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DEPARTMENT OF THE
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DEPARTMENT OF LABOR
Employee Benefits Security
Administration
29 CFR Part 2590
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AND HUMAN SERVICES
45 CFR Parts 144, 146
and 147
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Final Rules for Grandfathered
Plans, Preexisting Condition
Exclusions, Lifetime and
Annual Limits, Rescissions,
Dependent Coverage,
Appeals, and Patient
Protections under the
Affordable Care Act

AGENCIES: Internal Revenue Service,
Department of the Treasury; Employee
Benefits Security Administration, Depart-
ment of Labor; Centers for Medicare &
Medicaid Services, Department of Health
and Human Services.

ACTION: Final rules.

SUMMARY: This document contains fi-
nal regulations regarding grandfathered
health plans, preexisting condition exclu-
sions, lifetime and annual dollar limits on
benefits, rescissions, coverage of depen-
dent children to age 26, internal claims
and appeal and external review processes,
and patient protections under the Afford-
able Care Act. It finalizes changes to the
proposed and interim final rules based on
comments and incorporates subregulatory
guidance issued since publication of the
proposed and interim final rules.

DATES: Effective date. These final regu-
lations are effective on January 19, 2016.

Applicability date. These final regula-
tions apply to group health plans and
health insurance issuers beginning on the
first day of the first plan year (or, in the
individual market, the first day of the first
policy year) beginning on or after January
1, 2017. For information on requirements
applicable prior to this date, see section
II.I. of this preamble.

FOR FURTHER INFORMATION
CONTACT: Elizabeth Schumacher or
Amber Rivers, Employee Benefits Secu-
rity Administration, Department of La-
bor, at (202) 693-8335; Karen Levin,
Internal Revenue Service, Department
of the Treasury, at (202) 927-9639; Cam
Clemmons, Centers for Medicare &
Medicaid Services, Department of
Health and Human Services, at (410)
786-1565.

Customer Service Information: Individ-
uals interested in obtaining information
from the Department of Labor concerning
employment-based health coverage laws
may call the EBSA Toll-Free Hotline at
1-866-444-EBSA (3272) or visit the De-
partment of Labor’s web site (www.dol.
gov/ebsa). Information from HHS on pri-
vate health insurance coverage can be
found on CMS’s web site (www.cms.gov/
cciio), and information on health care re-
form can be found at www.HealthCare.gov.

SUPPLEMENTARY
INFORMATION:

I. Background

The Patient Protection and Affordable
Care Act, Pub. L. 111–148, was enacted
on March 23, 2010; the Health Care and
Education Reconciliation Act (the Recon-
ciliation Act), Pub. L. 111–152, was en-
acted on March 30, 2010 (these are col-
lectively known as the “Affordable Care
Act”). The Affordable Care Act reorga-
nizes, amends, and adds to the provisions
of part A of title XXVII of the Public
Health Service Act (PHS Act) relating to
group health plans and health insurance
issuers in the group and individual mar-
kets. The term “group health plan” in-
cludes both insured and self-insured group

December 7, 2015 Bulletin No. 2015–49700



health plans.1 The Affordable Care Act
adds section 715(a)(1) to the Employee
Retirement Income Security Act (ERISA)
and section 9815(a)(1) to the Internal
Revenue Code (the Code) to incorporate
the provisions of part A of title XXVII of
the PHS Act into ERISA and the Code,
and make them applicable to group
health plans, and health insurance issu-
ers providing health insurance coverage
in connection with group health plans.
The PHS Act sections incorporated into
the Code and ERISA are sections 2701
through 2728.
The Departments of Labor (DOL),

Health and Human Services (HHS) and
the Treasury (collectively, the Depart-
ments) have issued regulations imple-
menting the revised PHS Act sections
2701 through 2719A in several phases.2

Throughout 2010, the Departments issued
interim final regulations (or temporary
and proposed regulations),3 with requests
for comment, implementing Affordable
Care Act section 1251 (preservation of
right to maintain existing coverage), and
PHS Act sections 2704 (prohibition of
preexisting condition exclusions), 2711
(prohibition on lifetime or annual limits),
2712 (prohibition on rescissions), 2714
(extension of dependent coverage), 2719
(internal claims and appeals and external
review process), and 2719A (patient pro-
tections) (collectively, the 2010 interim
final regulations). As discussed in more
detail below, after consideration of com-
ments4 in response to the 2010 interim
final regulations, the Departments are is-
suing these final regulations.

II. Overview of the Final Regulations

A. Section 1251 of the Affordable Care
Act, Preservation of Right to Maintain
Existing Coverage (26 CFR 54.9815–
1251, 29 CFR 2590.715–1251, and 45
CFR 147.140)

Section 1251 of the Affordable Care
Act provides that certain group health
plans and health insurance coverage exist-
ing as of March 23, 2010 (the date of
enactment of the Affordable Care Act)
(grandfathered health plans) are only sub-
ject to certain provisions of the Affordable
Care Act (for as long as they maintain that
status as grandfathered health plans under
the applicable regulations).5 On June 17,
2010, the Departments issued interim final
regulations implementing section 1251
and requesting comment.6 On November
17, 2010, the Departments issued an
amendment to the interim final regulations
to permit certain changes in policies, cer-
tificates, or contracts of insurance without
loss of grandfathered status.7 Also in
2010, the Departments released Afford-
able Care Act Implementation Frequently
Asked Questions (FAQs) Parts I, II, IV,
V, and VI to answer questions related to
maintaining a plan’s status as a grandfa-
thered health plan.8 After consideration of
the comments and feedback received from
stakeholders, the Departments are publish-
ing these final regulations. As discussed in
more detail below, these final regulations
finalize the 2010 interim final regulations
and amendment to the interim final regula-
tions without substantial change and incor-

porate the clarifications issued thus far in
subregulatory guidance.

1. Definition of Grandfathered Health
Plan Coverage

Under the Affordable Care Act and
paragraph (a)(1) of the interim final regu-
lations implementing section 1251 of the
Affordable Care Act, a group health plan
or group or individual health insurance
coverage is a grandfathered health plan
with respect to individuals enrolled on
March 23, 2010 (for as long as it main-
tains that status under the applicable reg-
ulations). The interim final regulations
provided that a group health plan or cov-
erage does not relinquish its grandfather
status merely because one or more (or
even all) individuals enrolled on March
23, 2010 cease to be covered, provided
that the plan or group health insurance
coverage has continuously covered at
least one person (although not necessarily
the same person) at all times since March
23, 2010. The interim final regulations
also provided that the determination of
grandfather status under the rules is made
separately with respect to each benefit
package made available under a group
health plan or health insurance coverage.
Some commenters requested clarifica-

tion with respect to the meaning of the
term “benefit package” including request-
ing further guidance regarding what cov-
erage option features constitute separate
benefit packages. In response to the com-
ments, the Departments issued Affordable
Care Act Implementation FAQs Part II Q2
to further clarify the application of the

1The term “group health plan” is used in title XXVII of the PHS Act, part 7 of ERISA, and chapter 100 of the Code, and is distinct from the term “health plan,” as used in other provisions
of title I of the Affordable Care Act. The term “health plan” does not include self-insured group health plans.

2Note, however, that in sections under headings listing only two of the three Departments, the term “Departments” generally refers only to the two Departments listed in the heading.

3The Departments of Labor and HHS published their rules as interim final rules and are finalizing their interim final rules. The Department of the Treasury/Internal Revenue Service published
temporary regulations and proposed regulations with the text of the temporary regulations serving as the text of the proposed regulations. The Department of the Treasury/Internal Revenue
Service is finalizing its proposed rules.

4In response to the 2010 interim final regulations, the Departments received many comments that relate to early implementation issues, many of which were addressed through subregulatory
guidance (addressed more fully below). While the Departments acknowledge and have reviewed the comments provided in response to the 2010 interim final regulations, to the extent the
issues presented are now moot, such comments are not explicitly addressed below.

5For a list of the market reform provisions under title XXVII of the PHS Act, as added or amended by the Affordable Care Act and incorporated into ERISA and the Code, applicable to
grandfathered health plans, visit http://www.dol.gov/ebsa/pdf/grandfatherregtable.pdf.

675 FR 34538.

775 FR 70114.

8See Affordable Care Act Implementation FAQs Part I, available at http://www.dol.gov/ebsa/faqs/faq-aca.html and https://www.cms.gov/CCIIO/Resources/Fact-Sheets-and-FAQs/aca_i-
mplementation_faqs.html, Affordable Care Act Implementation FAQs Part II available at http://www.dol.gov/ebsa/faqs/faq-aca2.html and https://www.cms.gov/CCIIO/Resources/Fact-
Sheets-and-FAQs/aca_implementation_faqs2.html, Affordable Care Act Implementation FAQs Part IV, available at http://www.dol.gov/ebsa/faqs/faq-aca4.html and https://www.cms.gov/
CCIIO/Resources/Fact-Sheets-and-FAQs/aca_implementation_faqs4.html and Affordable Care Act Implementation FAQs Part V, available at http://www.dol.gov/ebsa/faqs/faq-aca5.html
and https://www.cms.gov/CCIIO/Resources/Fact-Sheets-and-FAQs/aca_implementation_faqs5.html and Affordable Care Act Implementation FAQs Part VI, available at http://www.dol.gov/
ebsa/faqs/faq-aca6.html and https://www.cms.gov/CCIIO/Resources/Fact-Sheets-and-FAQs/aca_implementation_faqs6.html.
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rules on a benefit-package-by-benefit-
package basis.9 These final regulations
continue to provide that the determination
of grandfather status applies separately
with respect to each benefit package and
incorporate the clarifications issued in the
FAQs. Therefore, as demonstrated by the
example provided in the FAQs, if a group
health plan offers three benefit package
options – a PPO (preferred provider orga-
nization), a POS (point of service) ar-
rangement, and an HMO (health main-
tenance organization) –the PPO, POS
arrangement, and HMO are treated as
separate benefit packages. Similarly, un-
der these final regulations, if any benefit
package ceases grandfather status, it
will not affect the grandfather status of
the other benefit packages.

2. Disclosure of Grandfather Status

Paragraph (a)(2) of the interim final
regulations implementing section 1251 of
the Affordable Care Act provided that to
maintain status as a grandfathered health
plan, a plan or health insurance coverage
(1) must include a statement, in any plan
materials provided to participants or ben-
eficiaries (in the individual market, pri-
mary subscribers) describing the benefits
provided under the plan or health insur-
ance coverage, that the plan or health in-
surance coverage believes that it is a
grandfathered health plan within the
meaning of section 1251 of the Affordable
Care Act and (2) must provide contact
information for questions and complaints.
The interim final regulations provided
model language that can be used to satisfy
this disclosure requirement.10

The Departments received several
comments asking the Departments to re-
quire enhanced disclosure to participants
that includes a more comprehensive ex-
planation of grandfathered health plan sta-
tus, information on the triggers that can
result in a cessation of such status, a com-
plete listing of the specific market reforms
that are inapplicable to the plan by virtue
of its status, and access to a formal pro-

cess for obtaining a determination on a
plan’s status from the appropriate govern-
ment agency. Other commenters stated
that including this disclosure requirement
in consumer materials may be confusing
to participants, may not have the intended
benefit, and that it may be more appropri-
ate to include the applicable consumer
protections in the employer plan docu-
ments or insurance coverage documents.
Additional commenters stated this require-
ment is unnecessary because ERISA’s dis-
closure requirements are already sufficient
to explain to participants the information
they need about their plan (including which
benefits are included or excluded), and that
including information about what benefits
they could have had if their employers
chose to relinquish their grandfathered plan
status is unnecessary.
In response to these comments the De-

partments issued Affordable Care Act Im-
plementation FAQs Part IV Q1, in which
the Departments clarified that a grandfa-
thered health plan is not required to pro-
vide the disclosure statement every time it
sends out a communication, such as an
explanation of benefits (EOB), to a partic-
ipant or beneficiary. Instead, a grandfa-
thered health plan will comply with this
disclosure requirement if it includes the
model disclosure language provided in the
Departments’ interim final grandfather
regulations (or a similar statement) when-
ever a summary of the benefits under the
plan is provided to participants and bene-
ficiaries. For example, many plans distrib-
ute summary plan descriptions upon ini-
tial eligibility to receive benefits under the
plan or coverage, during an open enroll-
ment period, or upon other opportunities
to enroll in, renew, or change coverage.
The FAQs also provided that, while it is
not necessary to include the disclosure
statement with each plan or issuer com-
munication to participants and beneficia-
ries (such as an EOB), the Departments
encourage plan sponsors and issuers to
identify other communications in which
disclosure of grandfather status would be
appropriate and consistent with the goal of

providing participants and beneficiaries
information necessary to understand and
make informed choices regarding health
coverage.11

After consideration of the comments
and feedback from stakeholders, the De-
partments retain the approach in the in-
terim final regulations and subsequent
subregulatory guidance because that ap-
proach provides consumers with informa-
tion about the status of their plan or health
insurance coverage, which assists them in
identifying and enforcing their rights,
without undue burden on plans and issu-
ers. Therefore, these final regulations clar-
ify that, to maintain status as a grandfa-
thered health plan, a group health plan, or
health insurance coverage, must include a
statement that the plan or health insurance
coverage believes it is a grandfathered
health plan in any summary of benefits
provided under the plan. It must also pro-
vide contact information for questions and
complaints. These final regulations also
retain the model disclosure language.
Plans and issuers may (but are not re-
quired to) utilize the model disclosure lan-
guage to satisfy this disclosure require-
ment. The Departments also note that the
disclosure language is a model, and, thus,
plans and issuers are permitted to include
additional disclosure elements, such as the
entire list of the market reform provisions
that do not apply to grandfathered health
plans.

3. Anti-abuse rules

The interim final regulations provided
that a group health plan that provided cov-
erage on March 23, 2010 generally is a
grandfathered health plan with respect to
new employees (whether newly hired or
newly enrolled) and their families who
enroll in the grandfathered health plan af-
ter March 23, 2010. The interim final reg-
ulations also provided two anti-abuse
rules to curtail attempts to retain grandfa-
ther status by indirectly making changes
that would otherwise result in a loss of
grandfather status.

9See Affordable Care Act Implementation FAQs Part II, available at http://www.dol.gov/ebsa/faqs/faq-aca2.html and https://www.cms.gov/CCIIO/Resources/Fact-Sheets-and-FAQs/
aca_implementation_faqs2.html.

1029 CFR 2590.715-1251(a)(2)(ii); 45 CFR 147.140(a)(2)(ii).

11See Affordable Care Act Implementation FAQs Part IV, available at http://www.dol.gov/ebsa/faqs/faq-aca4.html and https://www.cms.gov/CCIIO/Resources/Fact-Sheets-and-FAQs/
aca_implementation_faqs4.html.

December 7, 2015 Bulletin No. 2015–49702



The first anti-abuse rule provided that
if the principal purpose of a merger, ac-
quisition, or similar business restructuring
is to cover new individuals under a grand-
fathered health plan, the plan ceases to be
a grandfathered health plan. Under the
second anti-abuse rule, the interim final
regulations set forth specific criteria that,
if met, would cause a plan that is trans-
ferring employees to relinquish its grand-
father status. Specifically, the interim final
regulations provided that a plan that is
transferring employees would relinquish
its grandfather status if, comparing the
terms of the transferee plan with those of
the transferor plan (as in effect on March
23, 2010) and treating the transferee plan
as if it were an amendment of the trans-
feror plan, such amendment would cause a
loss of grandfather status and there was no
bona fide employment-based reason to
transfer the employees into the transferee
plan. The second anti-abuse rule was de-
signed to prevent a plan or issuer from
circumventing the limits on changes that
cause a plan or health insurance coverage
to cease to be a grandfathered health plan.
This rule was intended to address situa-
tions in which employees who previously
were covered by a grandfathered health
plan are transferred to another grandfa-
thered health plan without any bona fide
employment-based reason.

a. Bona fide employment-based reasons

The Departments received several
comments regarding the anti-abuse provi-
sions. Stakeholders requested that the De-
partments clarify what constitutes a bona
fide employment-based reason that would
prevent a plan that is transferring employ-
ees from relinquishing its grandfather sta-
tus. In response, the Departments issued
Affordable Care Act Implementation
FAQs Part VI Q1, which provided several
examples of the variety of circumstances
that would constitute a bona fide
employment-based reason to transfer em-

ployees. Examples of a bona fide
employment-based reason include: when
a benefit package is being eliminated be-
cause the issuer is exiting the market;
when a benefit package is being elimi-
nated because the issuer no longer offers
the product to the employer; when low or
declining participation by plan partici-
pants in the benefit package makes it im-
practical for the plan sponsor to continue
to offer the benefit package; when a ben-
efit package is eliminated from a multiem-
ployer plan as agreed upon as part of the
collective bargaining process; or when a
benefit package is eliminated for any rea-
son and multiple benefit packages cover-
ing a significant portion of other employ-
ees remain available to the employees
being transferred.12

These final regulations include those
examples of bona fide employment-based
reasons. The Departments continue to in-
terpret the term “bona fide employment-
based reason” to embrace a variety of
circumstances, and plans and issuers
should evaluate all facts and circum-
stances carefully to determine whether a
bona fide employment-based reason exists
when considering transferring employees
from one grandfathered health plan to an-
other. The Departments may issue addi-
tional guidance if further questions re-
garding what constitutes a bona fide
employment-based reason arise.

b. Clarification regarding multiemployer
plans

Section 1251 of the Affordable Care
Act, as well as the 2010 interim final
regulations, permit a grandfathered group
health plan to cover new employees with-
out any effect on its status as a grandfa-
thered plan. Several commenters re-
quested that the Departments clarify in the
final regulations whether a multiemployer
plan may add new contributing employers
to the plan without triggering a loss of
grandfather status. These final regulations

clarify that the addition of a new contrib-
uting employer or new group of employ-
ees of an existing contributing employer
to a grandfathered multiemployer health
plan will not affect the plan’s grandfa-
thered status, provided that the multiem-
ployer plan has not made any other
changes that would cause the plan to re-
linquish its grandfathered status.

4. Maintenance of Grandfather Status

The interim final regulations set forth
rules for determining when changes to the
terms of a plan or health insurance cover-
age cause the plan or coverage to cease to
be a grandfathered health plan. Specifi-
cally, the interim final regulations out-
lined six changes to benefits, cost-sharing
mechanisms, and contribution rates that
will cause a plan or health insurance cov-
erage to relinquish its grandfather status.13

Since the promulgation of the interim final
regulations, questions have been brought
to the Departments’ attention regarding
other specific changes to a plan’s design
and the impact of such changes on a
plan’s grandfather status.

a. Elimination of all or substantially all
benefits

The 2010 interim final regulations and
these final regulations provide that the
elimination of all or substantially all ben-
efits to diagnose or treat a particular con-
dition will cause a group health plan or
health insurance coverage to relinquish its
grandfathered status. One commenter re-
quested that the Departments clarify what
constitutes eliminating “substantially all
benefits” to diagnose or treat a particular
condition. As the interim final regulations
stated, and these final regulations continue
to provide, the elimination of benefits for
any necessary element to diagnose or treat
a condition is considered the elimination
of all or substantially all benefits to diag-
nose or treat a particular condition. The

12See Affordable Care Act Implementation FAQs Part VI, available at http://www.dol.gov/ebsa/faqs/faq-aca6.html and https://www.cms.gov/CCIIO/Resources/Fact-Sheets-and-FAQs/
aca_implementation_faqs6.html.

13The six changes (measured from March 23, 2010) outlined in paragraph (g)(1) of the interim final regulations that are considered to change a health plan so significantly that they will
cause a group health plan or health insurance coverage to relinquish grandfather status include the following: (1) the elimination of all or substantially all benefits to diagnose or treat a
particular condition, (2) any increase in percentage cost-sharing requirements, (3) an increase in a deductible or out-of-pocket maximum by an amount that exceeds medical inflation plus
15 percentage points, (4) an increase in a copayment by an amount that exceeds medical inflation plus 15 percentage points (or, if greater, $5 plus medical inflation), (5) a decrease in an
employer’s contribution rate towards the cost of coverage by more than 5 percentage points, or (6) the imposition of annual dollar limits below the restricted annual dollar limits that were
in effect prior to 2014 (note that for plan years (or policy years in the individual market) beginning on and after January 1, 2014, annual dollar limits on essential health benefits are prohibited,
except for grandfathered individual health insurance coverage). See 26 CFR 54.9815-1251(g), 29 CFR 2590.715-1251(g), and 45 CFR 147.140(g).
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Departments decline to establish a bright-
line test establishing what constitutes
“substantially all benefits” for purposes of
these final regulations. Whether or not a
plan has eliminated substantially all ben-
efits to diagnose or treat a particular con-
dition must be determined based on all the
facts and circumstances, taking into ac-
count the items and services covered for a
particular condition under the plan on
March 23, 2010, as compared to the items
and services covered at the time the plan
makes the benefit change effective. The
preamble to the 2010 interim final regula-
tions provided two examples. First, if a
plan or health insurance coverage elimi-
nates all benefits for cystic fibrosis, the
plan or coverage will lose its grandfa-
thered status. Second, if a plan or insur-
ance coverage provides benefits for a par-
ticular mental health condition, the
treatment for which is a combination of
counseling and prescription drugs, and
subsequently eliminates benefits for coun-
seling, the plan is treated as having elim-
inated all or substantially all benefits for
that mental health condition and will as a
result lose its grandfathered status. These
final regulations continue to provide that
the elimination of all or substantially all
benefits to diagnose or treat a particular
condition will cause a group health plan
or health insurance coverage to relin-
quish its grandfathered status and con-
tain an example.

b. Increase in fixed-amount copayments

The interim final regulations provided
standards for when increases in fixed-
amount copayments would cause a plan or
coverage to relinquish its grandfather sta-
tus. Under the interim final regulations, a
plan or coverage ceases to be a grandfa-
thered health plan if there is an increase
since March 23, 2010 in a copayment that
exceeds the greater of the maximum per-
centage increase14 or five dollars in-
creased by medical inflation.15

With respect to grandfathered health
plans that utilize multiple levels of copay-
ments for different benefits under the plan,
stakeholders sought clarification on what
degree of change would cause a plan to
relinquish its grandfather status. Specifi-
cally, stakeholders wanted to know
whether raising the copayment level for a
category of services by an amount that
would otherwise trigger a loss of grandfa-
ther status would cause a loss of grandfa-
ther status if the plan retained the level of
copayment on other categories of services.
The Departments clarified in Affordable
Care Act Implementation FAQs Part II Q4
that a change to a copayment level for a
category of services that exceeds the stan-
dards set forth in the interim final regula-
tions will cause a plan to relinquish its
grandfather status, even if a plan retains
the level of copayment for other catego-
ries of services.16 These final regula-
tions retain this clarification, and con-
tinue to provide that each change in cost
sharing must be separately evaluated un-
der the standards set forth in the regu-
lations. A plan or issuer may not exceed
the standards set forth in these final reg-
ulations with respect to one level of
copayment for a category of services,
and retain its grandfather status by re-
taining the level of copayments for other
categories of services.

c. Decrease in Contribution Rate by
Employers and Employee Organization

The interim final regulations provided
that a decrease in the employer contribu-
tion rate for coverage under a group health
plan or group health insurance coverage
beyond the permitted percentage would
result in cessation of grandfather status.
There are two rules related to decreases in
employer contributions: one for a contri-
bution based on the cost of coverage and
one for a contribution based on a formula.
First, if the contribution rate is based

on the cost of coverage, a group health
plan or group health insurance coverage

ceases to be a grandfathered health plan if
the employer or employee organization
decreases its contribution rate towards the
cost of any tier of coverage for any class
of similarly situated individuals17 by more
than 5 percentage points below the contri-
bution rate on March 23, 2010. For this
purpose, contribution rate is defined as the
amount of contributions made by an em-
ployer or employee organization com-
pared to the total cost of coverage, ex-
pressed as a percentage. The interim final
regulations also provided that the total
cost of coverage is determined in the same
manner as the applicable premium is cal-
culated under the Consolidated Omnibus
Budget Reconciliation Act of 1986 (CO-
BRA) continuation provisions of section
604 of ERISA, section 4980B(f)(4) of the
Code, and section 2204 of the PHS Act. In
the case of a self-insured group health
plan, contributions by an employer or em-
ployee organization are calculated by sub-
tracting the employee contributions to-
wards the total cost of coverage from the
total cost of coverage.
Second, if the contribution rate is based

on a formula, such as hours worked or
tons of coal mined, a group health plan or
group health insurance coverage ceases to
be a grandfathered health plan if the em-
ployer or employee organization de-
creases its contribution rate towards the
cost of any tier of coverage for any class
of similarly situated individuals by more
than 5 percentage points below the contri-
bution rate on March 23, 2010. These final
regulations finalize these provisions with-
out change but incorporate the additional
clarifications issued in subregulatory
guidance as discussed below.
The Departments received several

comments relating to the employer contri-
bution limitations. Some commenters
stated that issuers do not always have the
information needed to know whether (or
when) an employer plan sponsor changes
its rate of contribution towards the cost of
group health plan coverage. In response to
this issue, the Departments issued Afford-

14The interim final regulations defined the maximum percentage increase as medical inflation (from March 23, 2010) plus 15 percentage points. Medical inflation is defined in the interim
final regulations by reference to the overall medical care component of the Consumer Price Index for All Urban Consumers, unadjusted (CPI), published by the Department of Labor. See
26 CFR 54.9815-1251(g)(3), 29 CFR 2590.715-1251(g)(3), and 45 CFR 147.140(g)(3).

