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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

45 CFR Parts 155, 156, and 157
[CMS-9989—F]
RIN 0938-AQ67

Patient Protection and Affordable Care
Act; Establishment of Exchanges and
Qualified Health Plans; Exchange
Standards for Employers

AGENCY: Department of Health and
Human Services.

ACTION: Final rule, Interim final rule.

SUMMARY: This final rule will implement
the new Affordable Insurance
Exchanges (‘“Exchanges”), consistent
with title I of the Patient Protection and
Affordable Care Act of 2010 as amended
by the Health Care and Education
Reconciliation Act of 2010, referred to
collectively as the Affordable Care Act.
The Exchanges will provide competitive
marketplaces for individuals and small
employers to directly compare available
private health insurance options on the
basis of price, quality, and other factors.
The Exchanges, which will become
operational by January 1, 2014, will
help enhance competition in the health
insurance market, improve choice of
affordable health insurance, and give
small businesses the same purchasing
clout as large businesses.

DATES: Effective Date: These regulations
are effective on May 29, 2012.

Comment Date: Certain provisions of
this final rule are being issued as
interim final. We will consider
comments from the public on the
following provisions: §§ 155.220(a)(3);
155.300(b); 155.302; 155.305(g];
155.310(e); 155.315(g); 155.340(d);
155.345(a); and, 155.345(g). To be
assured consideration, comments must
be received at one of the addresses
provided below, no later than 5 p.m.
Eastern Standard Time (EST) on May
11, 2012.

ADDRESSES: In commenting, please refer
to file code CMS—-9989-F. Because of
staff and resource limitations, we cannot
accept comments by facsimile (FAX)
transmission. You may submit
comments in one of four ways (please
choose only one of the ways listed):

1. Electronically. You may submit
electronic comments on this regulation
to http://www.regulations.gov. Follow
the “Submit a comment” instructions.

2. By regular mail. You may mail
written comments to the following
address ONLY: Centers for Medicare &
Medicaid Services, Department of
Health and Human Services, Attention:

CMS-9989-F, P.O. Box 8010, Baltimore,
MD 21244-8010.

Please allow sufficient time for mailed
comments to be received before the
close of the comment period.

3. By express or overnight mail. You
may send written comments to the
following address ONLY: Centers for
Medicare & Medicaid Services,
Department of Health and Human
Services, Attention: CMS—9989-F, Mail
Stop C4-26-05, 7500 Security
Boulevard, Baltimore, MD 21244-1850.

4. By hand or courier. If you prefer,
you may deliver (by hand or courier)
your written comments before the close
of the comment period to either of the
following addresses: a. For delivery in
Washington, DC—Centers for Medicare
& Medicaid Services, Department of
Health and Human Services, Room 445—
G, Hubert H. Humphrey Building, 200
Independence Avenue SW.,
Washington, DC 20201.

(Because access to the interior of the
Hubert H. Humphrey Building is not
readily available to persons without
Federal government identification,
commenters are encouraged to leave
their comments in the CMS drop slots
located in the main lobby of the
building. A stamp-in clock is available
for persons wishing to retain a proof of
filing by stamping in and retaining an
extra copy of the comments being filed.)

b. For delivery in Baltimore, MD—
Centers for Medicare & Medicaid
Services, Department of Health and
Human Services, 7500 Security
Boulevard, Baltimore, MD 21244—-1850.

If you intend to deliver your
comments to the Baltimore address,
please call telephone number (410) 786—
9994 in advance to schedule your
arrival with one of our staff members.

FOR FURTHER INFORMATION CONTACT:
Alissa DeBoy at (301) 492—4428 for
general information and matters related

to part 155.

Michelle Strollo at (301) 492—4429 for
matters related to part 155 subparts D
and E.

Pete Nakahata at (202) 680-9049 for
matters related to part 156.

Rex Cowdry at (301) 4924387 for
matters related to part 155 subpart H
and part 157.

SUPPLEMENTARY INFORMATION: Inspection
of Public Comments: All comments
received before the close of the
comment period are available for
viewing by the public, including any
personally identifiable or confidential
business information that is included in
a comment. We post all comments
received before the close of the
comment period on the following Web
site as soon as possible after they have

been received: http://regulations.gov.
Follow the search instructions on that
Web site to view public comments.

Comments received timely will be
also available for public inspection as
they are received, generally beginning
approximately 3 weeks after publication
of a document, at the headquarters of
the Centers for Medicare & Medicaid
Services, 7500 Security Boulevard,
Baltimore, Maryland 21244, Monday
through Friday of each week from 8:30
a.m. to 4 p.m. To schedule an
appointment to view public comments,
phone 1-800-743-3951.

