lower-priced brand name therapeutic
equivalent, a new drug that is clinically
effective, or an over-the-counter version
of a drug becomes available; when there
is a shortage of a preferred generic drug;
when there is new evidence of the
efficacy of a drug; or when there are
expanded indications for a drug. One
commenter stated that most states do
not prohibit mid-year formulary
changes, regardless of the federal
guaranteed renewability requirements
and stated that mid-year formulary
changes should be allowed for all drugs
as long as the changes are approved by
the issuer’s pharmacy and therapeutics
committee, and notice is provided.
Several commenters stated that approval
by a pharmacy and therapeutics
committee, notice to enrollees, and
providing an exceptions process to
request and gain access to removed
drugs when medically appropriate and
necessary, are all current industry
practice.

Many other commenters stated the
proposal would improperly allow mid-
year formulary changes and opposed the
proposal because they noted it would
hurt consumers. These commenters
stated, for example, that consumers
choose their plans based on the
formulary composition at the beginning
of the plan year and that changing
formularies could result in patient
safety and health issues such as
additional emergency room visits,
additional outpatient appointments, and
higher medical costs. A few commenters
stated that these dangers could occur
notwithstanding the availability of an
exceptions or appeals process. Many
commenters stated that mid-year
formulary changes arbitrarily eliminate
an EHB.

Response: In the 2016 Payment
Notice, we stated that certain mid-year
changes to drug formularies related to
the availability of drugs in the market
may be necessary and appropriate.
Comments to this rule supported that
belief. At the same time, in the 2016
Payment Notice, we also expressed
concerns about the impact on
consumers of mid-year formulary
changes.1® We appreciate the comments
to this rule identifying potential
negative impacts on consumers. Given
the complexity of this issue, and the
challenges of balancing the interests of
consumers with the importance of
mitigating the effects of rising
prescription drug costs, we are not
finalizing the proposal at this time.
Rather, we will continue to examine the
issue of mid-year formulary changes,
and may provide guidance on this issue
in the future. In the meantime, to the
extent issuers make mid-year formulary
changes consistent with applicable state
law, our expectation is that all issuers
(in the individual, small group and large
group markets) will continue to provide
certain consumer protections that, as
commenters have stated, are generally
consistent with current industry
practice. These protections include pre-
approval by a pharmacy and
therapeutics committee, and reasonable
advance notice to affected individuals of
the mid-year removal of any drug from
a formulary (or the placement of any
drug on a higher cost-sharing tier).
Additionally, we expect that affected
individuals will generally have access to
the appeals processes outlined in
§ 147.136 or the exceptions processes
outlined in § 156.122(c), under which
enrollees and dependents may request
and gain access to a non-formulary drug
when clinically appropriate and not
otherwise covered by the health plan.

1080 FR 10822.
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Several commenters specifically noted
that issuers currently offer an
exceptions process when making mid-
year formulary changes. Therefore, our
expectation is that issuers will also offer
an appeals process or exceptions
process when making mid-year
formulary changes.

We do not agree that mid-year
formulary changes arbitrarily eliminate
an EHB. Rather, we remind issuers that
all requirements in § 156.122 related to
EHB as applied to prescription drug
coverage continue to apply in the
context of mid-year formulary changes.
For example, a health plan does not
provide EHB unless it covers the greater
of one drug in every United States
Pharmacopeia (USP) category and class
or the same number of prescription
drugs in each category and class as the
EHB-benchmark plan. Additionally, the
EHB regulations at § 156.122(a)(3)
require the use of a pharmacy and
therapeutics committee to establish and
manage the formulary drug list
throughout the year. Issuers required to
provide EHB must continue to meet
these requirements.

Comment: Many commenters,
including those who generally support
and those who generally oppose the
proposal, requested specific changes to
the proposal. One commenter favored
applying mid-year formulary
restrictions to issuers in the large group
market, while a few opposed doing so.
One commenter stated that the uniform-
modification-of-coverage requirements
should not apply to mid-year formulary
changes in the large group market, while
another stated they should not apply in
any market. One commenter raised what
it believed to be practical concerns with
any restrictions on mid-year formulary
changes in the group markets, since
plan years in those markets are not
required to align with the calendar year.
Many commenters stated that mid-year
formulary changes should be permitted
as a way to add drugs, but not to remove
drugs or move drugs to a different tier.
A few commenters stated the formulary
changes should not apply, for the rest of
the plan year, to people already taking
the affected drugs. Several commenters
noted that we did not define “generic
drug,” and offered definitions.