1575 FR 35538, 34543 (June 17, 2010).

16See Affordable Care Act Implementation FAQs Part II, available at http://www.dol.gov/ebsa/faqs/faq-aca2.html and https://www.cms.gov/CCIIO/Resources/Fact-Sheets-and-FAQs/
aca_implementation_faqs2.html.

17Similarly situated individuals are described in the HIPAA nondiscrimination regulations at 26 CFR 54.9802–1(d), 29 CFR 2590.702(d), and 45 CFR 146.121(d).
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able Care Act Implementation FAQs Part
I Q2 and Q3 providing relief if issuers and
employer plan sponsors or contributing
employers and multiemployer plans take
certain steps to communicate regarding
changes to the contribution rate for pur-
poses of determining grandfather status.18

These final regulations also provide relief
to issuers, plan sponsors, employers, and
plans that take certain steps to communi-
cate changes in contribution rates. Specif-
ically, these final regulations provide that
an insured group health plan that is a
grandfathered health plan will not relin-
quish its grandfather status immediately
based on a change in the employer contri-
bution rate if, upon renewal, an issuer
requires a plan sponsor to make a repre-
sentation regarding its contribution rate
for the plan year covered by the renewal,
as well as its contribution rate on March
23, 2010 (if the issuer does not already
have it). Additionally, the issuer’s poli-
cies, certificates, or contracts of insurance
must disclose in a prominent and effective
manner that plan sponsors are required to
notify the issuer if the contribution rate
changes at any point during the plan year.
An insured grandfathered group health
plan with a decrease in employer contri-
butions relinquishes its grandfather status
as of the earlier of the first date on which
the issuer knows or reasonably should
know that there has been at least a
5-percentage-point reduction or the first
date on which the plan no longer qualifies
for grandfathered status without regard to
the 5-percentage-point reduction. Simi-
larly, if multiemployer plans and contrib-
uting employers follow these steps, the
plan will not relinquish its grandfather
status unless or until the multiemployer
plan knows or reasonably should know
that the contribution rate has changed by
at least the applicable 5-percentage point
reduction or until the date the plan no
longer qualifies for grandfathered status
without regard to the 5-percentage point
reduction. Moreover, nothing in the Af-

fordable Care Act or these regulations
prevents a policy, certificate, or contract
of insurance from requiring a plan sponsor
to notify an issuer in advance (for exam-
ple, 30 or 60 days in advance) of a change
in their contribution rate.
The Departments also received com-

ments on the application of this provision
to multiemployer plans with unique con-
tribution structures. It is common for mul-
tiemployer plans to have either a fixed-
dollar employee contribution or no
employee contribution towards the cost of
coverage. In such cases, a contributing
employer’s contribution rate may change
(for example, after making up a funding
deficit in the prior year or to reflect a
surplus) but the employee contribution
amount is not affected. The Departments
issued Affordable Care Act Implementa-
tion FAQs Part I Q4 clarifying that in this
case, provided any changes in the cover-
age terms would not otherwise cause the
plan to cease to be grandfathered and
there continues to be no employee contri-
bution or no increase in the fixed-dollar
employee contribution towards the cost of
coverage, the plan would not relinquish its
grandfather status.19 These final regula-
tions incorporate this clarification and ap-
ply the relief to all grandfathered group
health plans. Therefore, under these final
regulations a group health plan that re-
quires either fixed-dollar employee contri-
butions or no employee contributions will
not cease to be a grandfathered health plan
if the employer contribution rate changes
so long as there continues to be no em-
ployee contributions or no increase in the
fixed-dollar employee contributions to-
wards the cost of coverage and there are
no corresponding changes in coverage
terms that would otherwise cause the plan
to cease to be a grandfathered plan.
The Departments also received com-

ments requesting clarification on the ap-
plication of the rules where a group health
plan includes multiple tiers of coverage.
In response, the Departments issued Af-

fordable Care Act Implementation FAQs
Part II Q3, explaining that the standards
for employer contributions found in para-
graph (g)(1)(v) of the interim final regu-
lations on grandfathered health plans ap-
ply on a tier-by-tier basis.20 These final
regulations incorporate this guidance.
Therefore, if a group health plan modifies
the tiers of coverage it had on March 23,
2010 (for example, from self-only and
family to a multi-tiered structure of self-
only, self-plus-one, self-plus-two, and
self-plus-three-or-more), the employer
contribution for any new tier would be
tested by comparison to the contribution
rate for the corresponding tier on March
23, 2010. For example, if the employer
contribution rate for family coverage was
50 percent on March 23, 2010, the em-
ployer contribution rate for any new tier
of coverage other than self-only (i.e., self-
plus-one, self-plus-two, self-plus-three or
more) must be within 5 percentage points
of 50 percent (i.e., at least 45 percent). If,
however, the plan adds one or more new
coverage tiers without eliminating or
modifying any previous tiers and those
new coverage tiers cover classes of indi-
viduals that were not covered previously
under the plan, the new tiers would not be
analyzed under the standards for changes
in employer contributions. For example, if
a plan with self-only as the sole coverage
tier added a family coverage tier, the level
of employer contributions toward the fam-
ily coverage could not cause the plan to
lose grandfather status.
The Departments also received com-

ments asking for clarification on when a
decrease in the employer contribution rate
for coverage under a group health plan or
group health insurance beyond the permit-
ted percentage would result in cessation of
grandfather status for a contribution based
on a formula. In response, the Depart-
ments issued Affordable Care Act Imple-
mentation FAQs Part VI Q6.21 The FAQ
provided an example under which a plan
covers both retirees and active employees

18See Affordable Care Act Implementation FAQs Part I, available at http://www.dol.gov/ebsa/faqs/faq-aca.html and https://www.cms.gov/CCIIO/Resources/Fact-Sheets-and-FAQs/
aca_implementation_faqs.html.

19See Affordable Care Act Implementation FAQs Part I, available at http://www.dol.gov/ebsa/faqs/faq-aca.html and https://www.cms.gov/CCIIO/Resources/Fact-Sheets-and-FAQs/
aca_implementation_faqs.html.

20See Affordable Care Act Implementation FAQs Part II, available at http://www.dol.gov/ebsa/faqs/faq-aca2.html and https://www.cms.gov/CCIIO/Resources/Fact-Sheets-and-FAQs/
aca_implementation_faqs2.html.

21See Affordable Care Act Implementation FAQs Part VI, available at http://www.dol.gov/ebsa/faqs/faq-aca6.html and https://www.cms.gov/CCIIO/Resources/Fact-Sheets-and-FAQs/
aca_implementation_faqs6.html.
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and the employer that sponsors the plan
contributes $300 per year multiplied by
the individual’s years of service for the
employer, capped at $10,000 per year. In
the example, the employer makes contri-
butions based on a formula, and accord-
ingly, the plan will cease to be a grandfa-
thered health plan if the employer
decreases its contribution rate towards the
cost of coverage by more than five percent
below the contribution rate on March 23,
2010. If the formula does not change, the
employer is not considered to have re-
duced its contribution rate, regardless of
any increase in the total cost of coverage.
However, if the dollar amount that is mul-
tiplied by years of service decreases by
more than five percent (or if the $10,000
maximum employer contribution cap de-
creases by more than five percent), the plan
will cease to be a grandfathered health plan.
Although this example has not been added
to the text of the final regulations, this guid-
ance continues to apply.

d. Changes in annual limits

PHS Act section 2711, as added by the
Affordable Care Act, generally prohibits
lifetime and annual limits on the dollar
amount of essential health benefits, as de-
fined in section 1302(b) of the Affordable
Care Act. Under PHS Act section 2711 and
its implementing regulations, plans and is-
suers were generally prohibited from impos-
ing lifetime limits on the dollar value of
essential health benefits for plan years (in
the individual market, policy years) begin-
ning on or after September 23, 2010.
With respect to annual dollar limits, for

plan or policy years beginning before Jan-
uary 1, 2014, plans and issuers were per-
mitted to impose restricted annual dollar
limits in accordance with the guidance set
forth in the interim final regulations. For
plans years beginning on or after January
1, 2014, plans and issuers generally are
prohibited from imposing annual dollar
limits on essential health benefits. How-
ever, grandfathered individual health in-

surance plans are not subject to the annual
dollar limit prohibition. Accordingly, the
final regulations retain the rules regarding
loss of grandfathered status based on im-
position of annual dollar limits to allow
issuers of grandfathered individual health
insurance coverage to analyze grandfa-
thered status.
These final regulations, like the interim

final regulations, address three different
limit-related situations that would cause a
plan or health insurance coverage to relin-
quish its grandfather status: (1) A plan or
health insurance coverage that, on March
23, 2010, did not impose an overall annual
or lifetime limit on the dollar value of all
benefits ceases to be a grandfathered health
plan if the plan or health insurance coverage
imposes an overall annual limit on the dollar
value of benefits; (2) A plan or health insur-
ance coverage, that, on March 23, 2010,
imposed an overall lifetime limit on the dol-
lar value of all benefits but no overall annual
limit on the dollar value of all benefits
ceases to be a grandfathered health plan if
the plan or health insurance coverage adopts
an overall annual limit at a dollar value that
is lower than the dollar value of the lifetime
limit on March 23, 2010; and (3) A plan or
health insurance coverage that, on March
23, 2010, imposed an overall annual limit
on the dollar value of all benefits ceases to
be a grandfathered health plan if the plan or
health insurance coverage decreases the dol-
lar value of the annual limit (regardless of
whether the plan or health insurance cover-
age also imposed an overall lifetime limit on
March 23, 2010 on the dollar value of all
benefits).

e. Changes to fixed amount cost-sharing
based on a formula

On December 22, 2010, the Departments
issued Affordable Care Act Implementation
FAQs Part V Q7 to provide clarification on
the application of the thresholds under para-
graph (g)(1) of the interim final regulations
when a plan’s terms include out-of-pocket
spending limits that are based on a for-

mula.22 The Departments continue to inter-
pret paragraph (g)(1) as clarified in the
FAQ. Therefore, under these final regula-
tions, if a plan or coverage has a fixed-
amount cost-sharing requirement other than
a copayment (for example, a deductible or
out-of-pocket limit) that is based on a
percentage-of-compensation formula, that
cost-sharing arrangement will not cause the
plan or coverage to cease to be a grandfa-
thered health plan as long as the formula
remains the same as that which was in effect
on March 23, 2010. Accordingly, if the
percentage-of-compensation formula for de-
termining an out-of-pocket limit is un-
changed and an employee’s compensation
increases, then the employee could face a
higher out-of-pocket limit, but that change
would not cause the plan to relinquish
grandfather status.

f. Grandfather status and wellness
programs

Under PHS Act section 2705, ERISA
section 702, and Code section 9802 and
the Departments’ implementing regula-
tions, group health plans and health insur-
ance issuers in the group and individual
market are prohibited from discriminating
against participants, beneficiaries, and in-
dividuals in eligibility, benefits, or premi-
ums based on a health factor.23 For group
health plans and group health insurance
coverage, an exception to this general pro-
hibition allows premium discounts, re-
bates, or modification of otherwise appli-
cable cost sharing (including copayments,
deductibles, or coinsurance) in return for
adherence to certain programs of health
promotion and disease prevention, com-
monly referred to as wellness programs.
Many stakeholders requested clarifica-

tion with respect to how changes to con-
tribution rates and cost-sharing mecha-
nisms in the context of a wellness
program would impact a plan’s grandfa-
ther status. In light of these questions, the
Departments issued Affordable Care Act
Implementation FAQs Part II Q5, which
stated that while group health plans may

22See Affordable Care Act Implementation FAQs Part V and Mental Health Parity Implementation, available at http://www.dol.gov/ebsa/faqs/faq-aca5.html and https://www.cms.gov/
CCIIO/Resources/Fact-Sheets-and-FAQs/aca_implementation_faqs5.html.

23The statute and its implementing regulations set forth eight health status-related factors, which the final regulations on Nondiscrimination and Wellness Programs in Health Coverage in
the Group Market refer to as “health factors” for simplicity. 71 FR 75014, 75016 (Dec. 13, 2006) Under the statute and the regulations, the eight health factors are health status, medical
condition (including both physical and mental illnesses), claims experience, receipt of health care, medical history, genetic information, evidence of insurability (including conditions arising
out of acts of domestic violence), and disability. Id. In the Departments’ view, “[t]hese terms are largely overlapping and, in combination, include any factor related to an individual’s health.”
66 FR 1378, 1379 (Jan. 8, 2001).
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continue to provide incentives for well-
ness by providing premium discounts or
additional benefits to reward healthy be-
haviors by participants and beneficiaries,
penalties (such as cost-sharing sur-
charges) may implicate the standards out-
lined in paragraph (g)(1) of the grandfa-
ther interim final regulations and should
be examined carefully.24 If additional
questions arise regarding the interaction
of wellness programs and these require-
ments, the Departments may issue addi-
tional subregulatory guidance.

g. Changes to multi-tiered prescription
drug formularies

In Affordable Care Act Implementation
FAQs Part VI Q2, the Departments ad-
dressed questions related to certain changes
to the level of cost sharing for brand-name
prescription drugs. Stakeholders requested
that the Departments clarify whether
changes to cost sharing for brand-name pre-
scription drugs would cause a plan to relin-
quish its grandfather status in instances
where a plan classifies and determines cost
sharing for prescription drugs based on the
availability of a generic alternative, and a
generic drug becomes available and is
added to the formulary. The Departments
stated that if a drug was classified in a tier as
a brand name drug with no generic avail-
able, and a generic alternative for the drug
becomes available and is added to the for-
mulary, moving the brand-name drug to a
higher tier would not cause the plan or cov-
erage to relinquish grandfather status.25

These final regulations adopt this rule that
such changes will not result in a loss of
grandfather status.

h. Grandfather status and certain
changes in individual policies

Some individual health insurance poli-
cies in place on March 23, 2010 included
a feature that allowed a policyholder to
elect an option under which the individual
would pay a reduced premium in ex-
change for higher cost sharing. The De-
partments received comments asking
whether individuals enrolled in these pol-
icies as of March 23, 2010 could make
such an election after March 23, 2010
without affecting the policy’s grandfather
status, even if the increase in cost sharing
would exceed the limits set forth under the
interim final regulations. In response, the
Departments issued Affordable Care Act
Implementation FAQs Part IV Q2, which
stated that, as long as the policyholder had
such option under the insurance policy
that was in place on March 23, 2010, he or
she could exercise the option after March
23, 2010 without affecting grandfather
status, even if as a result of electing this
option the individual’s cost sharing would
increase by an amount that exceeds the
limits established under the interim final
regulations.26 The Departments maintain
this approach in these final regulations.

i. Clarifications on timing of the loss of
grandfather status

Since the promulgation of the 2010
interim final regulations, questions have
arisen regarding whether or not a plan
ceases to be a grandfathered health plan
immediately after making a change that
triggers a loss of grandfathered status, and
whether or not there is an opportunity to
cure a loss of grandfather status following
a change made inadvertently or otherwise
that triggers a loss of grandfather status.
Several commenters have requested clar-

ification on when the plan or coverage
ceases to be a grandfathered health plan if
it makes an amendment to plan terms that
trigger loss of grandfather status in the
middle of the plan year. The Departments
issued Affordable Care Act Implementa-
tion FAQs Part VI Q4 and Q5 addressing
timing of the loss of grandfather status
with respect to mid-year plan amendments
that exceed the thresholds described in the
interim final regulations.27 These final
regulations adopt the clarification outlined
in the FAQs that a plan or coverage will
cease to be a grandfathered health plan
when an amendment to plan terms that
exceeds the thresholds described in para-
graph (g)(1) of these final regulations be-
comes effective – regardless of when the
amendment is adopted. Once grandfather
status is lost there is no opportunity to
cure the loss of grandfather status. A re-
versal after the effective date will not al-
low the plan or coverage to regain grand-
father status. If a plan sponsor wishes to
avoid relinquishing grandfathered status
in the middle of a plan year, any changes
that will cause a plan or coverage to re-
linquish grandfather status should not be
effective before the first day of a plan year
that begins after the change is adopted.

B. PHS Act Section 2704, Prohibition of
Preexisting Condition Exclusions (26
CFR 54.9815–2704, 29 CFR 2590.715–
2704, 45 CFR 147.108)

PHS Act section 2704, added by the
Affordable Care Act, amends the
HIPAA28 rules relating to preexisting con-
dition exclusions to provide that a group
health plan and a health insurance issuer
offering group or individual health insur-
ance coverage generally may not impose
any preexisting condition exclusions.29

HIPAA, as well as PHS Act section 2704

24See Affordable Care Act Implementation FAQs Part II, available at http://www.dol.gov/ebsa/faqs/faq-aca2.html and https://www.cms.gov/CCIIO/Resources/Fact-Sheets-and-FAQs/
aca_implementation_faqs2.html.

25Affordable Care Act Implementation FAQs Part VI, available at http://www.dol.gov/ebsa/faqs/faq-aca6.html and https://www.cms.gov/CCIIO/Resources/Fact-Sheets-and-FAQs/
aca_implementation_faqs6.html.

26See Affordable Care Act Implementation FAQs Part IV, available at http://www.dol.gov/ebsa/faqs/faq-aca4.html and https://www.cms.gov/CCIIO/Resources/Fact-Sheets-and-FAQs/
aca_implementation_faqs4.html.

27See Affordable Care Act Implementation FAQs Part VI, available at http://www.dol.gov/ebsa/faqs/faq-aca6.html and https://www.cms.gov/CCIIO/Resources/Fact-Sheets-and-FAQs/
aca_implementation_faqs6.html.

28HIPAA is the Health Insurance Portability and Accountability Act of 1996 (Public Law 104–191).

29The HIPAA rules (that were in effect prior to the effective date of these amendments) applied only to group health plans and group health insurance coverage, and permitted limited
exclusions of coverage based on a preexisting condition under certain circumstances. Section 2704 prohibits any preexisting condition exclusion from being imposed by group health plans
or group health insurance coverage and extends this protection to non-grandfathered individual health insurance coverage but this prohibition does not apply to grandfathered individual health
insurance coverage.
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and its implementing regulations, define a
preexisting condition exclusion as a limi-
tation or exclusion of benefits relating to a
condition based on the fact that the con-
dition was present before the date of en-
rollment for the coverage, regardless of
whether any medical advice, diagnosis,
care, or treatment was recommended or
received before that date. PHS Act section
2704,30 which became effective for en-
rollees who are under 19 years of age for
plan years (in the individual market, pol-
icy years) beginning on or after Septem-
ber 23, 2010, and effective for adults for
plan years (in the individual market, pol-
icy years) beginning on or after January 1,
2014, prohibits preexisting condition ex-
clusions for both group health plans and
group or individual health insurance cov-
erage (except for grandfathered individual
health insurance). On June 28, 2010, the
Departments issued interim final regula-
tions implementing PHS Act section 2704
and requesting comment.31 After issuance
of regulations in 2010, the Departments
also released Affordable Care Act Imple-
mentation FAQs Part V, Q632 to provide
additional clarification on the prohibition
of preexisting condition exclusions. These
final regulations finalize the 2010 interim
final regulations without substantial
change and incorporate the clarifications
issued to date in subregulatory guidance.

1. Allowable Exclusion of Benefits

Prior to implementation of PHS Act
section 2704, HIPAA rules limiting pre-
existing condition exclusions provided
that a plan’s or issuer’s exclusion of ben-
efits for a condition regardless of when the
condition arose relative to the effective
date of coverage is not a preexisting con-
dition exclusion. With respect to such ex-
clusions, the 2010 interim final regula-
tions did not change this approach under
HIPAA.33

Several commenters requested that the
final regulations reiterate this rule. Other
commenters requested that all exclusions
of specific conditions be prohibited re-
gardless of whether the exclusion relates
to when the condition arose. Another
commenter wrote that restrictions on ben-
efits concerning rehabilitation services
and devices should be considered a form
of preexisting condition exclusion and not
be allowed.
Similar to the interim final regulations,

these final regulations retain the approach
set forth under HIPAA relating to exclu-
sions for a specific benefit. More specifi-
cally, these final regulations continue to
provide that a plan’s or issuer’s exclusion
of benefits for a condition from the plan or
policy regardless of when the condition
arose relative to the effective date of cov-
erage is not a preexisting condition exclu-
sion. Other requirements of Federal or
State law, however, may prohibit certain
benefit exclusions, including the essen-
tial health benefits requirements appli-
cable in the individual and small group
health insurance markets at 45 CFR
156.110 et seq.