This final rule incorporates provisions
originally published as two proposed
rules, the July 15, 2011 rule titled
Establishment of Exchanges and
Qualified Health Plans (“Exchange
establishment proposed rule”), and the
August 17, 2011 rule titled Exchange
Functions in the Individual Market:
Eligibility Determinations and Exchange
Standards for Employers (‘“‘Exchange
eligibility proposed rule”). These
proposed rules are referred to
collectively as the Exchange
establishment and eligibility proposed
rules. While originally published as
separate rulemaking, the provisions
contained in these proposed rules are
integrally linked, and together
encompass the key functions of
Exchanges related to eligibility,
enrollment, and plan participation and
management. In addition, several
sections in this final rule are being
issued as interim final rules and we are
soliciting comment on those sections.
Given the highly connected nature of
these provisions, we are combining both
proposed rules and the interim final
rule into a single final rule for reader
ease and consistency with the note that,
even though the final rule is shorter
than the sum of the two proposed rules,
it is longer than each individually.

An updated Regulatory Impact
Analysis associated with this final rule
is available at http://cciio.cms.gov under
“Regulations and Guidance.” A
summary of the aforementioned analysis
is included as part of this final rule.

Abbreviations

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
and Education Reconciliation Act
(Pub. L. 111-152))

BHP Basic Health Program

CAHPS Consumer Assessment of
Healthcare Providers and Systems

CHIP Children’s Health Insurance Program

CMS Centers for Medicare & Medicaid
Services
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DOL U.S. Department of Labor

ERISA Employee Retirement Income
Security Act (29 U.S.C. section 1001, et
seq.)

FEHBP Federal Employees Health Benefits
Program (5 U.S.C. 8901, et seq.)

HEDIS Healthcare Effectiveness Data and
Information Set

HHS U.S. Department of Health and Human
Services

HIPAA Health Insurance Portability and
Accountability Act of 1996 (Pub. L. 104—
191)

HMO Health Maintenance Organization

IHS Indian Health Service

IRS Internal Revenue Service

LEP Limited English Proficient

MAGI Modified Adjusted Gross Income

MEWA Multiple Employer Welfare
Arrangement

NAIC National Association of Insurance
Commissioners

OMB Office of Management and Budget

OPM U.S. Office of Personnel Management

PBM Pharmacy Benefit Manager

PHS Act Public Health Service Act

PRA Paperwork Reduction Act of 1985

QHP Qualified Health Plan

SHOP Small Business Health Options
Program

SSA Social Security Administration

SSN  Social Security Number

The Act Social Security Act

The Code Internal Revenue Code of 1986

TIN Taxpayer Identification Number
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Executive Summary: Beginning in
2014, individuals and small businesses
will be able to purchase private health
insurance through competitive
marketplaces called Affordable
Insurance Exchanges, or “‘Exchanges.”
Exchanges will offer Americans
competition, choice, and clout.
Insurance companies will compete for
business on a level playing field, driving
down costs. Consumers will have a
choice of health plans to fit their needs,
and Exchanges will give individuals and
small businesses the same purchasing
clout as big businesses.

This final rule: (1) Sets forth the
minimum Federal standards that States
must meet if they elect to establish and
operate an Exchange, including the
standards related to individual and
employer eligibility for and enrollment
in the Exchange and insurance
affordability programs; (2) outlines
minimum standards that health
insurance issuers must meet to
participate in an Exchange and offer
qualified health plans (QHPs); and (3)
provides basic standards that employers
must meet to participate in the Small
Business Health Options Program
(SHOP). The intent of this final rule is
to afford States substantial discretion in
the design and operation of an
Exchange, with greater standardization
provided where directed by the statute
or where there are compelling practical,
efficiency or consumer protection
reasons. Consistent with the scope of
the Exchange establishment and
eligibility proposed rules, this final rule
does not address all of the Exchange
provisions in the Affordable Care Act;
rather, more details will be provided in
forthcoming guidance and future
rulemaking, where appropriate.

A portion of this rule is issued on an
interim final basis. As such, we will
consider comments from the public on
the following provisions:

¢ §155.220(a)(3)—Related to the
ability of a State to permit agents and
brokers to assist qualified individuals in
applying for advance payments of the
premium tax credit and cost-sharing
reductions for QHPs.

e §155.300(b)—Related to Medicaid
and CHIP regulations;

e §155.302—Related to options for
conducting eligibility determinations;

¢ §155.305(g)—Related to eligibility
standards for cost-sharing reductions;

e §155.310(e)—Related to timeliness
standards for Exchange eligibility
determinations;

e §155.315(g)—Related to
verification for applicants with special
circumstances;

e §155.340(d)—Related to timeliness
standards for the transmission of
information for the administration of
advance payments of the premium tax
credit and cost-sharing reductions; and

e §155.345(a) and § 155.345(g)—
Related to agreements between agencies
administering insurance affordability
programs.

I. Background
A. Legislative Overview

1. Legislative Requirements for
Establishing Exchanges

Section 1311(b) and section 1321(b) of
the Affordable Care Act provide that
each State has the opportunity to
establish an Exchange(s) that: (1)
Facilitates the purchase of insurance
coverage by qualified individuals
through qualified health plans (QHPs);
(2) assists qualified employers in the
enrollment of their employees in QHPs;
and (3) meets other standards specified
in the Affordable Care Act.