Response: As stated in this rule, we
are not finalizing the proposal at this
time, and instead intend to continue to
examine the issue of mid-year formulary
changes. We appreciate the important
considerations raised by commenters, in
particular regarding the practical
concerns with restrictions on mid-year
formulary changes, and believe it is
important for us to more fully explore
these issues and other issues raised by

commenters prior to issuing further
guidance. We will consider all of these
comments as we consider future
guidance in this area.

We also are not finalizing any changes
to the definitions of “plan”” and
“product” at § 144.103—which
incorporate by reference the uniform
modification standards—with regard to
determining whether a product and plan
that have undergone formulary changes
are considered the same product and
plan. This definition provides that,
among other things, within a product,
each plan must have the same cost-
sharing structure as before the
modification, except for any variation in
cost sharing solely related to changes in
cost and utilization of medical care, or
to maintain the same metal level of
coverage. We interpret this provision to
mean that for modifications of
prescription drug formularies, each tier
must continue to have the same cost-
sharing structure, or any changes to the
tier structure must be related to changes
in cost or utilization of medical care, or
to maintain the same metal level, to be
considered a uniform modification of
coverage, regardless of any changes
made to the placement of drugs within
the formulary. Additionally, the product
must provide the same covered benefits,
except for any changes in benefits that
cumulatively impact the plan-adjusted
index rate for any plan within the
product within an allowable variation of
12 percentage points (not including
changes pursuant to applicable federal
or state requirements). Given the nature
of formulary changes, our expectation is
that generally, any changes to which
drugs are covered under the formulary
would not be of a magnitude that would
exceed the allowable variation of +2
percentage points of the plan-adjusted
index rate. However, if formulary
changes do result in a change to the
plan-adjusted index rate outside this
permitted variation, such changes
would result in the product being
considered to have been discontinued,
and a new product to have been issued.

Comment: While many commenters
generally supported the requirement for
issuers to provide an appeals or
exceptions process, a few commenters
recommended requiring an exceptions
process of all issuers, suggesting it is
more protective than the appeals
process. We did not receive any
comments that generally opposed such
a requirement. In describing current
industry practice, multiple commenters
pointed out that issuers making mid-
year formulary changes already
regularly provide affected consumers
with access to the exceptions process.

Response: We agree with commenters
that access to an appeals or exceptions
process when a mid-year formulary
change occurs is an important consumer
protection. Although we are not
finalizing our proposal, we note that
issuers offering non-grandfathered
group or individual health insurance
coverage are required to provide an
appeals or exceptions process under
which enrollees and dependents may
request and gain access to a non-covered
drug, including one that was removed
from the formulary (other than one
removed for safety reasons) when
clinically appropriate and not otherwise
covered by the health plan, under
§§147.136 or 156.122(c), as applicable.
We expect issuers to continue to do so,
with respect to mid-year formulary
changes.

Comment: For the proposed notice
requirement, many commenters
generally agreed that a notice
requirement is necessary, while only
one stated otherwise. Many commenters
agreed with the proposed 60-day
advance notice requirement, while
many advocated for a 90-day or 120-day
requirement. A few commenters stated
it should be 30 days, consistent with the
notice Medicare requires under some
circumstances. Many commenters stated
that the notice should be sent only to
affected enrollees, while others stated
the notice should also be sent to
prescribers and pharmacies. A few
commenters requested either a template
or specific language. A few commenters
stated that a two-step notice should be
provided: The first notice should
apprise enrollees of the availability of
the generic drug, as well as any cost
advantage to switching; at least 90 days
later, the issuer must provide a second
notice, stating that changes to the brand
drug’s cost sharing will occur; and only
60 days after the second notice is sent,
could the issuer change the brand drug’s
cost sharing. A few commenters stated
that state law should determine the
timing and content of notices. Several
commenters stated that notice to
enrollees is common industry practice
when mid-year formulary changes
occur.

Response: We agree with the many
commenters who stated that providing
advance notice to affected consumers is
important, and although we are not
finalizing the proposal at this time, we
expect issuers will continue to provide
reasonable notice to affected consumers,
pending any further guidance on mid-
year formulary changes. We will
continue to examine this issue.

We received no comments on the
proposed technical corrections to
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§§146.152, 147.106, and 148.122, and
are finalizing them as proposed.