2. Enrollment Period

The 2010 interim final regulations did
not impose any requirement on plans to
provide for an open enrollment period.
One commenter requested that the regula-
tions clarify that issuers in the individual
market may restrict enrollment of children
under age 19 to specified open enrollment
periods, consistent with guidance issued
by HHS.34 Another commenter requested
that the regulations specify that after the
initial enrollment period, health insurance
issuers must make open enrollment peri-
ods available to families at least once a
year during a standardized time period for
at least 90 days and that insurers should
fully advertise the availability. Another
commenter stated that having at least one

issuer that offers open enrollment at any
time during the year, without a penalty for
deferral, will be an economic incentive to
defer the purchase of insurance which
may encourage adverse selection and sub-
sequently, higher claim costs. Additional
commenters requested continuous open
enrollment for children with preexisting
conditions, clarification of whether guar-
anteed issue will be available only during
open enrollment or all 12 months of the
year, and that families be given the oppor-
tunity to enroll their children when certain
life events occur. These final regulations
do not adopt these suggestions. The pro-
visions of the Affordable Care Act related
to guaranteed availability of coverage, in-
cluding open and special enrollment peri-
ods, are implemented in regulations issued
by HHS under section 2702 of the PHS
Act and are outside the scope of this rule-
making. Additionally, while HIPAA gen-
erally permits plans and issuers to treat
participants and beneficiaries with adverse
health factors more favorably, such as
providing a longer open enrollment pe-
riod, nothing in these regulations requires
plans and issuers to do so.

3. Premiums

Commenters raised concerns about in-
creasing premiums related to the prohibi-
tion on preexisting condition exclusions.
Effective for plan years (or, in the indi-
vidual market, policy years) beginning on
or after January 1, 2014, section 2701 of
the PHS Act and section 1312(c) of the
Affordable Care Act govern the premium
rates charged by an issuer for non-
grandfathered health insurance coverage
in the individual and small group markets,
and section 2794 of the PHS Act provides
for the annual review of unreasonable in-
creases in premiums for health insurance
coverage in the individual and small
group markets. These provisions are im-

30Before the amendments made by the Affordable Care Act, PHS Act section 2701(b)(1) was the applicable provision concerning preexisting condition exclusions; after the amendments
made by the Affordable Care Act, PHS Act section 2704(b)(1) is the applicable provision. See also ERISA section 701(b)(1) and Code section 9801(b)(1).

3175 FR 37188 (June 28, 2010).

32See Affordable Care Act Implementation FAQs Part V, available at http://www.dol.gov/ebsa/faqs/faq-aca5.html and https://www.cms.gov/CCIIO/Resources/Fact-Sheets-and-FAQs/
aca_implementation_faqs5.html.

33The rule is illustrated with examples in the HIPAA regulations on preexisting condition exclusions. See Examples 6, 7, and 8 in 26 CFR 54.9801–3(a)(2), 29 CFR 2590.701–3(a)(2), 45
CFR 146.111(a)(2).

34Center for Consumer Information & Insurance Oversight, Questions and Answers on Enrollment of Children Under 19 Under the New Policy That Prohibits Pre-Existing Condition
Exclusions, available at https://www.cms.gov/CCIIO/Resources/Files/factsheet.html.
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plemented in regulations issued by HHS35

and are outside the scope of this rulemak-
ing. However, the rating rules under PHS
Act section 2701 prohibit variations in
premiums based on a child’s health status.

4. Allowable Screenings to Determine
Eligibility for Alternative Coverage in
the Individual Market

Subsequent to the promulgation of the
interim final regulations, questions arose
regarding whether it would be permissible
under the rules implementing PHS Act
section 2704 for issuers in the individual
market to screen certain applicants for el-
igibility for alternative coverage before
issuing a child-only policy. Specifically,
States expressed an interest in permitting
such screenings. In response to these con-
cerns, the Departments issued Affordable
Care Act Implementation FAQs Part V,
Q6, which provided that under certain cir-
cumstances, States can permit issuers in
the individual market to screen applicants
for eligibility for alternative coverage op-
tions before offering a child-only policy if
(1) the practice is permitted under State
law; (2) the screening applies to all child-
only applicants, regardless of health sta-
tus; and (3) the alternative coverage op-
tions include options for which healthy
children would potentially be eligible,
such as the Children’s Health Insurance
Program (CHIP) and group health insur-
ance.36 Screenings may not be limited to
programs targeted to individuals with a
preexisting condition, such as a State high
risk pool. Note that Medicaid policy, un-
der 42 U.S.C. 1396a (25)(G), prohibits
participating States from allowing health
insurance issuers to consider whether an
individual is eligible for, or is provided
medical assistance under, Medicaid in

making enrollment decisions. Further-
more, issuers may not implement a
screening process that by its operation sig-
nificantly delays enrollment or artificially
engineers eligibility of a child for a pro-
gram targeted to individuals with a preex-
isting condition. Additionally, the screen-
ing process may not be applied to offers of
dependent coverage for children. The
FAQ provided that States are encouraged
to require issuers that screen for other
coverage to enroll and provide coverage
to the applicant effective on the first date
that the child-only policy would have
been effective had the applicant not been
screened for an alternative coverage op-
tion. It also provided that States are en-
couraged to impose a reasonable time
limit, such as 30 days, at which time the
issuer would have to enroll the child re-
gardless of pending applications for other
coverage. Subsequent to the issuance of
the FAQ, the guaranteed availability re-
quirements in section 2702 of the PHS
Act took effect, similarly precluding an
issuer from denying coverage. This
screening, as permitted under State law,
will continue to be allowed under these
final regulations, consistent with both sec-
tion 2704 and guaranteed availability ob-
ligations under section 2702.

C. PHS Act Section 2711, Prohibition on
Lifetime and Annual Limits (26 CFR
54.9815–2711, 29 CFR 2590.715–2711,
45 CFR 147.126)

PHS Act section 2711, as added by the
Affordable Care Act, generally prohibits
annual and lifetime dollar limits on essen-
tial health benefits, as defined in section
1302(b) of the Affordable Care Act. With
respect to annual dollar limits, PHS Act
section 2711(a)(2) provided that for plan

years beginning before January 1, 2014,
restricted annual dollar limits were al-
lowed. On June 28, 2010, the Departments
issued interim final regulations imple-
menting PHS Act section 2711 and re-
quested comment.37 After issuance of the
2010 interim final regulations, the Depart-
ments also released Affordable Care Act
Implementation FAQs Parts IV, XI, XV,
XXII, as well as Technical Release 2013–
03, to address various requests for clarifi-
cations under PHS Act section 2711.38

These final regulations adopt the 2010 in-
terim final regulations without substantial
change and incorporate certain pertinent
clarifications issued thus far in subregula-
tory guidance.

1. Definition of Essential Health Benefits

On February 25, 2013, HHS issued fi-
nal regulations addressing essential health
benefits (EHB) under Affordable Care Act
section 1302.39 Among other things, HHS
regulations defined EHB based on a State-
specific benchmark plan and required
each State to select a benchmark plan
from among several options.40 While self-
insured, large group market, and grandfa-
thered health plans are not required to
offer EHB, PHS Act section 2711 prohib-
its such plans from imposing annual and
lifetime dollar limits on covered benefits
that fall within the definition of EHB. In
the interim final regulations, the Depart-
ments said that “[f]or plan years (in the
individual market, policy years) begin-
ning before the issuance of regulations
defining ‘essential health benefits,’ for
purposes of enforcement, the Departments
will take into account good faith efforts to
comply with a reasonable interpretation of
the term ‘essential health benefits.’”

35See 45 CFR 147.102, 154.101 et. seq., and 156.80.

36See Affordable Care Act Implementation FAQs Part V, available at http://www.dol.gov/ebsa/faqs/faq-aca5.html and https://www.cms.gov/CCIIO/Resources/Fact-Sheets-and-FAQs/
aca_implementation_faqs5.html.

3775 FR 37188 (June 28, 2010).

38Affordable Care Act Implementation FAQs Parts IV, XI, XV, XXII, available at http://www.dol.gov/ebsa/faqs/faq-aca4.html, http://www.dol.gov/ebsa/faqs/faq-aca11.html, http://
www.dol.gov/ebsa/faqs/faq-aca15.html, and http://www.dol.gov/ebsa/faqs/faq-aca22.html, or https://www.cms.gov/CCIIO/Resources/Fact-Sheets-and-FAQs/aca_implementation_faqs4.html, https://
www.cms.gov/CCIIO/Resources/Fact-Sheets-and-FAQs/aca_implementation_faqs11.html, https://www.cms.gov/CCIIO/Resources/Fact-Sheets-and-FAQs/aca_implementation_faqs15.html and
https://www.cms.gov/CCIIO/Resources/Fact-Sheets-and-FAQs/Downloads/FAQs-Part-XXII-FINAL.pdf; Technical Release 2013-03, available at http://www.dol.gov/ebsa/newsroom/tr13-
03.html. See footnote 51 for a list of additional items of guidance under PHS Act section 2711.

3978 FR 12834.

40The benchmark plans from which a State could choose are: (1) the largest plan by enrollment in any of the three largest products in the State’s small group market; (2) any of the largest
three State employee health benefit plans options by enrollment; (3) any of the largest three national Federal Employees Health Benefits Program (FEHBP) plan options by enrollment; or
(4) the largest insured commercial HMO in the State. 45 CFR 156.100. The EHB-benchmark plan serves as a reference plan, reflecting both the scope of services and limits offered by a
typical employer plan in each State. The term “base-benchmark plan” in 45 CFR 156.100 is distinct from the term “EHB-benchmark plan” as defined in 45 CFR 156.20.
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In a 2012 FAQ, HHS stated that the
Departments would consider a self-
insured group health plan, a large group
market health plan, or a grandfathered
group health plan to have used a permis-
sible definition of EHB under section
1302(b) of the Affordable Care Act if the
definition was one of the potential EHB
base-benchmark plans that, at the time,
States could have chosen from as the stan-
dard for EHB in their State.41 At the time,
this list of potential EHB-benchmark
plans included over 510 EHB base-
benchmark plans that were authorized by
the Secretary for a State or the District of
Columbia42 to select, as each State and the
District of Columbia has a choice of ten
possible benchmark plans. All of these
potential plans were “authorized” in the
sense that they were potential EHB bench-
mark plans that could be selected by a
State or the District of Columbia under the
EHB regulations. This approach was in-
tended to provide plans and issuers not
subject to the EHB rules with flexibility to
define what constitutes EHB under their
respective plan for purposes of the limits
in PHS Act section 2711. Since that time,
each State and the District of Columbia
has selected or defaulted to a single EHB-
benchmark option, and that is the only
benchmark plan “authorized” to be used
for defining EHB in that State or the Dis-
trict of Columbia.
Given the enforcement challenges for

Federal and State regulators and difficul-
ties for participants, beneficiaries, and en-
rollees in ascertaining what benefits under
their respective plans constitute EHB
posed by a choice of over 500 plans, the
Departments are codifying their interpre-
tation that a “reasonable interpretation of
the term ‘essential health benefits’” in-
cludes only those EHB base-benchmarks
that, in fact, have been selected, whether
by active State selection or by default to
be the EHB base-benchmark plan for a
State, rather than all plans that are poten-
tially authorized.

In addition to the foregoing base-
benchmark plans, there are three base-
benchmark plan options not currently
among those a State or the District of
Columbia has either selected or had as-
signed by default that the Departments
believe should also continue to be made
available for plans and issuers not subject
to EHB requirements. These three plan
options are the current base-benchmark
plan options under the Federal Employees
Health Benefit Program (FEHBP) speci-
fied at 45 CFR 156.100(a)(3) (the three
largest FEHBP plans available to all Fed-
eral employees nationally). These base-
benchmark plan options are unique among
base-benchmark plans in that they are
available nationally, and thus can be uti-
lized to determine what benefits would be
categorized as EHBs for those employers
who provide health coverage to employ-
ees throughout the United States and are
not situated only in a single State.
Thus, under these final regulations,

group health plans (and health insurance
coverage offered in connection with such
plans) and grandfathered individual mar-
ket coverage that are not required to pro-
vide EHB may select among any of the 51
EHB base-benchmark plans identified un-
der 45 CFR 156.100 and selected by a
State or the District of Columbia and the
FEHBP base-benchmark plan, as applica-
ble for plan years beginning on or after
January 1, 2017, for purposes of determin-
ing which benefits cannot be subject to
annual and lifetime dollar limits. The cur-
rent list of the 51 proposed EHB base-
benchmark plans selected by the States for
2017 can be found at https://www.cms.
gov/CCIIO/Resources/Data-Resources/ehb.
html. HHS anticipates publishing the final
list later this month.

2. Out-of-network benefits

The Departments have been asked
whether the scope of the prohibition on
lifetime and annual dollar limits in PHS

Act section 2711 applies only to in-
network benefits as opposed to both in-
network and out-of-network benefits. The
statute and interim final regulations made
no distinction between in-network or out-
of-network benefits. Therefore, lifetime
and annual dollar limits on essential
health benefits are generally prohibited,
regardless of whether such benefits are
provided on an in-network or out-of-
network basis. These final regulations in-
corporate this clarification.

3. End of Waiver Program

Under PHS Act section 2711, for plan
years beginning before January 1, 2014,
the Departments were given authority to
define restricted annual dollar limits to
ensure that access to needed services was
made available with minimal impact on
premiums. As noted in the preamble to the
2010 interim final regulations, in order to
mitigate the potential for premium in-
creases for all plans and policies, while at
the same time ensuring access to EHB, the
interim final regulations adopted a three-
year phased approach for restricted annual
dollar limits, with the dollar limit increas-
ing for each year of the three year period.
Annual dollar limits, including restricted
annual dollar limits, are not allowed for
plan years (in the individual market, pol-
icy years) beginning on or after January 1,
2014, except for grandfathered individual
health insurance coverage.
Some previously widely available low-

cost coverage was designed with low
maximum benefits and did not meet the
phased in restricted annual dollar limits,
such as stand-alone health reimbursement
arrangements (HRAs)43 and so-called
“mini med” plans. In order to ensure that
individuals with such limited coverage
would not be denied access to needed
services or experience more than a mini-
mal impact on premiums, the interim final
regulations also provided for HHS to es-
tablish a program under which the re-

41See Q10 of Frequently Asked Questions on Essential Health Benefits Bulletin, available at https://www.cms.gov/CCIIO/Resources/Files/Downloads/ehb-faq-508.pdf.

42Initially, issuers in the territories were subject to the EHB requirement and also had potential benchmarks to choose from under the EHB regulations. A change in the interpretation of
the statute resulted in issuers in the territories being exempt from the EHB rules. See Letter to Gary R. Francis, Commissioner, Office of Lieutenant Governor, Virgin Islands, dated July
16, 2014, available at https://www.cms.gov/CCIIO/Resources/Letters/Downloads/letter-to-Francis.pdf.

43An HRA is an arrangement that is funded solely by an employer and that reimburses an employee for medical care expenses (as defined under Code section 213(d)) incurred by the
employee, or his spouse, dependents, and any children who, as of the end of the taxable year, have not attained age 27, up to a maximum dollar amount for a coverage period. IRS Notice
2002–45, 2002–02 CB 93; Revenue Ruling 2002–41, 2002–2 CB 75. This reimbursement is excludable from the employee’s income. Amounts that remain at the end of the year generally
can be used to reimburse expenses incurred in later years. HRAs generally are considered to be group health plans within the meaning of Code section 9832(a), section 733(a) of ERISA,
and section 2791(a) of the PHS Act and are subject to the rules applicable to group health plans.
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stricted annual dollar limit requirements
would be waived if compliance with the
limits would result in a significant de-
crease in access to benefits or a significant
increase in premiums.44 However, this
waiver program was only available for the
period during which the statute authorized
restricted annual dollar limits, that is, plan
years (in the individual market, policy
years) beginning before January 1, 2014.
Consequently such waivers are no longer
available and the waiver program rules are
not incorporated in these final regulations.

4. HRAs and other account based plans

In general, HRAs and other account-
based group health plans are subject to the
annual dollar limit prohibition under PHS
Act section 2711 (annual dollar limit pro-
hibition)45 and will fail to comply with
this prohibition because these arrange-
ments impose an annual limit on the
amount of expenses the arrangement will
reimburse. However, special rules apply
to certain types of account-based plans
under which the HRA or other account-
based health plan either is not subject to
the annual dollar limit prohibition, or is
considered to comply with the annual
dollar limit prohibition if it is “inte-
grated” with another group health plan
that complies with the annual dollar
limit prohibition.

The preamble to the interim final reg-
ulations noted that the annual dollar limit
prohibition applies differently to certain
account-based plans that are subject to
other rules that limit the benefits available
under those plans.46 In particular, under
the 2010 interim final regulations and
these final regulations, certain health Flex-
ible Spending Arrangements (health
FSAs)47 are not subject to the PHS Act
section 2711 annual dollar limit prohibi-
tion because health FSAs are subject to
specific limits under section 9005 of the
Affordable Care Act. In addition, as noted
in the preamble to the 2010 interim final
regulations, the annual dollar limit prohi-
bition does not apply to Archer Medical
Savings Accounts (Archer MSAs) under
section 220 of the Code and Health Sav-
ings Accounts (HSAs) under section 223
of the Code, because both types of plans
are subject to specific statutory provi-
sions that require that the contributions
be limited.
These final regulations contain a clari-

fication regarding the application of the
annual dollar limit prohibition to health
FSAs. Question and Answer 8 of DOL
Technical Release 2013–0348 and IRS
Notice 2013–5449 clarified that the annual
dollar limit prohibition applies to a health
FSA that is not offered through a Code
section 125 plan. That is because the ex-
emption for health FSAs from the annual

dollar limit prohibition is intended to ap-
ply only to health FSAs that are subject to
the separate annual limitation under Code
section 125(i), and health FSAs that are
not offered through a Code section 125
plan are not subject to that separate stat-
utory limit. The prior guidance provided
that this clarification was intended to ap-
ply beginning September 13, 2013 and the
guidance noted that the Departments in-
tended to amend the annual dollar limit
prohibition regulations to conform to the
Q&A. These final regulations include this
amendment.
Other types of account-based plans,

such as HRAs and employer payment
plans,50 are not exempt from the annual
dollar limit prohibition. However, the pre-
amble to the interim final regulations and
subsequently issued subregulatory guid-
ance51 interpreting these rules included a
number of rules regarding the application
of the annual dollar limit prohibition to
these types of arrangements. In particular,
this guidance provides that if an HRA is
“integrated” with other group health plan
coverage, and the other group health plan
coverage complies with the requirements
of PHS Act section 2711, the combined
arrangement satisfies the requirements
even though the HRA imposes a dollar
limit.52 The basic principles for when an
HRA is considered integrated with other
group health plan coverage have been set

44Guidance regarding the annual dollar limit waiver program was issued at https://www.cms.gov/cciio/resources/Regulations-and-Guidance/index.html#Annual Limits.

45In accordance with Code section 9831(a)(2) and ERISA section 732(a), the market reforms, including PHS Act section 2711, do not apply to a group health plan that has fewer than two
participants who are current employees on the first day of the plan year, and, in accordance with Code section 9831(b), ERISA section 732(b), and PHS Act sections 2722(b) and 2763,
the market reforms, including PHS Act section 2711, also do not apply to a group health plan in relation to its provision of excepted benefits described in Code section 9832(c), ERISA
section 733(c) and PHS Act section 2791(c).

46See 75 FR 37188, 37190 (June 28, 2010).

47In general, a health FSA is a benefit designed to reimburse employees for medical care expenses (as defined in Code section 213(d), other than premiums) incurred by the employee, or
the employee’s spouse, dependents, and any children who, as of the end of the taxable year, have not attained age 27. See Employee Benefits—Cafeteria Plans, 72 FR 43938, 43957 (August
6, 2007) (proposed regulations; to be codified, in part, once final, at 26 CFR 1.125-5); Code section 105(b) and 106(c). Contributions to a health FSA offered through a cafeteria plan satisfying
the requirements of Code section 125 do not result in gross income to the employee. Code section 125(a).

48Technical Release 2013-03, available at www.dol.gov/ebsa/pdf/tr13-03.pdf.

492013–40 IRB 287.

50An employer payment plan is a group health plan under which an employer reimburses an employee for some or all of the premium expenses incurred for an individual health insurance
policy, such as a reimbursement arrangement described in Revenue Ruling 61–146, 1961–2 CB 25, or arrangements under which the employer uses its funds to directly pay the premium
for an individual health insurance policy covering the employee.

51Five items of guidance have been issued on this topic: (1) Affordable Care Act Implementation FAQs Part XI, available at (http://www.dol.gov/ebsa/faqs/faq-aca11.html) or
http://www.cms.gov/CCIIO/Resources/Fact-Sheets-and-FAQs/aca_implementation_faqs11.html; (2) IRS Notice 2013-54 and DOL Technical Release 2013-03, issued on September 13,
2013; (3) IRS FAQ on Employer Healthcare Arrangements available at http://www.irs.gov/Affordable-Care-Act/Employer-Health-Care-Arrangements; (4) Affordable Care Act Implemen-
tation FAQs Part XXII, available at http://www.dol.gov/ebsa/faqs/faq-aca22.html or http://www.cms.gov/CCIIO/Resources/Fact-Sheets-and-FAQs/Downloads/FAQs-Part-XXII-FINAL.pdf;
and (5) IRS Notice 2015–17, issued on February 18, 2015. See also 75 FR 37188 (June 28, 2010). This guidance, much of which is not directly addressed in these final regulations, continues
to be in effect.