Section 1321 of the Affordable Care
Act discusses State flexibility in the
operation and enforcement of Exchanges
and related policies. Section 1311(k)
specifies that Exchanges may not
establish rules that conflict with or
prevent the application of regulations
promulgated by the Secretary. Section
1311(d) describes the minimum
functions of an Exchange, including the
certification of QHPs.

Section 1321(c)(1) directs the
Secretary to establish and operate such
Exchange within States that either: (1)
Do not elect to establish an Exchange, or
(2) as determined by the Secretary on or
before January 1, 2013, will not have an
Exchange operable by January 1, 2014.
Section 1321(a) also provides broad
authority for the Secretary to establish
standards and regulations to implement
the statutory standards related to
Exchanges, QHPs, and other
components of title I of the Affordable
Care Act.

Section 1401 of the Affordable Care
Act creates new section 36B of the
Internal Revenue Code (the Code),
which provides for a premium tax credit
for eligible individuals who enroll in a
QHP through an Exchange. Section 1402
establishes provisions to reduce the
cost-sharing obligation of certain
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eligible individuals enrolled in a QHP
offered through an Exchange, including
standards for determining Indians
eligible for certain categories of cost-
sharing reductions.

Under section 1411 of the Affordable
Care Act, the Secretary is directed to
establish a program for determining
whether an individual meets the
eligibility standards for Exchange
participation, advance payments of the
premium tax credit, cost-sharing
reductions, and exemptions from the
individual responsibility provision.

Sections 1412 and 1413 of the
Affordable Care Act and section 1943 of
the Social Security Act (the Act), as
added by section 2201 of the Affordable
Care Act, contain additional provisions
regarding eligibility for advance
payments of the premium tax credit and
cost-sharing reductions, as well as
provisions regarding simplification and
coordination of eligibility
determinations and enrollment with
other health programs.

Unless otherwise specified, the
provisions in this final rule related to
the establishment of minimum
functions of an Exchange are based on
the general authority of the Secretary
under section 1321(a)(1) of the
Affordable Care Act.

2. Legislative Requirements for Related
Provisions

Subtitle K of title II of the Affordable
Care Act, Protections for American
Indians and Alaska Natives, section
2901, extends special benefits and
protections to Indians including limits
on cost sharing and payer of last resort
requirements for health programs
operated by the Indian Health Service
(IHS), Indian tribes, tribal organizations,
and urban Indian organizations. We are
finalizing special Exchange enrollment
periods and the reductions in cost
sharing for Indians authorized,
respectively, by sections 1311(c)(6) and
1402(d) of the Affordable Care Act
under this authority in subparts D and
E of part 155, and we expect to address
others in future rulemaking.

Section 6005 of the Affordable Care
Act creates new section 1150A of the
Act, which directs QHP issuers, and
sponsors of certain plans offered under
part D of title XVIII of the Act to provide
data on the cost and distribution of
prescription drugs covered by the plan.
We are codifying these standards under
this authority in subpart C of part 156.

B. Structure of the Final Rule

The regulations outlined in this final
rule are codified in the new 45 CFR
parts 155, 156, and 157. Part 155
outlines the standards relative to the

establishment, operation, and minimum
functionality of Exchanges, including
eligibility standards for insurance
affordability programs. Part 156 outlines
the standards for health insurance
issuers with respect to participation in
an Exchange, including the minimum
certification standards for QHPs. Many
provisions in part 155 have parallel
provisions under part 156 because the
Affordable Care Act creates
complementary responsibilities for
Exchanges and QHP issuers. Where
possible, there are cross-references
between parts 155 and 156 to avoid
redundancy. Part 157 establishes the
participation standards for employers in
the Small Business Health Options
Program (SHOP).

Subjects included in the Affordable
Care Act to be addressed in separate
rulemaking include but are not limited
to: (1) Standards outlining the Exchange
process for issuing certificates of
exemption from the individual
responsibility policy and payment
under section 1411(a)(4); (2) defining
essential health benefits, actuarial value
and other benefit design standards; and
(3) standards for Exchanges and QHP
issuers related to quality.

We note that the health plan
standards set forth under this final rule
are, for the most part, strictly related to
QHPs certified to be offered through the
Exchange and not the entire individual
and small group market. Such policies
for the entire individual and small and
large group markets have been, and will
continue to be, addressed in separate
rulemaking issued by HHS, and the
Departments of Labor and the Treasury.