C. Part 148—Requirements for the
Individual Health Insurance Market

For a discussion of the provisions in
this final rule related to part 148, please
see the preamble to part 147.

D. Part 153—Standards Related to
Reinsurance, Risk Corridors, and Risk
Adjustment Under the Affordable Care
Act

1. Sequestration

In accordance with the OMB Report to
Congress on the Joint Committee
Reductions for Fiscal Year 2019,11 both
the transitional reinsurance program
and permanent risk adjustment program
are subject to the fiscal year 2019
sequestration. The federal government’s
2019 fiscal year began October 1, 2018.
Although the 2016 benefit year was the
final year of the transitional reinsurance
program, we continue to make
reinsurance payments in the 2019 fiscal
year for close-out activities. Therefore,
the risk adjustment and reinsurance
programs will be sequestered at a rate of
6.2 percent for payments made from
fiscal year 2019 resources (that is, funds
collected during the 2019 fiscal year).

HHS, in coordination with the OMB,
has determined that, under section
256(k)(6) of the Balanced Budget and
Emergency Deficit Control Act of 1985
(Pub. L. 99-177, enacted on December
12, 1985), as amended, and the
underlying authority for the reinsurance
and risk adjustment programs, the funds
that are sequestered in fiscal year 2019
from the reinsurance and risk
adjustment programs will become
available for payment to issuers in fiscal
year 2020 without further Congressional
action. If Congress does not enact deficit
reduction provisions that replace the
Joint Committee reductions, these
programs will be sequestered in future
fiscal years, and any sequestered
funding will become available in the
fiscal year following that in which it
was sequestered.

2. Provisions and Parameters for the
Risk Adjustment Program

In subparts A, B, D, G, and H of part
153, we established standards for the
administration of the risk adjustment
program. The risk adjustment program
is a permanent program created by
section 1343 of the PPACA that transfers
funds from lower-than-average risk, risk

11“OMB Report to Congress on the Joint
Committee Reductions for Fiscal Year 2019”, p. 6.
February 12, 2018. Available at https://
www.whitehouse.gov/wp-content/uploads/2018/02/
Sequestration_Report February 2018.pdf.

adjustment covered plans to higher-
than-average risk, risk adjustment
covered plans in the individual and
small group markets (including merged
markets), inside and outside the
Exchanges. In accordance with
§153.310(a), a state that is approved or
conditionally approved by the Secretary
to operate an Exchange may establish a
risk adjustment program, or have HHS
do so on its behalf. HHS did not receive
any requests from states to operate risk
adjustment for the 2020 benefit year.
Therefore, HHS will operate risk
adjustment in every state and the
District of Columbia for the 2020 benefit
year.

a. HHS Risk Adjustment (§ 153.320)

The HHS risk adjustment models
predict plan liability for an average
enrollee based on that person’s age, sex,
and diagnoses (also referred to as
hierarchical condition categories
(HCCGs)), producing a risk score. The
current structure of these models is
described in the 2019 Payment Notice.2
The HHS risk adjustment methodology
utilizes separate models for adults,
children, and infants to account for cost
differences in each age group. In the
adult and child models, the relative risk
assigned to an individual’s age, sex, and
diagnoses are added together to produce
an individual risk score. Additionally,
to calculate enrollee risk scores in the
adult models, we added enrollment
duration factors beginning with the
2017 benefit year, and prescription drug
categories (RXCs) beginning with the
2018 benefit year. Infant risk scores are
determined by inclusion in one of 25
mutually exclusive groups, based on the
infant’s maturity and the severity of
diagnoses. If applicable, the risk score
for adults, children, or infants is
multiplied by a cost-sharing reduction
adjustment that accounts for differences
in induced demand at various levels of
cost sharing.

The enrollment-weighted average risk
score of all enrollees in a particular risk
adjustment covered plan (also referred
to as the plan liability risk score or
PLRS) within a geographic rating area is
one of the inputs into the risk
adjustment state payment transfer
formula, which determines the state
payment or charge that an issuer will
receive or be required to pay for that
plan. Thus, the HHS risk adjustment
models predict average group costs to
account for risk across plans, in keeping
with the Actuarial Standards Board’s
Actuarial Standards of Practice for risk
classification.