52Issues also arise for account-based group health plans under PHS Act section 2713, which requires non-grandfathered group health plans (or health insurance issuers offering group health
insurance plans) to provide certain preventive services without imposing any cost-sharing requirements for these services. The Departments have issued guidance providing that, similar to
the analysis of the annual dollar limit prohibition, an HRA that is integrated with a group health plan will comply with the preventive services requirements if the group health plan with
which the HRA is integrated complies with the preventive services requirements. Also, a group health plan, including an HRA, used to purchase coverage on the individual market is not
integrated with that individual market coverage for purposes of the preventive services requirements and therefore will fail to comply with the preventive services requirements because an
HRA or similar arrangement does not provide preventive services without cost-sharing in all instances. See DOL Technical Release 2013–03 and IRS Notice 2013–54.
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forth in various forms of subregulatory
guidance and have been included in these
final regulations.
These final regulations clarify the

scope of arrangements, in addition to
HRAs, that can be integrated with other
group health plan coverage by defining
and referring to “account-based plans.”
Account-based plans are employer-
provided group health plans that provide
reimbursements of medical expenses
other than individual market policy pre-
miums, with the reimbursement subject to
a maximum fixed dollar amount for a pe-
riod. Examples of account-based plans in-
clude health FSAs and medical reimburse-
ment plans that are not HRAs, in addition
to HRAs. Account-based plans that do not
qualify as excepted benefits53 generally
are subject to the market reforms (ex-
cept that health FSAs offered through a
Code section 125 plan are not subject to
the annual dollar limit prohibition), in-
cluding the preventive services require-
ments under PHS Act section 2713. If
the other group health plan coverage
with which an account-based plan is in-
tegrated complies with the requirements
under PHS Act sections 2711 and 2713,
the account-based plan also complies
with those requirements because, in that
case, the combined benefit satisfies
those requirements.54

The Departments’ prior guidance re-
garding when an HRA is considered inte-
grated with another group health plan pro-
vides two methods for integration, each of
which has been added to the final regula-
tions and extended to other account-based
plans. In addition to various other require-
ments, each integration method requires
that under the terms of the HRA or other
account-based plan, (1) an employee (or
former employee) must be permitted to
permanently opt out of and waive future
reimbursements from the account-based
plan at least annually, and (2) upon termi-

nation of employment either remaining
funds are forfeited or the employee is al-
lowed to opt out of and waive future re-
imbursements under the account-based
plan.
Stakeholders have requested clarifica-

tion regarding whether for this purpose a
forfeiture of amounts or a waiver of reim-
bursements under an HRA includes an
otherwise permanent forfeiture or waiver,
if the amounts will be reinstated or the
waiver will be discontinued upon a fixed
date or death. The Departments interpret
the prior guidance to provide, and the final
regulations clarify, that forfeiture or
waiver occurs even if the forfeited
amounts or waived reimbursements may
be reinstated upon a fixed date, a partici-
pant’s death, or the earlier of the two
events (the reinstatement event). For this
purpose, an HRA is considered forfeited
or waived prior to a reinstatement event
only if the participant’s election to forfeit
or waive is irrevocable, meaning that, be-
ginning on the effective date of the elec-
tion, the participant and the participant’s
beneficiaries have no access to amounts
credited to the HRA until the reinstate-
ment event.55 This means that the HRA
may not be used to reimburse or pay
medical expenses incurred during the
period after the forfeiture or waiver and
prior to reinstatement. An HRA need not
provide for reinstatement of forfeited
amounts or waived reimbursements to
be integrated with a non-HRA group
health plan. The final regulations reflect
this clarification, and this clarification
applies for integration of HRAs as well
as other account-based plans, as defined
in the regulations.
The Departments’ prior guidance re-

garding integration of an HRA or other
account-based plan with another group
health plan further provides that integra-
tion requires, among other requirements,
that the plan sponsor offering the HRA or

other account-based plan also offer to the
employee another group health plan (other
than the HRA or other account-based
plan). On February 18, 2015, Treasury
and IRS issued Notice 2015–17, which, in
Q&A3, provided for integration of a pre-
mium reimbursement arrangement for an
employee’s Medicare part B or D premi-
ums for purposes of the annual dollar limit
prohibition and the preventive services re-
quirements under PHS Act section 2713 if
the arrangement meets certain conditions
and the employer offers the employee an-
other group health plan.56 However, No-
tice 2015–17 provided that the premium
reimbursement arrangement for an em-
ployee’s Medicare part B or D premiums
could not be integrated with Medicare
coverage to satisfy the market reforms
because Medicare coverage is not a group
health plan. In response to this prior guid-
ance, stakeholders have indicated that em-
ployers with fewer than 20 employees are
unable to meet the integration test set out
in Notice 2015–17 for Medicare part B or
D premium reimbursement arrange-
ments. That is because these employers
that offer group health plan coverage are
not required by the applicable Medicare
secondary payer rules to offer group
health plan coverage to their employees
who are eligible for Medicare coverage,
and some issuers of insurance for group
health plans do not allow these smaller
employers to offer group health plan
coverage to their employees who are
eligible for Medicare coverage. In re-
sponse to these concerns, these regula-
tions now provide a special rule for em-
ployers with fewer than 20 employees
that are not required to offer their group
health plan coverage to employees who
are eligible for Medicare coverage, and
that offer group health plan coverage to
their employees who are not eligible for
Medicare, but not to their employees
who are eligible for Medicare coverage.

53Health FSAs will be considered to provide only excepted benefits if the employer also makes available group health plan coverage that is not limited to excepted benefits and the health
FSA is structured so that the maximum benefit payable to any participant cannot exceed two times the participant’s salary reduction election for the health FSA for the year (or, if greater,
cannot exceed $500 plus the amount of the participant’s salary reduction election). See 26 CFR 54.9831–1(c)(3)(v), 29 CFR 2590.732(c)(3)(v), and 45 CFR 146.145(c)(3)(v).

54See Affordable Care Act Implementation FAQs Part XIX, available at http://www.dol.gov/ebsa/faqs/faq-aca19.html and https://www.cms.gov/CCIIO/Resources/Fact-Sheets-and-FAQs/
aca_implementation_faqs19.html.

55During a period in which an HRA has been forfeited or waived prior to a reinstatement event, the participant is considered not covered by the HRA. For a former employee (such as a
retiree), an individual’s right to have a forfeited or waived HRA reinstated upon a reinstatement event will not prevent the individual from receiving the premium tax credit under § 36B
during the period after forfeiture or waiver and prior to reinstatement, if the individual is otherwise eligible for a premium tax credit. See 26 CFR § 1.36B–2(c)(3)(i), proposed §
1.36B–2(c)(3)(iv).

56Notice 2015–17 provides special rules for integration of Medicare Part B and D premium reimbursement arrangements and TRICARE-related HRAs with other group health plans, along
with various other related pieces of guidance. That guidance continues to apply but is not repeated in these final regulations.
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For these employers, a premium reim-
bursement arrangement for Medicare
part B or D premiums may be integrated
with Medicare (and deemed to satisfy)
the annual dollar limit prohibition and
the preventive services requirements un-
der PHS Act section 2713 if the employ-
ees who are not offered the other group
health plan coverage would be eligible
for that group health plan but for their
eligibility for Medicare. These employ-
ers may use either of the non-Medicare
specific integration tests, as applicable,
for account-based plans for employees
who are not eligible for Medicare.
Although in certain circumstances

HRAs and other account-based plans may
be integrated with another group health
plan to satisfy the annual dollar limit pro-
hibition, these final regulations incorpo-
rate the general rule set forth in prior
subregulatory guidance clarifying that an
HRA and other account-based plans may
not be integrated with individual market
coverage, and therefore an HRA or other
account-based plan used to reimburse pre-
miums for the individual market coverage
fails to comply with PHS Act section
2711.
These final regulations, however, do

not incorporate all of the other subregula-
tory guidance concerning the application
of the Affordable Care Act to HRAs and
other account-based plans. It has come to
the Departments’ attention that there are a
wide variety of account-based products
being marketed, often with subtle but in-
substantial differences, in an attempt to
circumvent the guidance set forth by the
Departments on the application of the
annual dollar limit prohibition and the
preventive services requirements to
account-based plans. The Departments
intend to continue to address these spe-
cific instances of noncompliance. The
subregulatory guidance not specifically
addressed in these final regulations con-
tinues to apply and the Departments will
continue to address additional situations
as necessary.

D. PHS Act Section 2712, Prohibition
on Rescissions (26 CFR 54.9815–2712,
29 CFR 2590.715–2712, 45 CFR
147.128)

PHS Act section 2712, as added by the
Affordable Care Act, provides that a
group health plan or health insurance is-
suer offering group or individual health
insurance coverage must not rescind cov-
erage unless a covered individual commits
fraud or makes an intentional misrepre-
sentation of material fact. This standard
applies to all rescissions, whether in the
group or individual insurance market, or
self-insured coverage. These rules also ap-
ply regardless of any contestability period
of the plan or issuer. On June 28, 2010,
the Departments issued interim final reg-
ulations implementing PHS Act section
2712.57 The interim final regulations in-
cluded several clarifications regarding the
standards for rescission, including that the
rules of PHS Act section 2712 apply
whether the coverage is rescinded for an
individual or a group. The Departments
also issued Affordable Care Act Imple-
mentation FAQs Part II Q7, which clari-
fied when retroactive terminations in the
‘normal course of business’ would not be
considered rescissions.58 These final reg-
ulations finalize the 2010 interim final
regulations without substantial change
and incorporate the clarifications issued
thus far in subregulatory guidance.

1. Definition of rescission

Under the interim final regulations and
these final regulations, a rescission is a
cancellation or discontinuance of cover-
age that has retroactive effect. For exam-
ple, a cancellation that treats an insurance
policy as void from the time of an indi-
vidual’s or group’s enrollment is a rescis-
sion, whether the cancellation is a result of
the issuer subsequently determining that a
valid insurance contract does not exist or
the insurance contract was entered into
despite its noncompliance with applicable
law. As another example, a cancellation
that voids benefits paid up to a year before

the cancellation is also a rescission. How-
ever, a cancellation or discontinuance of
coverage is not a rescission if it has only
prospective effect or to the extent it is
attributable to a failure to timely pay re-
quired premiums or contributions towards
the cost of coverage. Other provisions of
Federal and State law limit the grounds
for prospective cancellations of cover-
age, including PHS Act section 2703
regarding guaranteed renewability of
coverage and PHS Act section 2705 re-
garding non-discrimination in rules for
eligibility (or continued eligibility)
based on health status.
Under PHS Act section 2712, rescis-

sion is not prohibited if a covered individ-
ual commits fraud or makes an intentional
misrepresentation of material fact. Some
commenters recommended that the De-
partments define the term “material fact.”
These final regulations decline this sug-
gestion. However, the Departments have
addressed whether providing false or in-
accurate information concerning to-
bacco use is considered a misrepresen-
tation of material fact for this purpose.
HHS published final regulations under
PHS Act section 2701 (regarding fair
health insurance premiums) on February
13, 2013.59 In the preamble to those
regulations, HHS stated that, with re-
spect to an individual who is found to
have reported false or inaccurate infor-
mation about their tobacco use, the in-
dividual may be charged the appropriate
premium that should have been paid ret-
roactive to the beginning of the plan
year. However, as stated in the pream-
ble, the “remedy of recoupment renders
any misrepresentation with regard to to-
bacco use no longer a ‘material’ fact for
purposes of rescission under PHS Act
section 2712 and its implementing reg-
ulations,” and therefore, coverage can-
not be rescinded on such basis. The De-
partments may provide further guidance
regarding the definition of a “material
fact” for purposes of rescission under
PHS Act section 2712 if additional
questions arise.

5775 FR 37188 (June 28, 2010).

58Affordable Care Act Implementation FAQs Part II, available at http://www.dol.gov/ebsa/faqs/faq-aca2.html or https://www.cms.gov/CCIIO/Resources/Fact-Sheets-and-FAQs/
aca_implementation_faqs2.html.

5978 FR 13406, 13414 (February 13, 2013).
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2. Scope and Application

The statutory prohibition related to re-
scissions is not limited to rescissions
based on prior medical history, rather it
precludes plans and issuers from rescind-
ing coverage under any circumstances ex-
cept as provided in the statute and regu-
lations. For example, coverage cannot be
rescinded because an individual makes a
mistake on an insurance application or
enrollment form. An example in both the
interim final regulations and in these final
regulations clarifies that some plan errors
(such as mistakenly covering a part-time
employee for a period of time under a plan
that only covers full-time employees) may
be cancelled prospectively once identi-
fied, but not retroactively rescinded un-
less there was fraud or intentional mis-
representation of a material fact by the
employee.
The Departments received comments

on the interim final regulations stating that
some employers’ human resource depart-
ments may reconcile lists of eligible indi-
viduals with their plan or issuer via data
feed only once per month, and that routine
enrollment adjustments in the normal
course of business should not be consid-
ered a rescission.
In response to these comments, the De-

partments issued an FAQ concerning re-
scissions on October 8, 2010.60 The FAQ
stated that if a plan covers only active
employees (subject to the COBRA contin-
uation of coverage provisions) and an em-
ployee pays no premiums for coverage
after termination of employment, the De-
partments do not consider the retroactive
elimination of coverage back to the date
of termination of employment, due to de-
lay in administrative record-keeping, to be
a rescission. Similarly, if a plan does not
cover ex-spouses and the plan is not noti-
fied of a divorce (subject to the COBRA
continuation coverage provisions), and
the full COBRA premium is not paid by
the employee or ex-spouse for coverage,
the Departments do not consider a plan’s
termination of coverage retroactive to the
divorce to be a rescission.61

3. Termination of Coverage Initiated by
Participant, Beneficiary, or Enrollee

The Departments have been asked
whether the rescission rules prohibit a
plan or issuer from retroactively terminat-
ing coverage at the request of a partici-
pant, beneficiary, or enrollee. In the De-
partments’ view, the statutory provision
was enacted by Congress to protect indi-
viduals against potential abuses by group
health plans and health insurance issuers;
it was not intended to prevent individuals
from exercising their rights and privileges
under the terms of the plan or coverage in
accordance with applicable State law,
where they are acting voluntarily and
without coercion by the plan or issuer.
Moreover, HHS regulations at 45 CFR
155.430, which govern termination of en-
rollment in the Exchange, permit enrollees
and the Exchange to initiate a retroactive
termination of enrollment in a QHP
through the Exchange, including instances
where the enrollee has the right to termi-
nate coverage under applicable State law
(such as State “free look” cancellations
laws).62 For these reasons, the Depart-
ments clarify in these final regulations that
a retroactive cancellation or discontinu-
ance of coverage is not a rescission if (1)
it is initiated by the individual (or by the
individual’s authorized representative)
and the employer, sponsor, plan, or issuer
does not, directly or indirectly, take action
to influence the individual’s decision to
cancel or discontinue coverage retroac-
tively, or otherwise take any adverse ac-
tion or retaliate against, interfere with,
coerce, intimidate, or threaten the individ-
ual; or (2) it is initiated by the Exchange
pursuant to 45 CFR 155.430 (other than
under paragraph (b)(2)(iii)). The Depart-
ments may issue additional subregulatory
guidance if abusive situations or questions
arise.

4. Interaction with Internal Appeals and
External Review

Commenters requested that these final
regulations provide that individuals have

the right to appeal a rescission to an inde-
pendent third party. PHS Act section 2719
and its implementing regulations address
internal claims and appeals and external
review of adverse benefit determinations.
Under the Department of Labor’s claims
procedure regulation at 29 CFR
2560.503–1 (the DOL claims procedure
regulation), adverse benefit determina-
tions eligible for internal claims and ap-
peals processes generally include denial,
reduction, termination of, or a failure to
provide or make a payment (in whole or in
part) for a benefit, including a denial, re-
duction, termination, or failure to make a
payment based on the imposition of a pre-
existing condition exclusion, a source of
injury exclusion, or other limitation on
covered benefits. The Departments’ regu-
lations under PHS Act section 2719
broaden the definition of “adverse benefit
determination” to include rescissions of
coverage. Therefore, rescissions of cover-
age are also eligible for internal claims
and appeals and external review for non-
grandfathered health plans, whether or not
the rescission has an adverse effect on any
particular benefit at the time of an appeal.
The regulations under PHS Act section
2719 also contain provisions requiring
coverage to remain effective pending the
outcome of an internal appeal.

5. Interaction with COBRA Continuation
Coverage

COBRA provides for a temporary con-
tinuation of group health coverage that
would otherwise be lost due to certain life
events. COBRA requires group health
plans to offer continuation coverage to
covered employees, former employees,
spouses, former spouses, and dependent
children when group health coverage
would be terminated due to the following:
the death of a covered employee; termi-
nation or reduction in the hours of a cov-
ered employee’s employment for reasons
other than gross misconduct; a covered
employee’s becoming entitled to Medi-
care; divorce or legal separation of a cov-
ered employee and spouse; and a child’s

60Affordable Care Act Implementation FAQs Part II, Q7 at http://www.dol.gov/ebsa/pdf/faq-aca2.pdf and https://www.cms.gov/CCIIO/Resources/Fact-Sheets-and-FAQs/
aca_implementation_faqs2.html.

61In such situations, COBRA may require coverage to be offered for up to 36 months if the COBRA applicable premium is paid by the qualified beneficiary.

62State “free look” cancellation laws are laws permitting an individual to cancel coverage within a certain time period, even following the effectuation of the enrollment.
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loss of dependent status (and therefore
coverage) under the plan.
COBRA sets forth rules for how and

when continuation coverage must be of-
fered and provided, how employees and
their families may elect continuation cov-
erage, and what circumstances justify ter-
minating continuation coverage. COBRA
allows plans to continue coverage during
an initial 60-day election period and al-
lows plans to continue providing coverage
during the 30-day grace periods for each
premium payment. If a qualified benefi-
ciary fails to pay for coverage during the
initial election period, or fails to pay in
full before the end of a grace period, con-
tinuation coverage may be terminated ret-
roactively under COBRA.
Several commenters sought clarifica-

tion about the interaction of the COBRA
continuation provisions with the prohibi-
tion against rescissions. The Departments
clarify that the regulatory exception to the
prohibition on rescission for failure to
timely pay required premiums or contri-
butions toward the cost of coverage also
includes failure to timely pay required
premiums towards the cost of COBRA
continuation coverage. Accordingly, if a
group health plan requires the payment of
a COBRA premium to continue coverage
after a qualifying event and that premium
is not paid by the applicable deadline, the
prohibition on rescission is not violated if
the plan retroactively terminates coverage
due to a failure to elect and pay for CO-
BRA continuation coverage.

6. Notice of Rescission

Consistent with PHS Act section 2712,
under the interim final regulations and
these final regulations, a plan or issuer
must provide at least 30 calendar days
advance written notice to each participant
(in the individual market, primary sub-
scriber) who would be affected before
coverage may be rescinded (where per-

mitted). This provides individuals time to
appeal the decision or enroll into new
coverage. This notice is required regard-
less of whether it is a rescission of group
or individual coverage; or whether, in the
case of group coverage, the coverage is
insured or self-insured, or the rescission
applies to an entire group or only to an
individual within the group.
Some commenters recommended the

30-day notice of rescission be coordinated
with the rules for providing notices of
adverse benefit determinations under the
Departments’ internal appeals and exter-
nal review regulations under PHS Act sec-
tion 2719. Other commenters made spe-
cific suggestions regarding the content of
the notice, such as that the notice indicate
the basis for the rescission and include an
explanation of the remedies available to
the individual.
Under PHS Act section 2719, the in-

terim final regulations, and these final reg-
ulations, a plan or issuer must provide
notice to individuals, in a culturally and
linguistically appropriate manner, of the
reason or reasons for an adverse benefit
determination or final internal adverse
benefit determination (including a rescis-
sion of coverage) and a description of
available internal appeals and external re-
view processes, including information on
how to initiate an appeal. The Depart-
ments encourage plans and issuers to co-
ordinate notices related to rescissions and
appeal procedures to the extent possible.

E. PHS Act section 2714, Coverage of
Dependents to Age 26 (26 CFR
54.9815–2714, 29 CFR 2590.715–2714,
45 CFR 147.120)

PHS Act section 2714, as added by the
Affordable Care Act, provides that a
group health plan or a health insurance
issuer offering group or individual health
insurance coverage that makes available
dependent coverage63 of children must

make such coverage available for children
until attainment of 26 years of age.64 On
May 13, 2010, the Departments issued
interim final regulations implementing
PHS Act section 2714 and requesting
comment.65 After issuance of the 2010
interim final regulations, the Departments
released Affordable Care Act Implemen-
tation FAQs Parts I and V to address
various requests for clarifications under
PHS Act section 2714.66 These final reg-
ulations adopt the 2010 interim final reg-
ulations without substantial change and
incorporate the clarifications issued thus
far in subregulatory guidance.

1. Restrictions on Plan Definition of
Dependent

a. Definition of Dependent – Based on
Relationship Between Child and
Participant

PHS Act section 2714 provides that the
“Secretary shall promulgate regulations to
define the dependents to which coverage
shall be made available’’ under the depen-
dent coverage provision. The 2010 interim
final regulations provided that with re-
spect to a child who has not attained age
26, a plan or issuer may not define depen-
dent for purposes of eligibility for depen-
dent coverage of children other than in
terms of a relationship between a child
and the participant. For example, a plan or
issuer may not deny or restrict coverage
for a child who has not attained age 26
based on the child’s financial dependency
(upon the participant or any other person),
residency with the participant or with any
other person, student status, employment,
or any combination of those factors. Ad-
ditional examples of factors that cannot be
used for defining dependent for purposes
of eligibility (or continued eligibility) in-

63For purposes of these final regulations, dependent coverage means coverage of any individual under the terms of a group health plan, or group or individual health insurance coverage,
because of the relationship to a participant (in the individual market, primary subscriber).

64Under section 1004(d) of the Reconciliation Act and IRS Notice 2010–38, 2010-20 IRB 682, released on April 27, 2010, employers may exclude from the employee’s income the value
of any employer-provided health coverage for an employee’s child for the entire taxable year the child turns 26 if the coverage continues until the end of that taxable year. This means that
if a child turns 26 in March, but stays on the plan past December 31st (the end of most individual’s taxable year), the health benefits up to December 31st can be excluded from the employee’s
income.

65See 75 FR 27122 (May 13, 2010).