C. Alignment With Related Rules and
Published Information

The Exchange eligibility proposed
rule was published in conjunction with
“Medicaid Program; Eligibility Changes
under the Affordable Care Act of 2010—
CMS-2349-P,” which will be referred to
throughout this final rule as the
“Medicaid proposed rule” and the
proposed rule published by the
Department of the Treasury, “Health
Insurance Premium Tax Credits—REG
131491-10,” which will be referred to
throughout this final rule as the
“Treasury proposed rule”. This
regulation includes numerous cross-
references to the Medicaid final rule,
which is expected to be finalized shortly
after this final rule. The Treasury final
rule is expected to be published soon
after this Exchanges final rule.

HHS published a document titled
“State Exchange Implementation
Question and Answers” on November

29, 2011.* We reference this document
throughout the preamble where the
information complements policies in
this final rule.

II. Provisions of the Proposed
Regulation and Analysis and Responses
to Public Comments

The Exchange establishment and
eligibility proposed rules were
published in the Federal Register on
July 15, 2011 and August 17, 2011,
respectively, with comment periods
ending October 31, 2011. In total, we
received approximately 24,781
comments on both proposed rules. Of
the comments received, about 23,000
were a collection of letter campaigns
related to women’s services, or general
public comments on the Affordable Care
Act and the government’s role in
healthcare, but not specific to the
proposed rules. We also received a
number of comments on essential health
benefits and preventive services. We
have not addressed such comments, and
others that are not directly related to the
proposed rule, because they are outside
the scope of this final rule.

Before the proposed rules, HHS also
published a Request for Comment (the
RFC) on August 3, 2010 (75 FR 45584)
inviting the public to provide input
regarding the rules that will govern the
Exchanges. In this final rule, we have
responded to comments submitted in
response to the Exchange establishment
and eligibility proposed rules and the
RFC, where relevant. These comments
are not separately identified, but instead
are incorporated into each substantive
section of the final rule as appropriate.
For the most part, we address issues
according to the numerical order of the
regulation sections.

Comments represented a wide variety
of stakeholders, including but not
limited to States, tribes, tribal
organizations, health plans, consumer
groups, healthcare providers, industry
experts, and members of the public. In
addition, we held consultation sessions
on August 22, 2011, September 7, 2011,
and September 15, 2011 to provide an
overview of the proposed rule where
Tribal governments were afforded an
opportunity to ask questions and make
comments. The public was reminded to
submit written comments before the
close of the public comment period that
was announced in the proposed rule
and we extended the comment period
by 30 days to ensure ample opportunity
for comments.

1 State Exchange Implementation Questions and
Answers, published November 29, 2011: http://
cciio.cms.gov/resources/files/Files2/11282011/
exchange q and_a.pdf.pdf.
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Many commenters addressed the
balance between flexibility for States
and Exchanges and standardization and
predictability for consumers
nationwide. Commenters also expressed
concerns about differences between
Exchange and Medicaid policies and
about various aspects of the eligibility
verification and redetermination
process.

While we recognize that consumers
may benefit from national standards, we
continue to believe that States are best
equipped to adapt the minimum
Exchange functions to their local
markets and the unique needs of their
residents. Further, States already have
significant experience performing many
key functions, including oversight and
enforcement of health plans, and
determining eligibility for health benefit
programs. Therefore, where possible we
finalized provisions of the proposed
rule that provided significant discretion
for States to go beyond the minimum
standards in implementing and
designing an Exchange. We believe this
approach leverages local expertise and
experience to provide a positive
experience for consumers. Since
functions within an Exchange will be
handled consistently, consumers
comparing plans within an Exchange
will benefit from standardization. In
addition, based on comments received,
we provide States with additional
options for determining eligibility under
a State-based and Federally-facilitated
Exchange in this final rule.

A. Part 155—Exchange Establishment
Standards and Other Related Standards
Under the Affordable Care Act

1. Subpart A—General Provisions
a. Basis and Scope (§ 155.10)

Proposed § 155.10 of subpart A
specified the general statutory authority
for and scope of standards proposed in
part 155, which establish minimum
standards for the State option to
establish an Exchange; minimum
Exchange functions; eligibility and
enrollment of qualified individuals,
including for advance payments of the
premium tax credit and cost-sharing
reductions; enrollment periods;
minimum SHOP functions; eligibility
and enrollment of qualified employers
and employees in a SHOP; and
certification of QHPs. We did not
receive specific comments on this
section and are finalizing the provision
as proposed.

b. Definitions (§ 155.20)

Under § 155.20, we set forth
definitions for terms that are used
throughout part 155. For the most part,

the definitions presented in § 155.20
were taken directly from the Affordable
Care Act or from existing regulations,
though some new definitions were
created when necessary.

We proposed definitions or
interpretations for “Exchange,”
“advance payments of the premium tax
credit,” “annual open enrollment
period,” “applicant,” “cost-sharing
reductions,” “initial enrollment
period,” and “‘special enrollment
period.” In addition, in the Exchange
Eligibility proposed rule, we included a
definition for “application filer.”

Comment: A few commenters
suggested that the term “applicant”” only
apply to individuals seeking coverage
for themselves. Another commenter
sought clarification as to whether the
term applies only to modified adjusted
gross income (MAGI)-based Medicaid
applicants or to all Medicaid applicants.