12 See 83 FR 16930 at 16939.

i. Definitions (§ 153.20)

In this final rule, we are making a
technical correction to the definition of
a risk adjustment covered plan under
§ 153.20 by correcting a citation in the
definition of “risk adjustment covered
plan” from § 146.145(c) to § 146.145(b).
Specifically, this definition was
finalized in the final rule entitled
Standards Related to Reinsurance, Risk
Corridors and Risk Adjustment,?3 and
after that rule was finalized, the final
rule entitled Amendments to the HHS
Notice of Benefit and Payment
Parameters for 2014 14 amended and
redesignated the numbering under
§ 146.145. Among other things, these
amendments moved the excepted
benefit provision from paragraph (c) to
paragraph (b) of § 146.145. Thus, the
purpose of this technical correction is to
update this citation to refer to the
paragraph on excepted benefit plans
under § 146.145, consistent with the
original intent of this definition when it
was first adopted.

ii. Updates to the Risk Adjustment
Model Recalibration

We used the 3 most recent years of
MarketScan® data available to
recalibrate the 2016, 2017, and 2018
benefit year risk adjustment models. For
the 2019 benefit year, we recalibrated
the models using 2 years of
MarketScan® data (2014 and 2015) and
2016 enrollee-level EDGE data. The
2019 benefit year was the first
recalibration year in which enrollee-
level EDGE data was used for this
purpose. This approach used blended
(averaged) coefficients from 3 years of
separately solved models to provide
stability for the risk adjustment
coefficients year-to-year, while
reflecting the most recent years’ claims
experience available. For the 2020
benefit year, we proposed to blend the
2 most recent years of enrollee-level
EDGE data available (2016 and 2017)
with the most recent year of
MarketScan® data available (2017). We
also noted that if we are unable to
publish the final coefficients in the final
rule, consistent with §153.320(b)(1)(i),
and as we have done for certain prior
benefit years,5 we would publish the
final coefficients for the 2020 benefit
year in guidance after the publication of
the final rule. We sought comments on
these proposals.

1377 FR 17220 (March 23, 2012).

1478 FR 65046 (October 30, 2013).

15For example, see 2018 Payment Notice final
rule, 81 FR 94058 (December 22, 2016). Also see
https://www.cms.gov/CCIIO/Resources/Regulations-
and-Guidance/Downloads/2019-Final-HHS-RA-
Model-Coefficients.pdf.
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We did not propose to make any
changes to the categories included in
the HHS risk adjustment models for the
2020 benefit year from those finalized in
the 2019 benefit year models. That is,
we proposed to maintain the same age,
sex, enrollment duration, HCC, RXC,
and severity categories for the 2020
benefit year models as those used for the
2019 benefit year models.1® However,
we proposed to make a pricing
adjustment for one RXC coefficient for
the 2020 benefit year adult models.
Consistent with our treatment of other
RXCs where we constrain the RXC
coefficient to the average cost of the
drugs in the category,1” we proposed to
make a pricing adjustment to the
Hepatitis C RXC to mitigate
overprescribing incentives in the 2020
benefit year adult models. For the RXC
coefficients listed in Table 1 of the
proposed rule, we constrained the
Hepatitis C coefficient to the average
expected costs of Hepatitis C drugs. This
had the material effect of reducing the
Hepatitis C RXC and the RXC-HCC
interaction coefficients. For the final
2020 benefit year Hepatitis C factors in
the adult models, we proposed to adjust
the plan liability associated with
Hepatitis C drugs to reflect future
market pricing of Hepatitis C drugs
before solving for the adult models’
coefficients. We proposed applying an
adjustment to the plan liability to
ensure that plans can continue to
receive incremental credit for enrollees
having both the RXC and HCC for
Hepatitis C, and allow for differential
plan liability across metal levels. We
sought comment on these proposals.

We are not finalizing our proposal to
blend the most recent year of
MarketScan® data (2017) with the 2
most recent years of enrollee-level EDGE
data (2016 and 2017) for 2020 risk
adjustment model recalibration. We are
instead finalizing an approach that
would blend 3 consecutive years of
data—one year of data from
MarketScan® (2015) with the 2 most
recent years of enrollee-level EDGE data
(2016 and 2017), an approach that more
closely aligns with the approach we
used to recalibrate risk adjustment
models for the 2016, 2017, 2018, and
2019 benefit years. This approach
maintains our previously finalized