66Affordable Care Act Implementation FAQs Part I, Q&A-14, available at http://www.dol.gov/ebsa/faqs/faq-aca.html and https://www.cms.gov/CCIIO/Resources/Fact-Sheets-and-FAQs/
aca_implementation_faqs.html and Affordable Care Act Implementation FAQs Part 5 and Mental Health Parity Implementation, Q&A 5, available at http://www.dol.gov/ebsa/faqs/faq-
aca5.html and https://www.cms.gov/CCIIO/Resources/Fact-Sheets-and-FAQs/aca_implementation_faqs5.html.http://www.dol.gov/ebsa/faqs/faq-aca5.html.
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clude eligibility for other coverage67 and
marital status of a dependent child.68 Be-
cause the statute does not distinguish be-
tween coverage for minor children and
coverage for adult children under age 26,
these factors also may not be used to
determine eligibility for dependent cover-
age of minor children.
It has come to the Departments’ atten-

tion that certain plans that utilize an HMO
design impose restrictions on eligibility
that require participants and beneficiaries
to work, live or reside in the HMO service
area. While these provisions on their face
appear to be generally applicable, the
overwhelming impact of such provisions
affects dependent children, who would
otherwise be required to be covered pur-
suant to PHS Act section 2714. For exam-
ple, a plan that utilizes an HMO design
that requires participants and beneficiaries
to work, live or reside in the service area
would not permit a dependent child cov-
ered under the parent’s plan to continue to
be eligible for the plan if the dependent
child moves out of the HMO’s service
area to attend college. Under the same
plan, however, most employees and their
spouses would work, live or reside in the
service area.
These final regulations provide that, to

the extent such restrictions are applicable
to dependent children up to age 26, eligi-
bility restrictions under a plan or coverage
that require individuals to work, live or
reside in a service area violate PHS Act
section 2714. (This rule does not relate to
the extent to which a plan must cover
participants or provide services outside
of its service area). While eligibility
provisions of general applicability are
usually outside the scope of PHS Act
section 2714, due to the disproportion-

ate effect on dependent children, these
final regulations do not permit eligibility
provisions under a plan or coverage
based on service area, to the extent such
restrictions are applicable to dependent
children up to age 26, even if such re-
strictions are intended to apply gener-
ally to all participants and beneficiaries
under the plan.

b. Definition of Child

PHS Act section 2714 does not require
a plan to provide dependent coverage of
children but instead provides that if a plan
does provide dependent coverage of chil-
dren it must continue to make such cov-
erage available until the child turns age
26.69 Neither PHS Act section 2714 nor
the interim final regulations defined the
term child for purpose of the dependent
coverage provision.70

In response to comments requesting
guidance on the definition of the term
child and questions from stakeholders, the
Departments released an FAQ71 stating
that a group health plan or issuer will not
fail to satisfy the dependent coverage pro-
vision merely because it conditions health
coverage on support, residency, or other
dependency factors for individuals under
age 26 who are not described in section
152(f)(1) of the Code. For an individual
not described in section 152(f)(1), such as
a grandchild or niece, a plan may impose
additional conditions on eligibility for
health coverage, such as a condition that
the individual be a dependent for income
tax purposes. The FAQ also provided that
a plan or issuer does not fail to satisfy the
requirements of PHS Act section 2714 or
its implementing regulations because the
plan limits health coverage for children

until the child turns 26 to only those chil-
dren who are described in section
152(f)(1) of the Code. These final regula-
tions incorporate the clarifications pro-
vided in the FAQ.
Some commenters requested that the

Departments interpret PHS Act section
2714 to apply to grandchildren. The stat-
ute and the 2010 interim final regulations
provided that nothing in PHS Act section
2714 requires a plan or issuer to make
available coverage for a child of a child
receiving dependent coverage. Because
the statute specifically provides that
plans and issuers are not required to
make coverage available to grandchil-
dren, these final regulations do not adopt
this suggestion.

2. Uniformity Irrespective of Age

The 2010 interim final regulations pro-
vided that the terms of the plan or health
insurance coverage providing dependent
coverage of children cannot vary based on
the age of a child, except for children age
26 or older. The 2010 interim final regu-
lations contained examples illustrating
that age-based surcharges violate the uni-
formity requirement but that cost of cov-
erage increases for tiers with more cov-
ered individuals do not violate this
requirement because such an increase ap-
plies without regard to the age of any
child. The 2010 interim final regulations
also contained an example demonstrating
that a plan that limits the benefit packages
offered based on the age of dependent
children violates the uniformity require-
ment. These final regulations retain these
examples.

67See section II.H.1. of this preamble, entitled “Special Rule Relating to Dependent Coverage of Children to Age 26 for Grandfathered Group Health Plans,” for discussion of an out-of-date
special rule for grandfathered plans regarding adult children eligible for other coverage.

68The Affordable Care Act, as originally enacted, required plans and issuers to make dependent coverage available only to a child ‘‘who is not married.’’ This language was struck by section
2301(b) of the Reconciliation Act. Accordingly, under the interim final regulations and these final regulations, plans and issuers may not limit dependent coverage of children based on
whether a child is married (however, a plan or issuer is not required under the final regulations to cover the spouse of an eligible child).

69In general, under section 4980H of the Code, certain employers (applicable large employers) must either offer health coverage to their full-time employees (and their dependents) or
potentially pay an assessable payment if at least one full-time employee receives a premium tax credit for purchasing individual coverage on an Affordable Insurance Exchange. For purposes
of section 4980H, the term dependent means “a child (as defined in section 152(f)(1) of the Code but excluding a stepson, stepdaughter or an eligible foster child (and excluding any individual
who is excluded from the definition of dependent under section 152 of the Code by operation of section 152(b)(3) of the Code)) of an employee who has not attained age 26. A child attains
age 26 on the 26th anniversary of the date the child was born. A child is a dependent for purposes of section 4980H for the entire calendar month during which he or she attains age 26.
Absent knowledge to the contrary, applicable large employer members may rely on an employee’s representation about that employee’s children and the ages of those children. The term
dependent does not include the spouse of an employee.” See 26 CFR 54.4980H–1(a)(12). Under section 152(f)(1) of the Code a child means an individual who is (i) a son, daughter, stepson,
or stepdaughter of the taxpayer (including a legally adopted child or an individual lawfully placed for adoption with the taxpayer) or (ii) an eligible foster child of the taxpayer.

70Under section 1004(d) of the Reconciliation Act and IRS Notice 2010–38, child means child as defined in section 152(f)(1) of the Code.

71Affordable Care Act Implementation FAQs Part I, Q&A 14 (released on September 20, 2010), available at http://www.dol.gov/ebsa/faqs/faq-aca.html and https://www.cms.gov/CCIIO/
Resources/Fact-Sheets-and-FAQs/aca_implementation_faqs.html.
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Following the 2010 interim final regu-
lations, the Departments issued an FAQ72

that addressed an arrangement under
which a group health plan charges a co-
payment for physician visits that do not
constitute preventive services to individu-
als age 19 and over, including employees,
spouses, and dependent children, but
waives the copayment for children under
age 19. The FAQ clarifies that the Depart-
ments do not consider such an arrange-
ment to violate the dependent coverage
provision. This arrangement is permissi-
ble under the dependent coverage provi-
sion because, while the dependent cover-
age provision prohibits distinctions based
upon age in dependent coverage of chil-
dren under age 26, it does not prohibit
distinctions based upon age that apply to
all coverage under the plan, including
coverage for employees and spouses as
well as dependent children. In this situa-
tion, the copayments charged to depen-
dent children are the same as those
charged to employees and spouses. (How-
ever, with respect to individual and small
group plans required to provide essential
health benefits, distinctions based on age
may be considered discriminatory under
HHS regulations regarding essential
health benefits.73) The final regulations
reflect the clarification contained in this
FAQ.

F. PHS Act Section 2719, Internal
Claims and Appeals and External
Review (26 CFR 54.9815–2719, 29 CFR
2590.715–2719, 45 CFR 147.136)

PHS Act section 2719, as added by the
Affordable Care Act, applies to group
health plans that are not grandfathered
health plans and health insurance issuers
offering non-grandfathered coverage in
the group and individual markets, and sets
forth standards for plans and issuers re-
garding both internal claims and appeals
and external review. With respect to inter-
nal claims and appeals processes for
group health plans and health insurance
issuers offering group health insurance
coverage, PHS Act section 2719 provides
that a non-grandfathered group health

plan or health insurance issuer offering
non-grandfathered group coverage must
initially incorporate the internal claims
and appeals processes set forth in regula-
tions promulgated by the Department of
Labor (DOL) at 29 CFR 2560.503–1 (the
DOL claims procedure regulation) and
update such processes in accordance with
standards established by the Secretary of
Labor. Similarly, with respect to internal
claims and appeals processes for individ-
ual health insurance coverage, issuers
must initially incorporate the internal
claims and appeals processes set forth in
applicable State law and update such pro-
cesses in accordance with standards estab-
lished by the Secretary of HHS. With re-
spect to external review, PHS Act section
2719 provides for either a State external
review process or a Federal external re-
view process.
The following list identifies certain

regulations and subregulatory guidance
that the Departments have issued to im-
plement these requirements:

• Interim final regulations on July 23,
2010, at 75 FR 43329, implementing
the internal claims and appeals and
external review process requirements
of PHS Act section 2719;

• Technical Release 2010 – 01, on Au-
gust 23, 2010, setting forth interim
procedures for Federal External Re-
view;

• Technical Guidance, on August 26,
2010 , setting forth interim procedures
for Federal External Review for health
insurance issuers in the group and in-
dividual markets under the Patient
Protection and Affordable Care Act;

• Affordable Care Act Implementation
FAQs part I, on September 20, 2010,
providing guidance on outstanding
questions regarding the internal claims
and appeals and external review pro-
cess requirements of PHS Act section
2719;

• Technical Release 2010 – 02, on Sep-
tember 20, 2010, establishing an en-
forcement grace period with respect to
some of the internal claims and ap-
peals standards set forth in the interim
final regulations;

• Technical Release 2011 – 01, on
March 18, 2011, extending the en-
forcement grace period set forth in
Technical Release 2010 – 02;

• Technical Release 2011 – 02, on June
22, 2011, setting forth interim stan-
dards for a State-administered external
review process authorized under sec-
tion 2719(b)(2) of the PHS Act and
paragraph (d) of the interim final reg-
ulations;

• Amendments to the interim final reg-
ulations on June 24, 2011, at 76 FR
37207, with respect to the internal
claims and appeals and external re-
view provisions of PHS Act section
2719 in response to comments re-
ceived regarding the interim final reg-
ulations; and

• Technical Release 2013 – 01, on
March 15, 2013, extending the interim
standards for a State-administered ex-
ternal review process authorized under
section 2719(b)(2) of the PHS Act and
paragraph (d) of the interim final reg-
ulations set forth in Technical Release
2011 – 02.

After consideration of the comments
and feedback received from stakeholders,
the Departments are publishing these final
regulations. These final regulations adopt
the interim final regulations, as previously
amended, without substantial change.
These final regulations also codify some
of the enforcement safe harbors, transition
relief, and clarifications set forth through
subregulatory guidance. Contemporane-
ous with the issuance of these final regu-
lations, the Department of Labor is issuing
a proposed regulation to amend the DOL
claims procedure regulations under 29
CFR 2560.503–1, as applied to plans pro-
viding disability benefits. The amendment
would revise and strengthen the current
DOL claims procedure regulations regard-
ing claims and appeals applicable to plans
providing disability benefits primarily by
adopting the protections and standards for
internal claims and appeals applicable to
group health plans under PHS Act section
2719 and these final regulations.

72Affordable Care Act Implementation Part V and Mental Health Parity Implementation FAQs, Q&A 5 (released on December 22, 2010), available at http://www.dol.gov/ebsa/faqs/faq-
aca5.html and https://www.cms.gov/CCIIO/Resources/Fact-Sheets-and-FAQs/aca_implementation_faqs5.html.

73See 45 CFR 156.125.
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1. Internal Claims and Appeals

In addition to the requirement in PHS
Act section 2719(a) that plans and issuers
must initially incorporate the internal
claims and appeals processes set forth in
the DOL claims procedure regulation, the
interim final regulations, as amended, pro-
vide further standards for compliance with
the internal claims and appeals require-
ments of PHS Act 2719.74 Specifically,
under these requirements, in addition to
complying with the internal claims and
appeals processes set forth in the DOL
claims procedure regulation, plans and is-
suers are required to comply with the fol-
lowing standards: (1) The scope of ad-
verse benefit determinations eligible for
internal claims and appeals includes a re-
scission of coverage (whether or not the
rescission has an adverse effect on any
particular benefit at the time); (2) A plan
or issuer must notify a claimant of a ben-
efit determination (whether adverse or
not) with respect to a claim involving ur-
gent care as soon as possible, taking into
account the medical exigencies, but not
later than 72 hours after the receipt of the
claim by the plan or issuer; (3) Clarifica-
tions with respect to full and fair review,
such that plans and issuers are clearly
required to provide the claimant (free of
charge) with new or additional evidence
considered, relied upon, or generated by
(or at the direction of) the plan or issuer in
connection with the claim, as well as any
new or additional rationale for a denial at
the internal appeals stage, and a reason-
able opportunity for the claimant to re-
spond to such new evidence or rationale;
(4) Clarifications regarding conflicts of in-
terest, such that decisions regarding hir-
ing, compensation, termination, promo-
tion, or other similar matters with respect
to an individual, such as a claims adjudi-
cator or medical expert, must not be based
upon the likelihood that the individual
will support the denial of benefits; (5)
Notices must be provided in a culturally
and linguistically appropriate manner, as
required by the statute, and as set forth in
paragraph (e) of the interim final regula-
tions, as amended; (6) Notices to claim-
ants must provide additional content, in-

cluding that any notice of adverse benefit
determination or final internal adverse
benefit determination must include infor-
mation sufficient to identify the claim in-
volved, including the date of the service,
the health care provider, the claim amount
(if applicable), and a statement describing
the availability, upon request, of the diag-
nosis code and its corresponding meaning,
and the treatment code and its correspond-
ing meaning; and (7) With the exception
of de minimis violations under specified
circumstances, if a plan or issuer fails to
adhere to all the requirements of the in-
terim final regulations, as amended, the
claimant is deemed to have exhausted the
plan’s or issuer’s internal claims and ap-
peals process, and the claimant may initi-
ate any available external review process
or remedies available under ERISA or un-
der State law.
To address certain relevant differences

in the group and individual markets the
interim final regulations, as amended, pro-
vided that health insurance issuers offer-
ing individual coverage must comply with
three additional requirements for internal
claims and appeals processes. First, initial
eligibility determinations in the individual
market must be included within the scope
of claims eligible for internal appeals.
Second, health insurance issuers offering
individual coverage are only permitted to
have one level of internal appeal. Third,
health insurance issuers offering individ-
ual coverage must maintain records of all
claims and notices associated with the in-
ternal claims and appeals process for six
years. The issuer must make such records
available for examination by the claimant
or State, or Federal oversight agency upon
request.
These final regulations generally incor-

porate the standards of the interim final
regulations, as amended, and the Depart-
ments’ associated guidance, without ma-
jor change.

a. Full and fair review

The interim final regulations provided
that plans and issuers must provide the
claimant (free of charge) with new or ad-
ditional evidence considered, relied upon,

or generated by (or at the direction of) the
plan or issuer in connection with the
claim, as well as any new or additional
rationale as soon as possible and suffi-
ciently in advance of the date on which
the notice of the final adverse benefit de-
termination is required to be provided un-
der the DOL claims procedure regula-
tions. Since the issuance of the interim
final regulations and subsequent subregu-
latory guidance, stakeholders have re-
quested additional clarification regarding
how to provide a full and fair review in
accordance with the requirements set forth
in the regulations.
Commenters requested additional

guidance related to the timing and amount
of information required to be provided in
order to satisfy this requirement. Specifi-
cally, individuals asked whether such in-
formation actually must be provided auto-
matically to participants and whether or
not it would be sufficient to send partici-
pants a notice informing them of the avail-
ability of new or additional evidence or
rationale. The Departments retain the re-
quirement that plans and issuers provide
the new or additional evidence or ratio-
nale automatically. In the Departments’
view, fundamental fairness requires that
participants and beneficiaries have an op-
portunity to rebut or respond to any new
or additional evidence upon which a plan
or issuer may rely. Therefore, plans and
issuers that wish to rely on any new or
additional evidence or rationale in making
a benefit determination must send such
new or additional evidence or rationale to
participants as soon as it becomes avail-
able to the plan or issuer.
In order to comply with this require-

ment, a plan or issuer must send the new
or additional evidence or rationale to the
participant. Merely sending a notice in-
forming participants of the availability of
such information fails to satisfy this re-
quirement. To address the narrow circum-
stance raised by some comments that the
new or additional information could be
first received so late that it would be im-
possible to provide it, these final regula-
tions provide that if the new or additional
evidence is received so late that it would

74The statute requires the Secretary of Health and Human Services to set forth processes for internal claims and appeals in the individual market. Under the interim final regulations, the
Secretary of Health and Human Services has determined that a health insurance issuer offering individual health insurance coverage must generally comply with all the requirements for
the internal claims and appeals process that apply to group health coverage. Also, see 45 CFR 147.136 for additional requirements for coverage in the individual market.
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be impossible to provide it to the claimant
in time for the claimant to have a reason-
able opportunity to respond, the period for
providing a notice of final internal adverse
benefit determination is tolled until such
time as the claimant has a reasonable op-
portunity to respond. After the claimant
responds, or has a reasonable opportunity
to respond but fails to do so, the plan or
issuer must notify the claimant of the ben-
efit determination as soon as a plan or
issuer acting in a reasonable and prompt
fashion can provide the notice, taking into
account the medical exigencies.

2. Culturally and linguistically
appropriate standard (CLAS)

PHS Act section 2719 requires group
health plans and health insurance issuers
to provide relevant notices in a culturally
and linguistically appropriate manner.
The interim final regulations, as amended,
set forth a requirement to provide notices
in a non-English language if at least a
specified percentage of residents in a
county are literate only in the same non-
English language. Specifically, with re-
spect to group health plans and health
insurance issuers offering group or indi-
vidual health insurance coverage, the in-
terim final regulations established that the
threshold percentage of people who are
literate only in the same non-English lan-
guage is set at ten percent or more of the
population residing in the claimant’s
county, as determined in guidance based
on American Community Survey data
published by the United States Census
Bureau. Furthermore, the interim final
regulations, as amended, required that
each notice sent by a plan or issuer to an
address in a county that meets this thresh-
old include a one-sentence statement in
the relevant non-English language about
the availability of language services. In
addition, under the interim final regula-
tions, as amended, plans and issuers must
provide a customer assistance process
(such as a telephone hotline) with oral
language services in the non-English lan-
guage and provide written notices in the
non-English language upon request.

In response to the culturally and lin-
guistically appropriate standards (CLAS)
set forth in the amendments to the interim
final regulations described in the prior
paragraph, the Departments received
many comments from various stakehold-
ers. Some commenters requested that the
Departments incorporate the prior pro-
posed CLAS (rather than the amended
CLAS) into these final regulations, citing
that the prior standard was less costly for
plans and issuers than was stated in the
proposed regulations. Other commenters
requested that the threshold percentage
that triggers the CLAS requirements be
reduced to a lower percentage to capture a
greater number of counties. Other stake-
holders supported the CLAS requirements
as set forth in the amendments to the
interim final regulations. Stakeholders
that support the amended CLAS reiterated
prior comments that the Departments re-
ceived that opposed the “tagging and
tracking” requirement.75

In light of all the comments received,
these final regulations retain the CLAS
requirements as set forth in the amend-
ment to the interim final regulations. The
Departments believe that the CLAS re-
quirements appropriately balance the ob-
jective of protecting consumers by provid-
ing understandable notices to individuals
who speak primary languages other than
English with the goal of imposing reason-
able language access requirements on
plans and issuers. Furthermore, the De-
partments note that nothing in these reg-
ulations should be construed as limiting
an individual’s rights under Federal or
State civil rights statutes, such as section
1557 of the Affordable Care Act and Title
VI of the Civil Rights Act of 1964 (Title
VI) which prohibits covered entities, in-
cluding issuers participating in Medicare
Advantage, from discriminating on the ba-
sis of race, color, or national origin. To
ensure non-discrimination on the basis of
national origin under Title VI, recipients
are required to take reasonable steps to
ensure meaningful access to their pro-
grams and activities by limited English
proficient persons. (For more information,
see, “Guidance to Federal Financial As-
sistance Recipients Regarding Title VI

Prohibition Against National Origin Dis-
crimination Affecting Limited English
Proficient Persons,” available at http://
www.hhs.gov/ocr/civilrights/resources/
laws/revisedlep.html.)

3. Extension of the Transition Period for
State External Review Processes

PHS Act section 2719(b) requires that
a non-grandfathered group health plan
that is not a self-insured plan that is not
subject to State insurance regulations and
a health insurance issuer offering non-
grandfathered group or individual health
insurance coverage comply with an appli-
cable State external review process if that
process includes, at a minimum, the con-
sumer protections set forth in the Uniform
Health Carrier External Review Model
Act issued by the National Association of
Insurance Commissioners (the NAIC Uni-
form Model Act). Paragraph (c)(2) of the
2010 interim final regulations under PHS
Act section 2719, as amended, sets forth
the minimum consumer protection stan-
dards that a State external review process
must include to qualify as an applicable
State external review process under PHS
Act section 2719(b)(1) (NAIC-parallel ex-
ternal review process).
Under PHS Act section 2719(b)(2), if a

State’s external review process does not
meet the minimum consumer protection
standards set forth in the NAIC Uniform
Model Act (or if a plan is self-insured and
not subject to State insurance regulation),
group health plans and health insurance
issuers in the group and individual mar-
kets in that State are required to imple-
ment an effective external review process
that meets minimum standards established
by the Secretary of HHS through guid-
ance. These standards must be similar to
the standards established under PHS Act
section 2719(b)(1) and must meet the re-
quirements set forth in paragraph (d) of
the 2010 interim final regulations, as
amended.
In June 2011, the Departments amended

the July 2010 interim final regulations and
announced that plans and issuers could con-
tinue to participate in a State external review
process that met Federal standards that were

75Under the interim final regulations, the CLAS standard included a “tagging and tracking requirement” which required plans and issuers, to the extent individuals request a document in
a non-English language, to “tag” and “track”’ such request so that any future notices would be provided automatically in the non-English language.
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NAIC-similar for a limited time (the NAIC-
similar external review process), in antici-
pation that such an allowance would reduce
market disruption during a transition period.
Contemporaneous with the June 2011
amendment, the Departments issued guid-
ance which, among other things, established
the NAIC-similar external review process.
The Departments recognize that many

States have done considerable work to
bring their external review laws and pro-
cesses into compliance with the NAIC
Uniform Model Act and, because of those
efforts, the Departments have extended
the transition periods to allow States more
time to meet the NAIC-parallel external
review process standards. States continue
to make changes to their laws through
what have often proven to be complex and
time consuming processes, often involv-
ing legislative changes; and it is apparent
that more time is needed for some States
to achieve NAIC-parallel external review
processes. Therefore, the Departments are
extending the NAIC-similar external re-
view process transition period so that the
last day of the transition period is Decem-
ber 31, 2017. Through December 31,
2017, an applicable State external review
process applicable to a health insurance
issuer or group health plan may be con-
sidered to meet the minimum standards of
paragraph (c)(2), if it meets the temporary
standards established by the Secretary in
guidance for a process similar to the
NAIC Uniform Model Act. During this
transition period, the NAIC-similar exter-
nal review process will continue to ap-
ply76 for non-grandfathered group health
plans and issuers of non-grandfathered
group or individual coverage in the
State.77 This modification seeks to mini-
mize cost and confusion for participants
and enrollees, issuers, and plans alike.
Furthermore, the extension will provide
States that are currently in the process of
making changes to external review laws
time to implement NAIC-parallel external
review processes. The Departments will
continue to work with health insurance
issuers, States, and other stakeholders to
assist them in coming into compliance

with the law. Once this transition period
has ended, plans and issuers in a State that
has not implemented the NAIC-parallel
external review process will be required to
comply with a Federal external review
process.