Response: We have revised the
definition of the term “applicant” to
apply only to individuals who are
seeking eligibility for coverage for
themselves or their family. The
proposed definition included an
individual who is seeking eligibility for
advance payments of the premium tax
credit and cost-sharing reductions who
might not be seeking coverage for
himself or herself (for example, in a
situation in which a parent is seeking
coverage only for his or her children);
we have removed these programs from
the definition of applicant as part of this
clarification. Revising this definition is
important to clarify that certain
provisions of subpart D (for example,
verification of citizenship and lawful
presence) only apply to individuals who
are seeking coverage.

We also note that this term applies
regardless of the results of an
individual’s eligibility determination.
Consequently, if an individual is
seeking coverage and he or she is
ultimately determined eligible for
Medicaid in a non-MAGI category, he or
she was still an “applicant.” We further
clarify that the term “applicant” applies
regardless of whether an application
was submitted directly to the Exchange,
or if an application was submitted to an
agency administering an insurance
affordability program (for example, the
State Medicaid or CHIP agency) and
then transmitted to the Exchange.

Comment: We received comments
suggesting that the definition of
“application filer,” described in
§155.300(a), incorporate language
included in Medicaid proposed
regulations at 42 CFR 435.907, allowing
that applications be completed by “the
applicant, an authorized representative,

or someone acting responsibly for the
applicant.”

Response: In the final rule, we amend
the definition of “application filer” in
proposed § 155.300 to align with the
description of individuals who may
submit an application according to
§155.405(c) of this final rule as well as
the Medicaid final rule, and to include:
applicants; an adult who is in the
applicant’s household, as defined in 42
CFR 435.603(f), or family, as defined in
section 36B(d)(1) of the Code;
authorized representatives; or, if the
applicant is a minor or incapacitated,
someone acting responsibly on behalf of
the applicant.

Comment: A few commenters
suggested that defining “benefit year” as
a calendar year may be confusing to
some industries where such term is not
used in the same way. Others asked how
this definition impacts the calculation
of deductibles and out-of-pocket limits.

Response: The term ‘“‘benefit year” is
defined only for the purposes of this
regulation and does not change the
industry’s use of the term. In this final
rule, as in the proposed rule, we use
“benefit year” to refer to the calendar
year of coverage provided through the
Exchange. The calculation of
deductibles and cost-sharing limits
described in section 1302(c) of the
Affordable Care Act will be addressed in
future regulations.

Comment: One commenter
recommended we should define
“consumer” to include enrollees,
qualified employers, qualified
individuals and qualified employers.
One commenter requested that “person”
be more clearly defined to be limited to
individuals acting as brokers or agents,
because in some States the word
“person” is defined to include entities
such as a company, insurer, association,
or an organization.

Response: In response to the
comments, we have tried to limit the
use of the terms “consumer” and
“person” to reduce ambiguity and any
confusion. When possible, we say
“individual”” when the terms
“applicant, qualified individual, or
enrollee” are not suitable. The
definition of agent or broker is inclusive
of individuals, companies, insurers,
associations, organizations, and any
other entity that holds a license as an
agent, broker, or insurance producer.
This final rule does not define “person.”

Comment: Some commenters
suggested that we codify the definition
of “educated health care consumer in
section 1304(e) of the Affordable Care
Act.

Response: We have added this
definition to § 155.20.
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Comment: Two commenters sought
clarification on whether the term
“Exchange” includes both the
individual market and SHOP
components of an Exchange.

Response: The definition of
“Exchange” includes the phrase “makes
QHPs available to qualified individuals
and qualified employers” and thus
incorporates the Exchange functions
that serve both the individual and small
group markets. Governance of an
independent SHOP is addressed in
§ 155.110(e) and unique standards for
the SHOP are outlined in subpart H of
this final rule.

Comment: One commenter suggested
that we define what it means for an
Exchange to “make available”” QHPs.

Response: We believe that this
regulation in its entirety defines what it
means to ‘“make available”” QHPs in
terms of certifying QHPs, displaying
comparative QHP information,
determining eligibility for enrollment,
facilitating enrollment, and providing
consumer assistance.

Comment: One commenter requested
that we define the term “‘entities eligible
to carry out Exchange functions.”

Response: We define what entities are
eligible to carry out Exchange functions
in § 155.110(a) of this final rule, and
believe that a definition in § 155.20
would be duplicative.

Comment: Several commenters
recommended that the final rule include
a definition of “family” and that it be
based on definitions used by Office of
Personnel Management or the
Department of Labor, or as defined
under the Family and Medical Leave
Act. Commenters urged the definition to
capture the diversity and variety of
family structures. Several commenters
noted that a definition will promote
clarity and consistency in the
implementation of proposed § 156.255.