16 See 83 FR 16939.

17 See Section 4.0, “Constraints on RXC
Coefficients to Limit Incentives for Inappropriate
Prescribing” of the Creation of the 2018 Benefit
Year HHS-Operated Risk Adjustment Adult Models
Draft Prescription Drug (RXCUIs) to HHS Drug
Classes (RXCs) Crosswalk Memo. Available at
https://www.cms.gov/CCIIO/Resources/Regulations-
and-Guidance/Downloads/Draft-RxC-Crosswalk-
Memo-9-18-17.pdf.

policy of blending coefficients from 3
years of separately solved models and
promotes stability for the risk
adjustment coefficients year-to-year.
Accordingly, we have incorporated the
2015 MarketScan® data with 2016 and
2017 benefit year enrollee-level EDGE
data for the final 2020 benefit year risk
adjustment coefficients presented in this
final rule. Additionally, we are
finalizing the pricing adjustment to the
plan liability simulation for the
Hepatitis C RXC, as proposed, and are
not otherwise making changes to the
categories included in the HHS risk
adjustment models for the 2020 benefit
year from those finalized for the 2019
benefit year models.

The following is a summary of the
public comments we received on the
risk adjustment model recalibration
proposals.

Comment: Most commenters
supported using enrollee-level EDGE
data to recalibrate the risk adjustment
models, with some commenters
especially supporting the blending of
2016 and 2017 enrollee-level EDGE data
and 2017 MarketScan® data for the
recalibration of the 2020 risk adjustment
models. Some commenters stated that
they had expected the 2020 benefit year
models to incorporate coefficients
solved from the 2015 MarketScan® data
to maintain 2 of the same data years
(2015 MarketScan and 2016 enrollee-
level EDGE) as those used in the 2019
benefit year models. These commenters
raised concerns that using 2017
MarketScan® and 2017 enrollee-level
EDGE data may result in double
counting certain enrollees to the extent
the individual and small group market
plans contribute data to MarketScan®,
and suggested that using currently
available 2015 MarketScan® data with
2016-2017 enrollee-level EDGE data to
recalibrate the 2020 risk adjustment
models would allow the final
coefficients to be published with the
final rule. One of these commenters was
concerned about volatility in
coefficients relative to prior years,
which blended 3 consecutive years of
data (rather than 2 data sets from the
same year), wanting more information
on whether this volatility would be
reduced if 2015 MarketScan® data were
used. Some commenters supported
HHS’ intent to propose use of 3
consecutive years of enrollee-level
EDGE data to recalibrate the risk
adjustments models for the 2021 benefit
year and beyond. One commenter
supported maintaining the categories
included in the HHS risk adjustment
models for the 2020 benefit year.

Response: We believe blending
multiple years of data promotes stability

and certainty for issuers in rate setting,
helping to smooth significant
differences in coefficients solved from
any one year’s dataset, particularly for
conditions with small sample sizes.
Because the MarketScan® data generally
represent enrollees in the large self-
insured employer market and the
enrollee-level EDGE data represents
enrollees in the small group and
individual markets, using two datasets
from the same year (2017 MarketScan®
and 2017 enrollee-level EDGE) would
not significantly double count enrollees
between the different datasets for the
2017 benefit year. However, we agree
with commenters who noted that
maintaining 2 years of data from one
recalibration year to the next has a
stabilizing effect by spreading the
impact of new experience over 3 years.
We recognize and agree with the
concerns that recalibrating the 2020
benefit year risk adjustment models
blending 2017 MarketScan® data with
2016 and 2017 enrollee-level EDGE data
may create unintentional volatility, as it
would only maintain one of the three
datasets that were used in the 2019
benefit year recalibration. Based on
comments received, we are finalizing
the 2020 benefit year risk adjustment
models using blended coefficients from
2015 MarketScan® data, and 2016 and
2017 enrollee-level EDGE data. We
intend to continue our efforts to
recalibrate the risk adjustment models
using enrollee-level EDGE data from
issuers’ individual and small group or
merged market populations, and
transition away from the MarketScan®
commercial database. Specifically,
beginning with the 2021 benefit year,
we intend to propose to use the 3 most
recent years of enrollee-level EDGE data
available to recalibrate the risk
adjustment models.

Comment: Several commenters
requested that HHS provide the final
coefficients in the final rule and the
actual proposed coefficients to be
proposed in proposed rules in future
years. However, one commenter
requested that the final coefficients be
made available by March 31, 2019 due
to state fili