4. Federal External Review

PHS Act section 2719(b)(2) provides
that plans and issuers in States without an
external review process that meets the re-
quirements of PHS Act section 2719(b)(1)
or that are self-insured plans not subject to
State insurance regulation shall imple-
ment an effective external review process
that meets minimum standards established
by the Secretary of HHS through guidance
and that is similar to a State external re-
view process described in PHS Act sec-
tion 2719(b)(1). The interim final regula-
tions reiterated this statutory requirement,
and also provided additional standards, in-
cluding that the Federal external review
process, like the State external review pro-
cess, will provide for expedited external
review and additional consumer protec-
tions with respect to external review for
claims involving experimental or investi-
gational treatment. The interim final reg-
ulations also set forth the scope of claims
eligible for review under the Federal ex-
ternal review process. The interim final
regulations also established the procedural
standards that apply to claimants, plans,
and issuers under this Federal external
review process, as well as the substantive
standards under this process. These final
regulations incorporate both the proce-
dural and substantive standards estab-
lished in the interim final regulations and
subsequent subregulatory guidance with-
out substantial change and with minor
clarifications.

a. Scope of Federal External Review
Process

The 2010 interim final regulations set
forth the original scope of claims eligible
for external review under the Federal ex-
ternal review process. Specifically, any

adverse benefit determination (including
final internal adverse benefit determina-
tion) could be reviewed unless it related to
a participant’s or beneficiary’s failure to
meet the requirements for eligibility under
the terms of a group health plan (for ex-
ample, worker classification and similar
issues were not within the scope of the
Federal external review process). After
considering comments received in re-
sponse to the 2010 interim final regula-
tions, the Departments suspended the
original rule and temporarily narrowed its
scope. The amended scope limited the
Federal external review process to claims
that involve (1) medical judgment (includ-
ing, but not limited to, those based on the
plan’s or issuer’s requirements for medi-
cal necessity, appropriateness, health care
setting, level of care, or effectiveness of a
covered benefit, or its determination that a
treatment is experimental or investiga-
tional), as determined by the external re-
viewer; and (2) a rescission of coverage
(whether or not the rescission has any
effect on any particular benefit at the
time). The amendments also provided two
examples of claims involving medical
judgment.
The Departments received mixed com-

ments in response to the revised scope of
Federal external review in the 2011
amendment to the July 2010 interim final
regulations. Generally, comments sup-
ported narrowing the scope to decisions
based on medical judgment and suggested
permanently adopting the standards in the
2011 amendment. However, there were
also commenters that objected to limiting
the scope and favored the original scope
as stated in the July 2010 interim final
regulations. Some of these commenters
stated that the description of medical
judgment was ambiguous and that it was
unclear how to determine whether a claim
involved “medical judgment.” Other com-
menters disagreed with the description of
medical judgment, finding either the ex-
planation was too vague or that certain
information in the examples did not fall
within what was normally considered
medical judgment.

76If a State enacts an NAIC-parallel law prior to January 1, 2018, coverage subject to that State law will be required to comply with the provisions of that State law, in accordance with
ERISA section 731 and PHS Act section 2719 and 2724.

77See Technical Release 2011–02, Guidance on External Review for Group Health Plans and Health Insurance Issuers Offering Group and Individual Health Coverage, and Guidance for
States on State External Review Processes, June 22, 2011. The temporary standards were extended in March 15, 2013 in Technical Release 2013-01, Extension of the Transition Period for
the Temporary NAIC-Similar State External Review Process under the Affordable Care Act.
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Additionally, the Departments received
comments requesting more clarity around
the treatment of coding issues under the
amended scope of Federal external re-
view. The Departments recognize that
there may be instances when a patient
may have a procedure performed that is
similar to another and a coding issue im-
pacts whether coverage is provided. For
example, a patient may need a stoma re-
vision, and recent significant weight loss
necessitates a procedure to remove the
patient’s excess skin and tissue prior to
addressing the stoma. However, the skin
removal procedure may be coded as a
cosmetic surgery, such as an abdomino-
plasty or “tummy tuck”, instead of as a
panniculectomy, and is therefore not cov-
ered. In this case both procedures involve
the removal of skin from the abdomen, but
one procedure is an excluded cosmetic
surgery while the other is covered so long
as certain medical criteria are met. This
dispute would likely be resolved via an
internal appeal, but in the event that the
initial decision to deny coverage was af-
firmed on an internal appeal, the claimant
could have the claim reviewed in a Fed-
eral external review process. Medical
judgment is necessary to determine
whether the correct code was used in the
patient’s case. To the extent that a coding
error such as this one involves medical
judgment, the claim is within the scope of
Federal external review under the July
2010 interim final regulations, as
amended.
After consideration of comments, these

final regulations make permanent the
scope for Federal external review as set
out in the 2011 amendments to the July
2010 interim final regulations, to include
only an adverse benefit determination that
involves medical judgment as determined
by the external reviewer, or a rescission of
coverage. The interim final regulations in-
cluded a non-exhaustive list of adverse
benefit determinations that involve medi-
cal judgment. The final regulations add
two items to the list of adverse benefit
determinations that involve medical judg-

ment: (1) a plan’s or issuer’s determina-
tion of whether a participant or benefi-
ciary is entitled to a reasonable alternative
standard for a reward under a wellness
program, and (2) a plan’s or issuer’s de-
termination of whether a plan is comply-
ing with the nonquantitative treatment
limitation provisions of the Mental Health
Parity and Addiction Equity Act and its
implementing regulations, which gener-
ally require, among other things, parity in
the application of medical management
techniques. Both of these clarifications
were included in preambles to regulations
issued previously by the Departments.78

b. Federal External Review Process for
Self-Insured Group Health Plans

The preamble to the 2010 interim final
regulations stated that the Departments
will address in sub-regulatory guidance
how non-grandfathered self-insured group
health plans may comply with the require-
ments of the new Federal external review
process. The Department of Labor issued
Technical Releases 2010–01 and
2011–02 regarding procedures for Federal
external review.79 The technical releases
set forth these procedures for non-
grandfathered self-insured group health
plans not subject to a State external re-
view process. Technical Release 2011–02
also provided non-grandfathered health
insurance issuers subject to a Federally-
administered external review process80

and all non-grandfathered self-insured,
non-Federal governmental plans with
the option of using the external review
process set out in Technical Release
2010–01.
In general, under these procedures, a

group health plan must first allow a claim-
ant to file a request for Federal external
review with the plan. The group health
plan must then complete a preliminary
review of the request within five business
days following the date of receipt of the
external review request. Within one busi-
ness day after completion of the prelimi-
nary review, the plan must issue a notifi-

cation in writing to the claimant. If the
request is complete but not eligible for
external review, such notification must in-
clude the reasons for its ineligibility and
current contact information, including the
phone number for the Employee Benefits
Security Administration (toll free number
866-444-EBSA (3272)). Upon its deter-
mination that a request is eligible for ex-
ternal review, the group health plan must
then assign an independent review orga-
nization (IRO), accredited by URAC or by
a similar nationally-recognized accredit-
ing organization, to conduct the external
review. The IRO must timely notify the
claimant in writing of the external review
and provide the claimant 10 business days
to submit additional information that the
IRO must consider. The group health plan
must provide the IRO with any documents
and information used in making the orig-
inal determination within five business
days after the date of the assignment and
the IRO must forward any information
submitted by the claimant to the group
health plan within one business day after
receipt of the information. The IRO must
review all information and documents
timely received and must provide written
notice of the final external review decision
to the claimant and the group health plan
within 45 days after the request for the
external review. After the final external
review decision, the IRO must maintain
records of all associated claims and no-
tices for six years. If the IRO has decided
to reverse the original determination, then,
upon receipt of the IRO’s notice of this
decision, the group health plan must im-
mediately provide coverage or payment
for the claim.
The technical releases also provided

that a group health plan must allow a
claimant to make a request for expedited
external review for benefit determinations
involving a medical condition for which
the timeframe for completion of an expe-
dited internal appeal or standard external
review under the interim final regulations
would seriously jeopardize the life or
health of the claimant or would jeopardize

78See 78 FR 33158, 33164 (June 3, 2013); see also 78 FR 68240, 68247–8 (November 13, 2013).

79See Technical Release 2010–01, available at: http://www.dol.gov/ebsa/pdf/ACATechnicalRelease2010-01.pdf and Technical Release 2011–02, available at: http://www.dol.gov/ebsa/
pdf/tr11-02.pdf.

80Where a State’s external review process does not meet the Federal consumer protection standards, issuers and self-insured non-Federal governmental plans may choose to utilize either
the Federal IRO external review process or an HHS -administered Federal external review process in which a designated Federal contractor will perform all functions of the external review.
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the claimant’s ability to regain maximum
function. The IRO must provide a notice
of the final external review decision as
expeditiously as the claimant’s medical
condition or circumstances require, but in
no event more than 72 hours after the IRO
receives the request for expedited review.
If the notice is not in writing, within 48
hours after the date of providing that no-
tice, the assigned IRO must provide writ-
ten confirmation of the decision to the
claimant and the plan.
These final regulations incorporate the

guidance in Technical Releases 2010–01
and 2011–02 without substantial change.
These final regulations also continue to
permit non-grandfathered self-insured
plans to comply with the external review
process outlined in these final regulations
or a State external review process if the
State chooses to expand access to their
State external review process to plans that
are not subject to the applicable State
laws.
Furthermore, these final regulations

continue to provide issuers subject to a
Federally-administered external review
process and all self-insured, non-Federal
governmental plans with the option of
electing the private accredited IRO pro-
cess for external review described in these
final regulations or the Federally-
administered external review process,
which is administered by HHS (also re-
ferred to as the HHS-administered exter-
nal review process).
Similar to the technical releases, these

final regulations continue to provide that
group health plans must assign an IRO
that is accredited by URAC or by similar
nationally-recognized accrediting organi-
zation to conduct the external review.
Moreover, the plan must take action to
protect against bias and to ensure indepen-
dence. Accordingly, plans must contract
with at least three IROs for assignments
under the plan and rotate claims assign-
ments among them (or incorporate other
independent, unbiased methods for selec-
tion of IROs, such as random selection).
In addition, the IRO may not be eligible
for any financial incentives based on the
likelihood that the IRO will support the
denial of benefits. (Of course, plans also

may not terminate an IRO’s contract in
retaliation for granting claims.) For issu-
ers and all self-insured, non-Federal gov-
ernmental plans participating in the HHS-
administered external review process, the
requirement to take action to protect
against bias and to ensure independence is
satisfied without contracting with three
IROs for assignment and rotating the
claims assignments among them. Under
the HHS-administered external review
process, there are other unique factors that
ensure independence and the absence of
bias such as HHS oversight and lack of
privity of contract between the issuer or
self-insured non-Federal governmental
plan and the IRO.
After issuance of the interim final reg-

ulations and technical releases, the De-
partments received questions relating to
self-insured group health plans contract-
ing directly with IROs. While such a
group health plan must designate an IRO
to conduct any external review, neither the
interim final regulations nor the technical
releases require a plan to contract directly
with any IRO. As clarified in the FAQs
about the Affordable Care Act implemen-
tation, issued on September 20, 2010,
where a self-insured plan contracts with a
third party administrator that, in turn, con-
tracts with an IRO, the standards of the
technical release can be satisfied in the
same manner as if the plan had contracted
directly. Such a contract does not auto-
matically relieve the plan from responsi-
bility if there is a failure to provide an
individual with external review and fidu-
ciaries of plans that are subject to ERISA
have a duty to monitor the service provid-
ers to the plan. Furthermore, plans may
contract with an IRO in another State, as
these final regulations do not require the
plan to be located in the same State as the
IRO. If additional questions arise regard-
ing the IRO external review process, the
Departments may issue additional sub-
regulatory guidance.

c. Filing Fees for External Review

The Departments also received com-
ments related to the standard allowing
consumers to be charged a filing fee when

requesting external review. While the
original 2004 NAIC model upon which
the 2010 interim final regulations was
based expressly permitted imposition of a
nominal filing fee for a claimant request-
ing an external review, and a small num-
ber of States have adopted this approach,
the 2010 NAIC model did not address this
topic. Commenters on the 2010 interim
final regulations indicated that the ability
to charge a filing fee should be prohibited
because such fees may dissuade consum-
ers from filing an appeal, even in cases
where the fee is not a financial hardship
for the consumer.
The Departments find the change in the

NAIC model to be important and are con-
cerned that any fee may impose a financial
hardship on some claimants or discourage
them from seeking external review.
Therefore, these final regulations gener-
ally prohibit the imposition of filing fees
for external review on claimants. How-
ever, the Departments recognize that sev-
eral States’ external review processes cur-
rently applicable to group and individual
coverage permit nominal filing fees.
Therefore, in determining whether a State
external review process provides the
claimants with minimum consumer pro-
tections, these final regulations do not in-
validate existing State external review
processes because they permit a nominal
filing fee, consistent with the 2004 NAIC
model.81 Therefore, plans and coverage
subject to such laws may continue to im-
pose nominal fees for as long as such laws
continue to apply. For this purpose, con-
sistent with the interim final regulations,
to be considered nominal, the filing fee
must not exceed $25, must be refunded to
the claimant if the adverse benefit deter-
mination (or final internal adverse benefit
determination) is reversed through exter-
nal review, must be waived if payment of
the fee would impose an undue financial
hardship, and the annual limit on filing
fees for any claimant within a single plan
year must not exceed $75. All other plans
and coverage must pay the full cost of the
IRO for conducting the external review,
without imposing any nominal filing fee.

81Twelve States expressly authorize nominal fees: Connecticut, Hawaii, Kentucky, Massachusetts, Minnesota, New Jersey, New York, North Dakota, Rhode Island, South Dakota, Vermont,
and Wyoming.
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G. PHS Act Section 2719A, Patient
Protections (26 CFR 54.9815–2719A, 29
CFR 2590.715–2719A, 45 CFR 147.138)

PHS Act section 2719A, as added by
the Affordable Care Act provides, with
respect to a non-grandfathered group
health plan or health insurance issuer of-
fering non-grandfathered group or indi-
vidual health insurance coverage, rules re-
garding the designation of primary care
providers, if a plan or issuer requires or
provides for designation by a participant,
beneficiary, or enrollee of a participating
primary care provider. In addition, the
statute provides requirements relating to
benefits for emergency services. On June
28, 2010, the Departments issued interim
final regulations implementing PHS Act
section 2719A.82 The Departments also
released Affordable Care Act Implemen-
tation FAQs Part I Q15 to address an issue
with respect to emergency services.83

These regulations adopt the 2010 interim
final regulations without substantial
change and incorporate the clarification
issued in subregulatory guidance.

1. Choice of Healthcare Professional

The interim final regulations and these
final regulations state that if a plan or
issuer requires or provides for designation
by a participant, beneficiary, or enrollee of
a participating primary care provider, then
the plan or issuer must permit each par-
ticipant, beneficiary, and enrollee to des-
ignate any primary care provider who is
available to accept the participant, benefi-
ciary, or enrollee and who participates in
the network of the plan or issuer.
Commenters recommended clarifying

that in instances where a participant, ben-
eficiary, or enrollee is incapacitated, a
family member may select the primary
care provider on their behalf. Under exist-
ing State and Federal law, including
ERISA, a duly authorized representative
is permitted to act on behalf of a partici-
pant or beneficiary for all purposes, in-
cluding the designation of a primary care
provider as provided under these final reg-
ulations. The final regulations regarding

the designation of a primary care provider
do not include any new text to address
cases of incapacity. However, as with all
of the market reform provisions, a duly
authorized representative may act on be-
half of a participant or beneficiary to the
extent permitted under other applicable
Federal and State law.
Commenters recommended that partic-

ipants, beneficiaries, and enrollees be al-
lowed to designate a provider of any spe-
cialty or licensure as their primary care
provider to improve access to care. For
example, commenters recommended that
enrollees have the option of designating a
nurse practitioner as their primary care
provider. The Departments do not define
primary care provider for purposes of
these final regulations. The classification
of who is considered a primary care pro-
vider is determined under the terms of the
plan or coverage and in accordance with
applicable State law.
If a plan or issuer requires or provides

for the designation of a participating pri-
mary care provider for a child by a par-
ticipant, beneficiary, or enrollee, the plan
or issuer must permit the designation of a
physician (allopathic or osteopathic) who
specializes in pediatrics as the child’s pri-
mary care provider if the provider partic-
ipates in the network of the plan or issuer
and is available to accept the child. The
general terms of the plan or health insur-
ance coverage regarding pediatric care
otherwise are unaffected, including any
exclusion with respect to coverage of pe-
diatric care.
Some commenters recommended that

participants, beneficiaries, or enrollees
have the option to designate physicians of
various pediatric sub-specialties as the
child’s primary care provider to improve
access to specialty care without prior au-
thorization from a primary care coordina-
tor. For example, commenters suggested
that a pediatric cancer patient with a seri-
ous chronic condition should have the op-
tion of designating a pediatric oncologist
that can provide cancer treatment as well
as other routine treatment as the child’s
primary care provider. The Departments
interpret this provision to mean that if a

plan or issuer requires or provides for the
designation of a participating primary care
provider for a child by a participant, ben-
eficiary, or enrollee, the plan or issuer
must permit the designation of any physi-
cian (allopathic or osteopathic) who spe-
cializes in pediatrics, including pediatric
subspecialties, based on the scope of that
provider’s license under applicable State
law. The designated provider must also
participate in the plan network and be
available to accept the child. These final
regulations incorporate this clarification.
The interim final regulations also es-

tablished requirements for a plan or issuer
that provides coverage for obstetrical or
gynecological care and requires the desig-
nation of an in-network primary care pro-
vider. Specifically, the plan or issuer may
not require authorization or referral by the
plan, issuer, or any person (including a
primary care provider) for a female par-
ticipant, beneficiary, or enrollee who
seeks obstetrical or gynecological care
provided by an in-network health care
professional who specializes in obstetrics
or gynecology. Plans and issuers must
also treat the provision of obstetrical and
gynecological care, and the ordering of
related obstetrical and gynecological
items and services, by the professional
who specializes in obstetrics or gynecol-
ogy as the authorization of the primary
care provider. For this purpose, a health
care professional specializing in obstetrics
or gynecology is any individual who is
authorized under applicable State law to
provide obstetrical or gynecological care,
and is not limited to a physician.
Commenters sought clarification that

women of all ages may receive obstetrical
and gynecological care without prior au-
thorization or referral by the plan, issuer,
or any person (including a primary care
provider), noting that the statutory provi-
sion contains no restrictions based on the
age of a participant, beneficiary or en-
rollee. The Departments agree that all
women regardless of age are ensured di-
rect access to obstetrical and gynecologi-
cal care under this provision.
Since the promulgation of the interim

final regulations, it has come to the De-

8275 FR 37188 (June 28, 2010).

83Affordable Care Act Implementation FAQs Part I, Q&A-15, available at http://www.dol.gov/ebsa/faqs/faq-aca.html and https://www.cms.gov/CCIIO/Resources/Fact-Sheets-and-FAQs/
aca_implementation_faqs.html.
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partments’ attention that some plans and
issuers utilize plan designs where the de-
livery of care is coordinated through med-
ical groups within the network based on
the geographic location of the participant
and the provider. Specifically, the Depart-
ments have encountered plan provisions
in insured group health plan coverage that
require participants to designate a primary
care provider but restrict a participant’s
choice of provider based on the distance
that the participant lives or works from the
provider. Stakeholders requested that the
Departments clarify in the final regula-
tions that the choice of healthcare profes-
sional provision does not prohibit the ap-
plication of such geographical limitations
with respect to the selection of primary
care providers. Stakeholders highlighted
that prohibiting such geographical limita-
tions would fundamentally disrupt these
plan designs, as well as the underlying ne-
gotiated capitation arrangements (where
payment is rendered on a per person rather
than per service basis). Stakeholders also
noted that the underlying provider contracts
do not permit providers to accept partici-
pants that are not within the specified geo-
graphic limit, and, accordingly, such limita-
tions should not violate these provisions of
the regulations, as the providers are not
available to accept such participants, based
on the terms of the plan, and as required by
the regulations.
The Departments recognize the impor-

tance of allowing plans and issuers the
flexibility to deliver care in a cost-
effective and efficient manner. Accord-
ingly, these final regulations include a
codification of the Departments’ interpre-
tation that plans and issuers are not pro-
hibited under PHS Act section 2719A
from applying reasonable and appropriate
geographic limitations with respect to
which participating primary care provid-
ers are considered available for purposes
of selection as primary care providers, in
accordance with the terms of the plan, the
underlying provider contracts, and appli-
cable State law. The Departments may
provide additional guidance if questions
persist or if the Departments become
aware of geographic limitations that un-

duly restrict a participant’s choice of pro-
vider.

2. Emergency Services

a. Additional administrative
requirements

Under the interim final regulations and
these final regulations, if a group health
plan or issuer provides any benefits with
respect to services in the emergency de-
partment of a hospital, then the plan or
issuer must provide coverage for emer-
gency services without the individual or
the health care provider having to obtain
prior authorization (even if the emergency
services are provided out of network). For
a plan or health insurance coverage with a
network of providers that provide benefits
for emergency services, the plan or issuer
may not impose any administrative re-
quirement or limitation on benefits for
out-of-network emergency services that is
more restrictive than the requirements or
limitations that apply to in-network emer-
gency services.

b. Out-of-network cost-sharing
requirements

Cost-sharing requirements expressed
as a copayment amount or coinsurance
rate imposed for out-of-network emer-
gency services cannot exceed the cost-
sharing requirements that would be im-
posed if the services were provided in-
network. The preamble to the interim final
regulations explained that out-of-network
providers may bill patients for the differ-
ence between the providers’ billed
charges and the amount collected from the
plan or issuer and the amount collected
from the patient in the form of a copayment
or coinsurance amount (referred to as bal-
ance billing84). Section 1302(c)(3)(B) of the
Affordable Care Act excludes such balance
billing amounts from the definition of cost
sharing, and the requirement in section
2719A(b)(1)(C)(ii)(II) that cost sharing for
out-of-network services be limited to that
imposed in network only applies to cost
sharing expressed as a copayment amount
or coinsurance rate. Because the statute nei-

ther requires plans or issuers to cover bal-
ance billing amounts, nor prohibits balance
billing, even where the protections in the
statute apply, patients may still be subject to
balance billing. In the preamble to the in-
terim final regulations under PHS Act sec-
tion 2719A, the Departments explained that
it would defeat the purpose of the protec-
tions in the statute if a plan or issuer paid an
unreasonably low amount to a provider,
even while limiting the coinsurance or co-
payment associated with that amount to in-
network amounts.85

To avoid the circumvention of the pro-
tections of PHS Act section 2719A, the
Departments determined it necessary that
a reasonable amount be paid before a pa-
tient becomes responsible for a balance
billing amount. Therefore, as provided in
the interim final regulations and these fi-
nal regulations, a plan or issuer must pay
a reasonable amount for emergency ser-
vices by some objective standard. Specif-
ically, a plan or issuer satisfies the copay-
ment or coinsurance limitations in the
statute if it provides benefits for out-of-
network emergency services (prior to im-
posing in-network cost sharing) in an
amount at least equal the greatest of: (1)
the median amount negotiated with in-
network providers for the emergency ser-
vice; (2) the amount for the emergency
service calculated using the same method
the plan generally uses to determine pay-
ments for out-of-network services (such
as the usual, customary, and reasonable
amount); or (3) the amount that would be
paid under Medicare for the emergency
service (minimum payment standards).
The interim final regulations under PHS
Act section 2719 clarified that the cost-
sharing requirements create a minimum
payment requirement. The cost-sharing
requirements do not prohibit a group
health plan or health insurance from pro-
viding benefits with respect to an emer-
gency service that are greater than the
amounts specified in the regulations.
Some commenters expressed concern

about the level of payment for out-of-
network emergency services and urged
the Departments to require plans and is-
suers to use a transparent database to de-
termine out-of-network amounts. The De-

84See Uniform Glossary of Health Coverage and Medical Terms at http://www.dol.gov/ebsa/pdf/sbcuniformglossaryproposed.pdf and https://www.cms.gov/apps/glossary.