Response: For purposes of the
administration of advance payments of
the premium tax credit and cost-sharing
reductions, this final rule cross-
references and incorporates from section
36B of the Code the definition of
“household income.” That definition
relies on an identification of members of
the “family” that is based on section
36B of the Code, which will be finalized
as part of the Treasury rule. We intend
this final rule to align with the Code as
implemented by the Secretary of the
Treasury’s final rules. This final rule, at
§ 155.320(c)(2)(i), provides that an
application filer must provide an
attestation to the Exchange regarding the
individuals that comprise his or her
household for purposes of Medicaid and
CHIP eligibility (within the meaning of
42 CFR 435.603(f)). Please refer to part

155 subpart D for a more detailed
discussion of this topic. We note that we
are not finalizing the provisions of
§156.255(c).

Comment: Several commenters stated
that the definition of “qualified
employer” should include a multi-
employer plan as defined in ERISA
Section 3(37), and that “qualified
employee” should include individuals
who are participants in a multi-
employer plan, not just individuals who
are employed by a qualified employer.

Response: We do not think that the
law supports accepting the commenters’
suggested changes in the definitions of
“qualified employer” and “qualified
employee.” Accordingly, we have not
changed the definitions in the final rule.
We intend to address commenters’
concerns surround multi-employer and
church plans in future guidance.

Comment: We received numerous
comments regarding the types of plans
that should be considered health plans
eligible for certification as QHPs. A few
commenters suggested that multiple
employer welfare arrangements
(MEWASs) be allowed to offer plans
through the Exchange, be allowed to
offer plans only in the SHOP and not
the individual market, and be allowed
to restrict enrollment to specific
industry members or associations. A
small number of commenters also
suggested that Taft-Hartley plans and
church plans be available through the
Exchange. Other commenters urged
HHS to ensure that all QHPs offered
through the Exchange meet the same
standards to ensure a level playing field
and questioned the ability of self-
insured employer groups to comply.

Response: We finalize the definition
of a health plan as codified from section
1301(b)(1) of the Affordable Care Act,
and the standards set forth for
participation in an Exchange are equally
applicable to any health insurance
issuer seeking certification of health
plans as QHPs. We intend to address
issues related to multi-employer and
church plans in future guidance.

Comment: Many commenters
recommended HHS adopt an expansive
definition of “lawfully present” that
includes all prospective qualified
individuals. A few commenters
suggested that our definition be based
on the current definition in section 214
of the Children’s Health Insurance
Program Reauthorization Act (CHIPRA,
Pub. L. 111-3) or definitions proposed
by the National Immigration Law Center
and Asian and Pacific Islander
American Health Foundation. Several
commenters recommended that States
have flexibility to continue using
existing standards for lawfully present,

as long as the rules are no more
restrictive than Federal law. Many
commenters recommended that we
clarify that any list of “lawfully
present” immigration categories is not
exhaustive, as statuses and documents
are constantly evolving.

Many commenters also suggested a
range of additional categories to be
included in the lawfully present
definitions, including individuals
whose immigration status makes them
eligible to apply for an Employment
Authorization Document regardless of
whether they have secured a work
permit under 8 CFR 274a.12; certain
victims of trafficking who have been
granted ‘“‘continued presence”’;
individuals granted a stay of removal/
deportation by administrative or court
order, statute, or regulations;
individuals who are lawfully present in
the Commonwealth of the Mariana
Islands and American Samoa;
individuals Permanently Residing in the
U.S. under Color of Law; and asylum
applicants (including pending
applicants for asylum under section
208(a) of the Immigration and
Nationality Act (INA), or for
withholding of removal under section
241(b)(3) of the INA or Convention
Against Torture).

Response: We maintain the definition
of “lawfully present” as used in the Pre-
Existing Condition Insurance Plan,
which is consistent with the definition
of “lawfully present” used in section
214 of CHIPRA, and included in the
proposed rule. HHS will consider
commenters’ recommendations in
developing future rulemaking on this
definition as it relates to Medicaid,
CHIP, and the Exchanges.

Comment: Several commenters
recommended we adopt the broad, U.S.
Census data definition for “limited
English proficient” which is “an
individual whose primary language is
not English and who speaks English less
than very well.”

Response: In the final rule, we do not
adopt a definition for the phrase
“limited English proficient.” We
anticipate issuing future guidance that
will interpret this term and will provide
best practices and advice related to
meaningful access standards for limited
English proficient individuals.

Comment: One commenter
recommended that the definition for
“minimum essential coverage” include
both defined contribution and defined
benefit plans, allowing individuals to
use any health care funds to maximize
their purchasing power. Another
commenter suggested that the Federal
definition of “eligible employer
sponsored plan” be such that in
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circumstances that an employer is not
able to provide a threshold of quality
coverage, a defined contribution
combined with premium tax credits
should be provided in the individual
market Exchange.

Response: The definitions of
“minimum essential coverage”” and
“eligible employer sponsored plan” are
provided in section 5000A(f) of the
Code and will be interpreted in
Treasury guidance. The provisions of
the Affordable Care Act that we
implement through this final rule rely
on those definitions from the Code.

Comment: One commenter believes
that Navigators should not be an
individual person, but rather a regulated
entity/institution, noting that awarding
Navigator grants to individuals will
increase the potential for fraud and
consumer protection violations.

Response: We maintain the definition
for “Navigator” from the proposed rule.
However, we have added Navigator
standards in § 155.210(b) that are
intended to reduce the potential for
fraud and increase consumer protection.

Comment: Regarding the definition of
“plain language,” one commenter
recommended that all communications
be provided in the individual’s primary
language. Several commenters
recommended that we align with the
National Institutes of Health’s definition
of “plain language,” including
standards that communications be
written between a fourth and sixth grade
reading level, include non-written
visuals, and reflect the likelihood that a
proportion of individuals accessing the
Exchange will not be familiar with
utilizing online technologies.

Response: We maintain the definition
of “plain language” as codified from
section 1311(e)(3)(B) of the Affordable
Care Act, which directs HHS and the
Department of Labor to jointly develop
and issue guidance on best practices of
plain language writing.

Comment: One comment voiced
concern that the definition of “qualified
health plan” might potentially
undermine a State that wanted to
implement a standard that QHP issuers
offer their QHPs outside of an Exchange.

Response: We note that, consistent
with the Affordable Care Act provisions
that address how issuers of QHPs may
offer their products, nothing in this final
rule precludes a QHP issuer from
offering a QHP outside of an Exchange,
which we believe leaves flexibility for
States to establish the offering of QHPs
outside of the Exchange as a condition
of certification.

Comment: We received comments
throughout to add the phrase “and
stand-alone dental plans providing the

pediatric dental essential health
benefit” when referring to QHPs. One
commenter requested that we define
“stand-alone dental plan.”

Response: In general, with some
exceptions as noted in new
§155.1065(a)(3) of this final rule, we
consider stand-alone dental plans to be
a type of “qualified health plan,” and
therefore believe that the addition of the
suggested text is unnecessary. We
believe that § 155.1065 sufficiently
defines “stand-alone dental plan” for
the purposes of participation in an
Exchange, and a definition in § 155.20
would be duplicative.

Comment: We received several
comments about the applicability of
Medicare Secondary Payer (MSP) rules
regarding coverage of End Stage Renal
Disease (ESRD) and their applicability
to QHPs as group health plans. These
comments were received within the
context of several sections, including:
§155.20, which defines the terms
“health plan” and “qualified health
plan”’; § 155.705 (Functions of a SHOP);
§155.1000 (Certification Standards for
QHPs); and § 156.200 (QHP
Participation Standards). Commenters
recommended that MSP rules regarding
coverage of ESRD apply to QHPs as
group health plans.

Response: We clarify that QHPs
offered in the small group market fall
under the definition of a group health
plan subject to MSP provisions codified
in section 1862(b)(1) of the Social
Security Act. This would result in parity
between the SHOP and non-Exchange
small group market regarding the
applicability of MSP rules that pertain
to ESRD coverage.

Comment: A few commenters
suggested that the definition of ““State”
include the Territories.

Response: The definition of State is
based on section 1304 of the Affordable
Care Act, which does not include
Territories. Section 1323 of the
Affordable Care Act addresses
Territories in the context of Exchanges
and is not within the scope of this
regulation.

Summary of Regulatory Changes

We are finalizing the definitions
proposed in § 155.20, with the addition
of the term “educated healthcare
consumer,” which references the
statutory definition for such term. As
discussed in later sections, we also add
a definition for “application filer”” and
“Exchange Blueprint” to provide more
detail for the purposes of eligibility and
enrollment and approval of State-based
Exchanges. We also clarified the
definition of “applicant.” Finally, we
have replaced the text of definitions

copied from the Affordable Care Act
with a direct reference instead,
including: “eligible-employer sponsored
plan,” “grandfathered health plan,”
“health plan,” “individual market,”
“plain language,” and ““small group
market.”

2. Subpart B—General Standards
Related to the Establishment of an
Exchange

The Affordable Care Act sets forth
general standards related to the
establishment of an Exchange and
identifies a number of areas where
States that choose to operate an
Exchange may exercise operational
discretion. This subpart sets forth
approval standards for State-based
Exchanges, as well as the process by
which HHS will determine whether a
State-based Exchange meets those
standards.

a. Establishment of a State Exchange
(§ 155.100)

We proposed to codify the option for
States to elect to establish an Exchange
to serve qualified individuals and
qualified employers, provided that the
Exchange is a governmental agency or
non-profit entity established by the
State and that the governance structure
of the Exchange is consistent with
§155.110. Furthermore, we introduced
the concept of a State Partnership model
that would allow States to leverage work
done by other States and the Federal
Government.