8575 FR 37188, 37194 (June 28, 2010).

December 7, 2015 Bulletin No. 2015–49724



partments believe that this concern is
addressed by our requirement that the
amount be the greatest of the three amounts
specified in paragraphs (b)(3)(i)(A),
(b)(3)(i)(B), and (b)(3)(i)(C) of this section
(which are adjusted for in-network cost-
sharing requirements).

c. Clarifications regarding balance
billing

Some commenters sought clarification
about the interaction of the minimum
payment standards under the interim fi-
nal regulations and State laws that pro-
hibit balance billing for emergency ser-
vices. Balance billing generally is the
practice of billing by a provider that is
not a preferred provider for the differ-
ence between the charge of a provider
that is not a preferred provider and the
allowed amount under the plan or cov-
erage. Some stakeholders expressed
their opposition to the use of balance
billing because it creates a substantial
financial burden and may discourage a
participant, beneficiary, or enrollee from
obtaining the care needed in an emer-
gency situation. Other stakeholders sug-
gested that plans and issuers should be
required to negotiate contracts with hos-
pitals and facility-based providers that
avoid balance billing. However, the stat-
ute does not require plans or issuers to
cover balance billed amounts, nor does
it prohibit balance billing. Even where
the protections in the statute apply, a
participant, beneficiary, or enrollee may
be subject to balance billing. In the fu-
ture, the Departments will consider
ways to prevent providers from billing a
participant, beneficiary, or enrollee for
emergency services from out-of-
network providers at in-network hospi-
tals and facilities. States may also con-
sider ways to prevent balance billing in
these circumstances.
The minimum payment standards are

designed to reduce potential amounts of
balance billing to patients. Stakeholders
commented that in circumstances where
patients will not be balance billed (be-
cause balance billing is prohibited or be-

cause the issuer, rather than the patient, is
required to cover the balance bill), the
minimum payment standards are not nec-
essary. In response to these comments, the
Departments issued an FAQ86 stating that
the minimum payment standards set forth
in the interim final regulations were de-
veloped to protect patients from being fi-
nancially penalized for obtaining emer-
gency services on an out-of-network
basis. If State law prohibits balance bill-
ing, plans and issuers are not required to
satisfy the payment minimum set forth in
the regulations. Similarly, if a plan or is-
suer is contractually responsible for any
amounts balanced billed by an out-of-
network emergency services provider, the
plan or issuer is not required to satisfy the
payment minimum. In both situations,
however, a plan or issuer may not impose
any copayment or coinsurance require-
ment for out-of-network emergency ser-
vices that is higher than the copayment or
coinsurance requirement that would apply
if the services were provided in-network.
In addition, a plan or issuer must provide
an enrollee or beneficiary adequate and
prominent notice of their lack of financial
responsibility with respect to amounts bal-
ance billed in order to prevent inadvertent
payment by an enrollee or beneficiary.
These final regulations incorporate this
clarification. The regulations do not pre-
empt existing State consumer protection
laws and do not prohibit States from en-
acting new laws with respect to balance
billing that would provide consumer pro-
tections at least as strong as the Federal
statute.
In response to the interim final regula-

tions, commenters also requested that the
Departments require plans and issuers to
inform a participant, beneficiary, or en-
rollee using clear and understandable lan-
guage of the consequences of using out-
of-network emergency services, including
the possibility of balance billing. Another
commenter stated that the summary plan
description (SPD) provides sufficient in-
formation to meet the notice requirements.
The Departments agree that plans and is-
suers must disclose the terms of the cov-
erage as part of plan documents and are

not adding a new notice requirement at
this time.

d. Definition of emergency services

In applying the rules relating to emer-
gency services, the terms emergency med-
ical condition, emergency services, and
stabilize have the meaning given to those
terms under the Emergency Medical
Treatment and Labor Act (EMTALA),
section 1867 of the Social Security Act.
Under EMTALA, the term emergency
services includes (1) “an appropriate med-
ical screening examination that is within
the capability of the emergency depart-
ment of a hospital, including ancillary ser-
vices routinely available to the emergency
department, to determine whether an
emergency medical condition exists”; and
(2) “such further medical examination and
such treatment as may be required to sta-
bilize the medical condition.”87

Some commenters recommended that
the Departments define “emergency ser-
vices” such that an enrollee or beneficiary
may only receive emergency benefits if an
enrollee or beneficiary seeks treatment
within 24 hours of the onset of an emer-
gency. These final regulations decline to
adopt this comment. The term “emer-
gency services” as defined by the interim
final regulations and these final regula-
tions is based on the statutory definition,
which does not specify parameters with
respect to time. Accordingly, a plan or
issuer cannot set a time limit within which
to seek emergency services and must pro-
vide coverage for any emergency services
that meet the definition of emergency ser-
vices under EMTALA.
Some commenters requested clarifica-

tion as to whether air ambulance transport
and other emergency transportation is
within the scope of the term “emergency
services.” The Departments decline to
provide a rule addressing this issue. These
final regulations continue to provide that
the terms emergency medical condition,
emergency services, and stabilize have the
meaning given to those terms under

86See Affordable Care Act Implementation FAQ Part I Q15 at http://www.dol.gov/ebsa/faqs/faq-aca.html and.https://www.cms.gov/CCIIO/Resources/Fact-Sheets-and-FAQs/aca_imple-
mentation_faqs.html.

8742 U.S.C. 1395dd(a)–(b).
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EMTALA, section 1867 of the Social Se-
curity Act.88

H. Provisions No Longer Applicable

1. Special Rule Relating to Dependent
Coverage of Children to Age 26 for
Grandfathered Group Health Plans

The dependent coverage provision of
PHS Act section 2714 applies to all group
health plans and health insurance issuers
offering group or individual health insur-
ance coverage for plan years (in the indi-
vidual market, policy years) beginning on
or after September 23, 2010, whether or
not the plan or health insurance coverage
qualifies as a grandfathered health plan.
However, consistent with section 2714 of
the PHS Act, for plan years beginning
before January 1, 2014, the 2010 interim
final regulations provided that a grandfa-
thered health plan that is a group health
plan that makes available dependent cov-
erage of children may exclude from cov-
erage an adult child who has not attained
age 26 if the child is eligible to enroll in
an employer-sponsored health plan (as de-
fined in section 5000A(f)(2) of the Code)
other than a group health plan of a parent.
Because this special rule for grandfa-
thered group health plans no longer ap-
plies, it is not incorporated into these final
regulations.

2. Transitional Rules for Individuals
Whose Coverage Ended by Reason of
Reaching a Dependent Eligibility
Threshold

The 2010 interim final regulations im-
plementing PHS Act section 2714 pro-
vided transitional relief for a child whose
coverage ended, or who was denied cov-
erage (or was not eligible for coverage)
under a group health plan or health insur-
ance coverage because, under the terms of
the plan or coverage, the availability of
dependent coverage of children ended be-
fore the attainment of age 26. The 2010
interim final regulations also required a
plan or issuer to give such a child a special
enrollment opportunity, which was re-
quired to be provided (including written

notice) not later than the first day of the
first plan year (in the individual market,
policy year) beginning on or after Septem-
ber 23, 2010. Because the transitional rule
no longer applies, it is not incorporated
into these final regulations.

3. Restricted Annual Limits and
Transitional Rules for Individuals Whose
Coverage or Benefits Ended by Reason
of Reaching a Lifetime Dollar Limit

PHS Act section 2711 and its imple-
menting interim final regulations gener-
ally prohibited lifetime or annual limits on
the dollar value of EHBs (as defined in
section 1302(b) of the Affordable Care
Act). With respect to annual dollar limits,
the statute and the interim final regula-
tions allowed the imposition of “restricted
annual limits” with respect to EHBs for
plan years (in the individual market, pol-
icy years) beginning before January 1,
2014. The interim final regulations ad-
opted a three-year phased approach to re-
stricted annual limits. As set forth in the
interim final regulations, the restricted an-
nual limits on the dollar value of EHBs
could not be lower than:

• For plan or policy years beginning on
or after September 23, 2010 but before
September 23, 2011, $750,000;

• For plan or policy years beginning on
or after September 23, 2011 but before
September 23, 2012, $1.25 million;
and

• For plan or policy years beginning on
or after September 23, 2012 but before
January 1, 2014, $2 million.

With respect to plan or policy years
beginning on or after January 1, 2014,
no annual dollar limits are permitted on
essential health benefits except in the
case of grandfathered individual market
coverage.
The interim final regulations also pro-

vided transitional rules for individuals
who reached a lifetime dollar limit under a
group health plan or health insurance cov-
erage prior to the applicability date of the
interim final regulations. The regulations
required a plan or issuer to provide an
individual whose coverage ended due to

reaching a lifetime dollar limit with an
enrollment opportunity (including written
notice) that continues for at least 30 days.
The notice and enrollment opportunity
was required to be provided not later than
the first day of the first plan year (in the
individual market, policy year) beginning
on or after September 23, 2010. Because
the provisions regarding restricted annual
dollar limits and the transitional rules re-
garding lifetime dollar limits no longer
apply, they are not incorporated into these
final regulations.

I. Applicability

1. General applicability

These final regulations apply to group
health plans and health insurance issuers
beginning on the first day of the first plan
year (or, in the individual market, the first
day of the first policy year) beginning on
or after January 1, 2017. Until these final
regulations become applicable, plans and
issuers are required to continue to comply
with the corresponding interim final reg-
ulations at 29 CFR part 2590, contained in
the 29 CFR, parts 1927 to end, edition
revised as of July 1, 2015, and 45 CFR
parts 144, 146, and 147, contained in the
45 CFR, parts 1 to 199, edition revised as
of October 1, 2015. In accordance with
section 7805(e)(2) of the Code, the corre-
sponding temporary regulations promul-
gated by the Department of the Treasury
are inapplicable. Under section 104 of the
Health Insurance Portability and Account-
ability Act (HIPAA), enacted on August
21, 1996, and subsequent amendments,
the Departments must coordinate policies
with respect to parallel provisions of
ERISA, the PHS Act, and the Code
(shared provisions). The Departments op-
erate under a Memorandum of Under-
standing89 implementing HIPAA section
104 which provides that the shared provi-
sions must be administered so as to have
the same effect at all times and the De-
partments must coordinate policies relat-
ing to enforcing the shared provisions in
order to avoid duplication of enforcement
efforts and to assign priorities in enforce-

88For a more detailed discussion of definitions and requirements under EMTALA, see CMS State Operations Manual, Appendix V, pg. 33–41, available at https://www.cms.gov/Regulations-
and-Guidance/Guidance/Manuals/downloads/som107ap_v_emerg.pdf .

89See 64 FR 70164 (December 15, 1999).
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ment. Therefore, until these final regula-
tions promulgated by the Department of
the Treasury become applicable, compli-
ance with corresponding interim final reg-
ulations at 29 CFR part 2590, contained in
the 29 CFR, parts 1927 to end, edition
revised as of July 1, 2015 shall satisfy
corresponding requirements of the Code.
Section 1251 of the Affordable Care

Act provides that grandfathered health
plans are subject to only certain provi-
sions of the Affordable Care Act. The
final regulations under PHS Act section
2719, Internal Claims and Appeals and
External Review (26 CFR 54.9815–2719,
29 CFR 2590.715–2719, 45 CFR
147.136) and PHS Act Section 2719A,
Patient Protections (26 CFR 54.9815–
2719A, 29 CFR 2590.715–2719A, 45
CFR 147.138) do not apply to grandfa-
thered health plans. Final regulations un-
der PHS Act section 2704, Prohibition of
Preexisting Condition Exclusions (26
CFR 54.9815–2704, 29 CFR 2590.715–
2704, 45 CFR 147.108); PHS Act section
2711, Prohibition on Lifetime and Annual
Limits (26 CFR 54.9815–2711, 29 CFR
2590.715–2711, 45 CFR 147.126); PHS
Act section 2712, Prohibition on Rescis-
sions (26 CFR 54.9815–2712, 29 CFR
2590.715–2712, 45 CFR 147.128); and
PHS Act section 2714, Coverage of De-
pendents to Age 26 (26 CFR 54.9815–
2714, 29 CFR 2590.715–2714, 45 CFR
147.120) apply to grandfathered health
plans, except the prohibition of preexist-
ing condition exclusions and prohibition
on annual dollar limits do not apply to
grandfathered health plans that are indi-
vidual health insurance coverage. For a
list of the market reform provisions un-
der title XXVII of the PHS Act, as
added or amended by the Affordable
Care Act and incorporated into ERISA
and the Code, applicable to grandfathered
health plans, visit http://www.dol.gov/
ebsa/pdf/grandfatherregtable.pdf.

2. Expatriate plans

On December 16, 2014, Congress en-
acted the Expatriate Health Coverage
Clarification Act of 2014 (EHCCA) as
part of the Consolidated and Further Con-

tinuing Appropriations Act, 2015, Divi-
sion M, Public Law 113–235. The EH-
CCA provides that the market reform
requirements of the Affordable Care Act
generally do not apply to expatriate health
plans, expatriate health insurance issuers
with respect to expatriate health plans, and
employers in their capacity as plan spon-
sors of expatriate health plans. However,
the plans, coverage, sponsors and issuers
must still satisfy provisions of the PHS
Act, ERISA and the Code that would oth-
erwise apply if not for the enactment of
the Affordable Care Act. The EHCCA
exception from the market reform require-
ments applies to expatriate health plans
that are issued or renewed on or after July
1, 2015.
Treasury and IRS issued Notice 2015–

43, 2015–29 I.R.B. 73, to provide interim
guidance on the EHCCA. The notice pro-
vides that until the issuance of further
guidance and except as otherwise pro-
vided in the notice, issuers, employers,
and plan sponsors generally may apply the
requirements of EHCCA using a reason-
able good faith interpretation of the stat-
ute. The notice also provides that until
further guidance is issued, using the defi-
nition of expatriate health plan provided
in Affordable Care Act Implementation
FAQs90 is treated as a reasonable good
faith interpretation of the statute. As ex-
plained in the notice, the Departments in-
tend to publish proposed regulations im-
plementing and providing guidance on the
EHCAA. Consequently, these final regu-
lations do not address the application to
expatriate health plans of the Affordable
Care Act provisions under which these
final regulations are promulgated.

III. Economic Impact Analysis
—Departments of Labor and Health
and Human Services

Executive Orders 12866 and 13563

Executive Orders 12866 and 13563 di-
rect agencies to assess all costs and ben-
efits of available regulatory alternatives
and, if regulation is necessary, to select
regulatory approaches that maximize net
benefits (including potential economic,

environmental, public health and safety
effects; distributive impacts; and equity).
Executive Order 13563 emphasizes the
importance of quantifying both costs and
benefits, of reducing costs, of harmoniz-
ing rules, and of promoting flexibility.
Under Executive Order 12866 (58 FR

51735), “significant” regulatory actions
are subject to review by the Office of
Management and Budget (OMB). Section
3(f) of the Executive Order defines a “sig-
nificant regulatory action” as an action
that is likely to result in a rule (1) having
an annual effect on the economy of $100
million or more in any one year, or ad-
versely and materially affecting a sector
of the economy, productivity, competi-
tion, jobs, the environment, public health
or safety, or State, local or tribal govern-
ments or communities (also referred to as
“economically significant”); (2) creating a
serious inconsistency or otherwise inter-
fering with an action taken or planned by
another agency; (3) materially altering the
budgetary impacts of entitlement grants,
user fees, or loan programs or the rights
and obligations of recipients thereof; or
(4) raising novel legal or policy issues
arising out of legal mandates, the Presi-
dent’s priorities, or the principles set forth
in the Executive Order. These final regu-
lations have been designated “significant
regulatory actions” under section 3(f) of
Executive Order 12866. Accordingly, the
regulations have been reviewed by the
Office of Management and Budget.
A regulatory impact analysis must be

prepared for major rules with economi-
cally significant effects ($100 million or
more in any one year). The Departments
have concluded that these final regulations
would have economic impacts of $100
million or more in at least one year, thus
meeting the definition of an “economi-
cally significant rule” under Executive Or-
der 12866. Therefore, consistent with Ex-
ecutive Orders 12866 and 13563, the
Departments have provided an assessment
of the potential benefits and the costs as-
sociated with these final regulations.
The Departments expect these final

regulations, when compared with the in-
terim final regulations, to have marginal

90See FAQs about Affordable Care Act Implementation (Part XIII), Q&A–1, available at http://www.dol.gov/ebsa/pdf/faq-aca13.pdf and http://www.cms.gov/CCIIO/Resources/Fact-Sheets-
and-FAQs/ACA_implementation_faqs13.html. See also FAQs about Affordable Care Act Implementation (Part XVIII), Q&A-6 and Q&A–7, available at http://www.dol.gov/ebsa/pdf/faq-
aca18.pdf and https://www.cms.gov/CCIIO/Resources/Fact-Sheets-and-FAQs/ACA_implementation_faqs18.html.
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benefits and costs. This is because they
primarily provide clarifications of the pre-
vious interim final regulations issued in
2010 and 2011 and incorporate subregu-

latory guidance, including frequently
asked questions and safe harbors issued
by the Departments. The Departments do
not have sufficient data to quantify these

costs and benefits, but they are qualita-
tively discussed throughout the remainder
of this section and summarized in the Ac-
counting Table.

Table 1.—Accounting Table
Category Estimate Year Dollar Discount Rate Period Covered

Benefits- Qualitative These final regulations help ensure the protections and benefits intended by Congress. Many of
these benefits have a distributional component, and promote equity, in the sense that they will
benefit those who are especially vulnerable as a result of health problems and financial status.
Other benefits include increased access to care and to information needed to protect consumer’s
rights. These final regulations also lead to improved health outcomes for patients and increase
certainty for issuers, plans and consumers by providing clarifications and guidance.

Costs

Annualized Monetized
($millions/year)

$169.9 2015 7% 2016–2025

$169.9 2015 3% 2016–2025

Qualitative The Departments have quantified where possible the costs associated with these final regulations.
These costs include burden that will be incurred to prepare and distribute required disclosures
and notices, and to bring plan and issuers’ policies and procedures into compliance with the
new requirements.
The Departments have not been able to quantify cost related to increased access to care. To
the extent these patient protections increase access to health care services, increased health
care utilization and costs could result.

Transfers

Annualized Monetized
($millions/year)

$53.5 2015 7% 2016–2025

$53.5 2015 3% 2016–2025

Qualitative Due to the risk pooling nature of health insurance these patient protections and other requirements
create a transfer from those paying premiums to those individuals and families now obtaining
increased protections, coverage and services.