Comment: Many commenters
supported the general approach of State
flexibility in the Exchange
establishment proposed rule, while
some urged additional flexibility and
others requested more uniformity to
decrease administrative complexity.
Some topics where more uniformity was
suggested include: minimum numbers
of board meetings, conflict of interest
standards, stakeholder consultation, call
centers outside of normal hours, types
of consumer outreach, notices, and
access for limited English proficient
individuals. Several commenters urged
HHS to establish a menu of systems,
functions, standard operating
procedures, educational materials,
reporting formats, and other tools that
States could adopt for their Exchanges.
One commenter suggested that States
that use the HHS templates should
receive an accelerated review process.

Response: Decreasing administrative
complexity will assist States in
Exchange establishment. States are
encouraged to make use of materials
available to them from other States and
on HHS’s Collaborative Application
Lifecycle Tool (CALT). HHS is also
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developing a Web portal that will allow
continued sharing of information,
business process flows, and templates to
aid States in the establishment of their
Exchange.

Comment: One commenter requested
clarification on proposed § 155.100(a)
regarding whether a State could only
establish a SHOP, and not an Exchange
to serve the individual market. Other
commenters urged HHS not to allow
administrative separation of the small
group and individual markets between a
State-based and Federally-facilitated
Exchange.

Response: HHS will approve a State-
based Exchange upon determining that
all minimum functions of an Exchange
are met, which includes providing
access to QHPs to qualified individuals
and to qualified employers through a
SHOP.

Comment: In relation to proposed
§155.100(b), several commenters voiced
support of the option for Exchanges to
be operated through a non-profit or
governmental entity. One commenter
requested clarification on what is
encompassed in “governmental.” Some
commenters were concerned about
accountability of non-profit entities and
encouraged States to establish
governmental or quasi-governmental
entities. Several commenters requested
clarification that stakeholders would
still need to be consulted regardless of
the governance entity.

Response: The discretion afforded
States outlined in section 1311(d)(1) of
the Affordable Care Act is critical. We
do not provide additional clarification
regarding what would be considered
“governmental” in deference to existing
State classifications. We note that
§ 155.130 of this final rule applies to all
Exchanges.

Summary of Regulatory Changes

We are finalizing the provisions
proposed in § 155.100 of the proposed
rule without modification.

b. Approval of a State Exchange
(§155.105)

In § 155.105, we proposed that the
Secretary must determine by January 1,
2013 whether a State’s Exchange will be
fully operational by January 1, 2014 and
outlined the proposed standards based
upon which HHS will approve a State
Exchange. Please refer to the preamble
of the Exchange establishment proposed
rule, at 76 FR 41870-41871, for a
detailed discussion of these standards.

Specifically, we outlined the process
through which HHS will approve a
State-based Exchange. We proposed that
to initiate the State Exchange approval
process, a State must submit an

Exchange Plan to HHS. We noted that
we planned to issue a template
outlining the components of the
Exchange Plan, subject to the notice and
comment process under the Paperwork
Reduction Act. We proposed that each
State receive written approval or
conditional approval of its Exchange
Plan in order to operate and to
constitute an agreement between HHS
and the Exchange to adhere to the
contents of the Exchange Plan. We also
proposed that a State must notify HHS
and receive written approval from HHS
before significant changes are made to
the Exchange Plan. We sought comment
on whether the State Plan Amendment
process offered an appropriate model for
change submission and approval.

Finally, we proposed to codify the
provision in the Affordable Care Act
that if a State elects not to establish an
Exchange—or if the State’s Exchange is
not approved—HHS must establish an
Exchange in that State, and we proposed
standards of the proposed rule that
would apply to a Federally-facilitated
Exchange.

Comment: Many commenters were
concerned that the approval date of
January 1, 2013 for State-based
Exchanges, as described in proposed
§155.100(a), will be difficult for many
States to meet and suggested that HHS
allow more flexibility or issue waivers
for States that cannot meet the
timeframes. One commenter suggested
that HHS approve an Exchange if a State
has passed enabling legislation, or has
the necessary regulatory process for
Exchange creation underway by January
1, 2013, and can provide HHS with a
detailed plan and timeline for Exchange
development. In contrast, several
commenters supported the January 1,
2013 approval deadline and requested
that HHS closely monitor and enforce
the implementation timeline.

Several commenters also supported
conditional approval and noted that it
could help States meet the timelines for
Exchange development. One commenter
requested additional information on
conditional approval, including the
latest date when HHS could revoke
conditional approval and interim
deadlines and benchmarks. Another
commenter did not support conditional
approval and felt it diluted Federal
scrutiny, while others expressed
concern that conditional approval
would result in States beginning open
enrollment late, in a diminished
capacity, or in a way that impairs HHS’s
ability to implement a Federally-
facilitated Exchange.

Response: We believe that in order to
meet the October 1, 2013 open
enrollment date, a State-based Exchange

must be approved or conditionally
approved by January 1, 2013