1. Need for Regulatory Action

a. Preservation of Right to Maintain
Existing Coverage

Section 1251 of the Affordable Care Act
provides that grandfathered health plans are
subject only to certain provisions of the Af-
fordable Care Act. The statute, however, is
silent regarding changes plan sponsors and
issuers canmake to plans and health insurance
coverage while retaining grandfather status.
These final regulations are necessary in

order to provide rules that group health
plans and health insurance issuers can use
to determine which changes they can
make to the terms of the plan or health
insurance coverage while retaining their
grandfather status, thus exempting them
from certain provisions of the Affordable
Care Act and fulfilling a goal of the leg-

islation, which is to allow those that like
their coverage to keep it. These final reg-
ulations are designed to allow individuals
to keep the coverage they had on March
23, 2010 (the date of enactment of the
Affordable Care Act) to reduce short term
disruptions in the market, and to ease the
transition required by the market reforms.
In drafting this rule, the Departments at-

tempted to balance a number of competing
interests. For example, the Departments
sought to provide adequate flexibility to
group health plans and issuers to ease tran-
sition and mitigate potential premium in-
creases while avoiding excessive flexibility
that would unduly delay implementation of
critical consumer protections in the Afford-
able Care Act. In addition, the Departments
recognized that many group health plans
and issuers make changes to the terms of
plans or health insurance coverage on an

annual basis: Premiums fluctuate, provider
networks and drug formularies change, em-
ployer and employee contributions and cost-
sharing change, and covered items and ser-
vices may vary. Without some ability to
make some adjustments while retaining
grandfather status, the ability of individuals
to maintain their current coverage would be
frustrated, because most plans or health in-
surance coverage would quickly cease to be
regarded as the same group health plan or
health insurance coverage in existence on
March 23, 2010. At the same time, allowing
unfettered changes while retaining grandfa-
ther status would also be inconsistent with
Congress’s intent to provide a transition to
the Affordable Care Act market reforms.
These final regulations regarding grand-

father health plans are designed, among
other things, to take into account reasonable
changes routinely made by plan sponsors or
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issuers without the plan or health insurance
coverage relinquishing its grandfather sta-
tus. Thus, for example, these final regula-
tions generally permit plans and issuers to
make voluntary changes to increase bene-
fits, to conform to required legal changes,
and to voluntarily adopt other consumer
protections in the Affordable Care Act with-
out relinquishing grandfather status.

b. Prohibition of Preexisting Condition
Exclusions

Section 2704 of the PHS Act, as added
by the Affordable Care Act, generally pro-
hibits group health plans and health insur-
ance issuers offering group or individual
health insurance coverage from imposing
any preexisting condition exclusion.
Studies estimate that preexisting condi-

tions affect approximately 129 million
Americans91 which includes a broad range
of conditions, from heart disease – affecting
an estimated 85.6 million American adults
(with more than 1 in 3 having one or more
types of cardiovascular disease92) – to cancer
– which in 2012 affected an estimated 14
millionAmericans andwill affect an estimated
1.7 million additional people in 2015 93 – to
relatively minor conditions like hay fever,
asthma, or previous sports injuries.94 Denials
of benefits or coverage based on a preexisting
condition previously made adequate health in-
surance unavailable to millions of Americans.
Before enactment of the Affordable Care
Act, in 45 States, health insurance issuers in
the individual market could deny coverage,
charge higher premiums, and/or deny bene-
fits for a preexisting condition.95

These regulations finalize interim final
regulations which were necessary to im-
plement this statutory provision which
Congress enacted to help ensure that qual-
ity health coverage is available to more
Americans without the imposition of a
preexisting condition exclusion.

c. Lifetime and Annual Limits

Section 2711 of the PHS Act, as added
to the Affordable Care Act, generally pro-

hibits group health plans and health insur-
ance issuers offering group or individual
health insurance coverage from imposing
annual and lifetime limits on the dollar
value of essential health benefits.
These protections ensure that patients

are not confronted with devastating
healthcare costs because they have ex-
hausted their health coverage when faced
with a serious medical condition.
These regulations finalize interim final

regulations that were necessary to imple-
ment the statutory provisions with respect
to annual and lifetime limits that Congress
enacted to help ensure that more Ameri-
cans with chronic, long-term, and/or ex-
pensive illnesses have access to quality
health coverage.

d. Prohibition on Rescissions

Section 2712 of the PHS Act, as added
by the Affordable Care Act, prohibits
group health plans and health insurance
issuers offering group or individual health
insurance coverage from rescinding cov-
erage except in the case of fraud or inten-
tional misrepresentation of material fact.
Prior to the Affordable Care Act, thou-

sands of Americans lost health coverage
each year due to rescission. When a cover-
age rescission occurs, an individual’s health
coverage is retroactively cancelled, which
means that the insurance company is no
longer responsible for medical care claims
that had previously been accepted and paid.
Rescissions can result in significant finan-
cial hardship for affected individuals, be-
cause, in most cases, the individuals have
accumulated significant medical expenses.
These final regulations implement the

statutory provision enacted by Congress
to protect the most vulnerable Americans,
those that incur substantial medical ex-
penses due to a serious medical condition,
from financial devastation by ensuring
that such individuals do not unjustly lose
health coverage by rescission.

e. Coverage of Dependents to Age 26

PHS Act section 2714, as added by the
Affordable Care Act, requires group
health plans and health insurance issuers
offering group or individual health insur-
ance coverage that make dependent cov-
erage available for children to continue to
make coverage available to such children
until the attainment of age 26. With re-
spect to a child receiving dependent cov-
erage, coverage does not have to be ex-
tended to a child or children of the child or
a spouse of the child. Furthermore these
final regulations clarify that for an indi-
vidual not described in Code section
152(f)(1), such as a grandchild or niece, a
plan may impose additional conditions on
eligibility for health coverage, such as a
condition that the individual be a depen-
dent for income tax purposes, and the final
regulations also clarify that distinctions
based upon age that apply generally to all
individuals covered under the plan (em-
ployees, spouses, dependent children) are
not prohibited. These regulations finalize
the interim final regulations, which were
necessary to implement the statute.

f. Internal Claims and Appeals and
External Review

Before the enactment of the Affordable
Care Act, health plan sponsors and issuers
were not uniformly required to implement
claims and appeals processes. For exam-
ple, ERISA-covered group health plan
sponsors were required to implement in-
ternal claims and appeal processes that
complied with the DOL claims procedure
regulation,96 while group health plans that
were not covered by ERISA, such as plans
sponsored by State and local governments
were not. Health insurance issuers offer-
ing coverage in the individual insurance
market were required to comply with var-
ious applicable State internal appeals laws
but were not required to comply with the
DOL claims procedure regulation.

91ASPE. At Risk: Pre-Existing Conditions Could Affect 1 in 2 Americans: 129 Million People Could Be Denied Affordable Coverage Without Health Reform, 2011.

92Mozzafarian, D., et al. Heart Disease and Stroke Statistics – 2015 Update: A Report From the American Heart Association. Circulation. 2015; 131(4):e29–322

93National Cancer Institute: Surveillance, Epidemiology, and End Results Program (SEER) Stat Fact Sheet: All Cancer Types. http://seer.cancer.gov/statfacts/html/all.html.

94Pollitz, K., et al. How Accessible is Individual Health Insurance for Consumers in Less than Perfect Health? Kaiser Family Foundation, June 2001.

95Levitt, L., et al. How Buying Insurance Will Change Under Obamacare. Kaiser Family Foundation, September 2013.

9629 CFR 2560.503–1
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With respect to external appeal pro-
cesses, before the enactment of the Af-
fordable Care Act, sponsors of fully in-
sured ERISA-covered group health plans,
fully-insured State and local governmen-
tal plans, and fully-insured church plans
were required to comply with State exter-
nal review laws, while self-insured
ERISA-covered group health plans were
not subject to such laws due to ERISA
preemption. In the individual health insur-
ance market, issuers in States with exter-
nal review laws were required to comply
with such laws. However, uniform exter-
nal review standards did not apply, be-
cause State external review laws vary
from State-to-State. Moreover, at least six
States did not have external review laws
when the Affordable Care Act was en-
acted; therefore, prior to the Affordable
Care Act, issuers in those States were not
required to implement an external review
process.
Under this regulatory system, inconsis-

tent claims and appeals processes applied
to plan sponsors and issuers and a patch-
work of consumer protections were pro-
vided to participants, beneficiaries, and
enrollees. The applicable processes and
protections depended on several factors
including whether (1) plans were subject
to ERISA, (2) benefits were self-funded or
financed by the purchase of an insurance
policy, (3) issuers were subject to State
internal claims and appeals laws, and (4)
issuers were subject to State external re-
view laws, and if so, the scope of such
laws (such as, whether the laws only apply
to one segment of the health insurance
market, e.g., managed care or HMO cov-
erage). These uneven protections created
an appearance of unfairness, increased
cost for issuers and plans operating in
multiple States, and may have led to con-
fusion among consumers about their
rights.

Congress enacted PHS Act section
2719 to ensure that plans and issuers im-
plemented more uniform internal and ex-
ternal claims and appeals processes and to
set a minimum standard of consumer pro-
tections that are available to participants,
beneficiaries, and enrollees. These final
regulations are necessary to provide rules
that plan sponsors and issuers can use to
implement effective internal and external
claims and appeals processes that meet the
requirements of PHS Act section 2719.
These changes do not add any incre-

mental costs to those associated with the
2010 interim final rules, because they sim-
ply incorporate sub-regulatory guidance
that was already issued.

g. Patient Protections

Section 2719A of the PHS Act, as
added by the Affordable Care Act, re-
quires group health plans and health in-
surance issuers offering group or individ-
ual health insurance coverage to ensure
choice of healthcare professionals (includ-
ing pediatricians, obstetricians, and gyne-
cologists) and greater access to benefits
for emergency services. Provider choice is
a strong predictor of patient trust in a
provider, and patient-provider trust can
increase health promotion and therapeutic
effects.97 Studies have found that patients
tend to experience better quality health-
care if they have long-term relationships
with their healthcare provider.98

The emergency care provisions of PHS
Act section 2719A require (1) non-
grandfathered group health plans and
health insurance issuers that cover emer-
gency services to cover such services
without prior authorization and without
regard to whether the health care provider
furnishing the services is a participating
network provider, and (2) copayments and
coinsurance for out-of-network emer-
gency care do not exceed the cost-sharing

requirements that would have been im-
posed if the services were provided in-
network. These provisions will help to
ensure that patients receive covered emer-
gency care when they need it, especially
in situations where prior authorization
cannot be obtained due to exigent circum-
stances or an in-network provider is not
available to provide the services. They
also will protect patients from the substan-
tial financial burden that can be imposed
when differing copayment or coinsurance
arrangements apply to in-network and
out-of-network emergency care.
These regulations finalize the interim

final regulations that were necessary to
implement the statutory provision enacted
by Congress to provide these essential pa-
tient protections.

A. Section 1251 of the Affordable Care
Act, Preservation of Right to Maintain
Existing Coverage (26 CFR 54.9815–
1251 , 29 CFR 2590.715–1251, 45 CFR
147.140)

1. Affected Entities and Individuals

The Departments estimate that there
are 2.3 million ERISA-covered plans with
an estimated 66 million policy holders and
130.2 million participants and beneficia-
ries in those plans.99 Similarly, the De-
partments estimate that there are 128,400
State and local governmental health
plans100 with an estimated 21.1 million
policy holders and 41.1 million partici-
pants and beneficiaries in those plans.101

The 2014 Employer Health Benefits
Survey reports that 37 percent of firms
offer health benefits that have at least one
health plan that is a grandfathered plan,
and 26 percent of employees are enrolled
in grandfathered plans.102 Using the
above estimates, there are 851,000 (2.3
million ERISA-covered plans* 0.37)
ERISA-covered plans with 17.2 million
policy holders (66 million policy holders

97Piette, John, et al., “The Role of Patient-Physician Trust in Moderating Medication Nonadherence Due to Cost Pressures.” Archives of Internal Medicine 165, August (2005) and Roberts,
Kathleen J., “Physician-Patient Relationships, Patient Satisfaction, and Antiretroviral Medication Adherence Among HIV-Infected Adults Attending a Public Health Clinic.” AIDS Patient
Care and STDs 16.1 (2002).

98Blewett, Lynn, et al., “When a Usual Source of Care and Usual Provider Matter: Adult Prevention and Screening Services.” Journal of General Internal Medicine 23.9 (2008).

99EBSA estimates based on the 2014 Medical Expenditure Survey – Insurance Component.

100The estimate of the total number of State and local governmental plans is based on the 2012 Census of Government.

101Health Insurance Coverage Bulletin: Abstract of Auxiliary Data for the March 2014 Annual Social and Economic Supplement to the Current Population Survey, Table 3C
http://www.dol.gov/ebsa/pdf/coveragebulletin2014.pdf.

102Kaiser Family Foundation, “2014 Employer Health Benefits Survey.” http://kff.org/health-costs/report/2014-employer-health-benefits-survey/.
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*0.26) and 33.9 million participants and
beneficiaries (130.2 million participants
and beneficiaries * 0.26). There are ap-
proximately 47,500 grandfathered State
and local governmental health plans
(0.37*128,400 plans103) with approxi-
mately 5.5 million policyholders (21.1
million policy holders *0.26) and 10.7
million participants and beneficiaries
(41.1 million participants and beneficia-
ries * 0.26).
There were an estimated 1.4 million

policies with grandfathered coverage dur-
ing 2013 with 2.2 million enrollees.104

2. Discussion of Economic Impacts of
Retaining or Relinquishing Grandfather
Status

The economic effects of these final reg-
ulations will depend on decisions by plan
sponsors and issuers, as well as by those
covered under these plans and health in-
surance coverage.
For a plan sponsor or issuer, the poten-

tial economic impact of the application of
the provisions in the Affordable Care Act
may be one consideration in making its
decisions. To determine the value of re-
taining a health plan’s grandfather status,
each plan sponsor or issuer must deter-
mine whether the rules applicable to
grandfathered health plans are more or
less favorable than the rules applicable to
non-grandfathered health plans. This de-
termination will depend on such factors as
the respective prices of grandfathered and
non-grandfathered health plans, as well as
the preferences of grandfathered health
plans’ covered populations and their will-
ingness to pay for benefits and patient pro-
tections available under non-grandfathered
health plans. In making its decision whether
to maintain grandfather status, a plan spon-
sor or issuer is also likely to consider the
market segment (because different rules
apply to the large and small group market
segments), and the utilization pattern of its
covered population. Those costs and ben-
efits of the various provisions of the Af-
fordable Care Act and their interaction
with the coverages’ grandfathered status

have been discussed in the impact analysis
of those individual requirements and are
not repeated here.

3. Impacts on the Individual Market

The market for individual insurance is
significantly different than that for group
coverage. As discussed in previous in-
terim final regulations issued in 2010 and
2011, for many, the market is transitional,
providing a bridge between other types of
coverage. One study found a high percent-
age of individual insurance policies began
and ended with employer-sponsored cov-
erage.105 More importantly, coverage on
particular policies tends to be for short
periods of time. As such, high turnover
rates are likely the chief source of changes
in grandfather status. Reliable data are
scant, so there is no ability to update esti-
mates as to how many people in the indi-
vidual market are in non-grandfathered
plans today.

1. Disclosure of Grandfather Status and
Document Retention

To maintain grandfathered health plan
status under these final regulations, a plan
or issuer must maintain records that doc-
ument the plan or policy terms in connec-
tion with the coverage in effect on March
23, 2010, and any other documents nec-
essary to verify, explain or clarify its sta-
tus as a grandfathered health plan, dis-
close its status as a grandfathered health
plan, and if switching issuers and intend-
ing to maintain its status as a grandfa-
thered plan, it must provide to the new
health insurance issuer with documenta-
tion of plan terms under the prior health
coverage sufficient for it to determine
whether a change causing a cessation of
grandfathered health plan status has oc-
curred.
The Departments estimate that the total

cost for these requirements will be $1.8
million annually. For a detailed discussion
of the grandfathered health plan document
retention and disclosure requirements, see

the Paperwork Reduction Act section later
in this preamble.

B. PHS Act Section 2704, Prohibition of
Preexisting Condition Exclusions (26
CFR 54.9815–2704, 29 CFR 2590.715–
2704, 45 CFR 147.108)

1. Affected Entities and Individuals

In the individual market, those apply-
ing for insurance will no longer face ex-
clusions or denials of coverage based on a
preexisting condition while those covered
by non-grandfathered individual coverage
with a rider or exclusion period will gain
coverage for any preexisting condition
otherwise covered by the plan. In the
group market, participants and beneficia-
ries that have experienced a lapse in
coverage will no longer face up to a
twelve-month exclusion for preexisting
conditions.
There are two main categories of peo-

ple who have most likely been directly
affected by this provision: First, those
who had a preexisting condition and who
were uninsured; second, those who were
covered by grandfathered individual poli-
cies containing riders excluding coverage
for a preexisting condition or have an ex-
clusion period. It is difficult to estimate
precisely how many uninsured individuals
had a preexisting condition as of when
this provision went into effect, as infor-
mation on whether individuals have a pre-
existing condition for the purpose of ob-
taining health insurance is not collected in
any major population based survey and
can include conditions from hay fever to
HIV/AIDS, all which could result in a
denial of coverage.106 The Departments
find it difficult to estimate the number of
individuals that will be uniquely affected
by these final regulations due to the inter-
actions with other provisions of the Af-
fordable Care Act; however, estimates in-
dicate that 50–129 million non-elderly
individuals with a preexisting condition,
25 million uninsured individuals – includ-
ing the 3.7 million adults that fall into the
“coverage gap” in States without Medic-

103The estimate of the total number of State and local governmental plans is based on the 2012 Census of Government.

104Based on data from the McKinsey Center for US Health System Reform and Medical Loss Ratio submissions for 2013 reporting year.

105Adele M. Kirk. The Individual Insurance Market: A Building Block for Health Care Reform? Health Care Financing Organization Research Synthesis. May 2008.

106Levitt, L., et al. How Buying Insurance Will Change Under Obamacare. Kaiser Family Foundation, September 2013.

Bulletin No. 2015–49 December 7, 2015731



aid expansion, and the estimated 66.6–82
million with ESI with preexisting conditions
could benefit from these final regulations.107

2. Benefits

These final regulations will expand and
improve coverage for those Americans
with preexisting conditions; those cur-
rently diagnosed, undiagnosed, or who
will develop conditions as they age. This
will likely increase access to health care,
improve health outcomes, and reduce
family financial strain and “job lock.”
For many years insurance providers/

issuers maintained risk pools that are
equal to that of the general population,
using various methodologies;108 often to
the detriment of those most in need. Pas-
sage of the Affordable Care Act on March
23, 2010, provided millions of Americans
with a way to obtain, re-obtain, or keep
their affordable health coverage without
the fear of losing or not having it when
they are at their most vulnerable.
Prior to enactment of the Affordable

Care Act, an estimated 50–52 million
non-elderly people lacked insurance and
50–129 million were diagnosed with a
preexisting condition.109 Numerous stud-
ies show that uninsured adults and chil-
dren are 3 to 6 times more likely to go
without or postpone receiving needed
care, experience higher delays and inci-
dences of unmet needs, have higher inci-
dences in avoidable hospital stays, and

have a higher risk of death after an acci-
dent or when hospitalized.110 This provi-
sion benefits and protects the millions of
non-elderly persons who currently have a
preexisting condition and those that will
develop some condition as they age – in
one study of those reporting good or ex-
cellent health, 15–30 percent will develop
a preexisting condition in the next eight
years111 – by providing them a means to
obtain or keep health coverage. Without
the protections of these final regula-
tions, many more Americans could be
faced with the fear and anxiety of trying
to obtain health coverage or faced with
insufficient coverage due to preexisting
conditions.
As discussed previously, those with

preexisting condition exclusions or those
that were uninsured could have found
themselves being charged 2.5 times more
prior to the Affordable Care Act.112 The
higher cost faced by those with preexist-
ing conditions, whether uninsured or con-
taining riders, could have led families to
encounter financial hardships, crisis, and
emotional stress.
Reports show that those lacking cover-

age are more likely to have trouble paying
bills while being more likely to take on
additional credit card debt and spend
down family assets and savings, often re-
sulting in the loss of their homes and
personal bankruptcy: In 1981 the foreclo-
sure rate reported to be associated with
medical issues was only 8 percent; by

2007 this rate had increased to 62.1 per-
cent of all personal bankruptcies, and 49
percent of foreclosures.113 These higher
rates can in turn lead to many health care
organizations providing uncompensated
care: in 2008, the uninsured received $116
billion worth of hospital care – the primary
source of which was federal funding.114 In
addition to their advantages with regard to
access to care, health, and well-being these
final regulations are likely to lower families’
out-of-pocket health care spending and the
level of uncompensated care; thus benefit-
ing State and Federal governments and, by
extension, taxpayers.
Finally, these final regulations may re-

duce instances of ‘‘job lock’’- situations
in which workers are unable to change
jobs due to concerns regarding health in-
surance coverage for them and/or their
dependents. Due to the limitations and
exclusions in individual health coverage,
many people were forced into a position
where they chose to remain in a job out of
fear of losing their existing coverage or
chose a job with sponsored coverage over
a higher wage position.115 Job lock leads
to a number of labor market distortions
resulting in workers in jobs that are a
“poor fit,” with reduced satisfaction or
skills that are not properly utilized, affect-
ing their ability to start new businesses,
retire, or reduce their work load.116 One
study indicates that 35 percent of those
surveyed worried they will have to forego

107ASPE. At Risk: Pre-Existing Conditions Could Affect 1 in 2 Americans: 129 Million People Could Be Denied Affordable Coverage Without Health Reform, 2011 and Artiga, S. et al.
The Impact of the Coverage Gap in States not Expanding Medicaid by Race and Ethnicity. The Kaiser Family Foundation, April 2015.

108Claxton, G. and Lundy, J. How Health Care Coverage Works: A Primer 2008 Update. The Kaiser Family Foundation, April 2008.

109ASPE. At Risk: Pre-Existing Conditions Could Affect 1 in 2 Americans: 129 Million People Could Be Denied Affordable Coverage Without Health Reform, 2011; Collins, S., et al. Help
is on the Horizon: How the Recession Has Left Millions of Workers Without Health Insurance, and How Health ReformWill Bring Relief – Findings from The Commonwealth Fund Biennial
Health Insurance Survey of 2010. The Commonwealth Fund. 2011. Studies utilized 2008 MEPS data and The Commonwealth Biennial Health Insurance Survey of 2010 and prior years
to estimate the numbers of individuals with preexisting conditions.

110Collins, S., et al. Help is on the Horizon: How the Recession Has Left Millions of Workers Without Health Insurance, and How Health Reform Will Bring Relief – Findings from The
Commonwealth Fund Biennial Health Insurance Survey of 2010. The Commonwealth Fund. 2011; Callahan, S., et al. Access to Health Care for Young Adults With Disabling Chronic
Conditions. Arch Pediatr Adolesc Med. 2006;160:178–182; and Bernstein, J., et al. Issue Brief: How Does Insurance Coverage Improve Health Outcomes? Mathematica Policy Research,
Inc. 2010:1.

111Bailey, K. Worry No More: Americans with Pre-Existing Conditions Are Protected by the Health Care Law, Families USA; 2012 and ASPE. At Risk: Pre-Existing Conditions Could
Affect 1 in 2 Americans: 129 Million People Could Be Denied Affordable Coverage Without Health Reform, 2011.

112Bailey, K. Worry No More: Americans with Pre-Existing Conditions Are Protected by the Health Care Law, Families USA; 2012 and Anderson, G. From ‘Soak The Rich’ To ‘Soak The
Poor’: Recent Trends In Hospital Pricing. Health Affairs,2007; 26(3), pp. 780–789.

113Himmelstein, D. et al. Medical Bankruptcy in the United States, 2007: Results of a National Study. Am Jour of Med. 2009; 122(8), pp. 741–746; Robertson, T., et al. “Get sick, get out:
the medical causes of home mortgage foreclosures.” Health Matrix: Journal of Law-Medicine. 2008; 18(65), pp 65–105; Fact Sheet. Key Facts about the Uninsured Population. The Kaiser
Family Foundation. October 2014; see also https://www.medicare.gov/your-medicare-costs/help-paying-costs/medicaid/medicaid.html.

114Stoll, K. and Bailey, K. Hidden Health Tax: Americans Pay a Premium. Families USA, 2009 and Coughlin, T. et al. Uncompensated Care for Uninsured in 2013: A detailed Examination.
The Kaiser Family Foundation, 2014.

115GAO, Private Health Insurance: Estimates of Individuals with Preexisting Conditions Range from 36 million to 122 million, GAO–12–439, 2012.

116Baker, D. Job Lock and Employer – Provided Health Insurance: Evidence from the Literature. Public Policy Institute. 2015;I–35; ASPE. At Risk: Pre-Existing Conditions Could Affect
1 in 2 Americans: 129 Million People Could Be Denied Affordable Coverage Without Health Reform, 2011; Fact Sheet. Key Facts about the Uninsured Population. The Kaiser Family
Foundation. October 2014.
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job opportunities or forego retirement to
maintain coverage.117

Under the Affordable Care Act, the
interim final regulations, and these final
regulations, someone currently insured
through the group market with less than
18 months of continuous coverage may be
more willing to leave their job and be-
come a self-employed entrepreneur if they
or their dependents have a preexisting
condition – resulting in potentially 2–4
million more self-employed individu-
als.118 Similarly, even a worker with
more than 18 months of continuous cov-
erage who is already protected by
HIPAA may be more likely to consider
switching firms and changing policies
because they will not have to worry that
a preexisting condition could be ex-
cluded for up to 12 months.119 While the
total reduction in job-lock may be small,
the impact on those families with mem-
bers that have preexisting conditions
may be significant.
Executive Order 12866 requires agen-

cies to take account of “distributive im-
pacts” and “equity.” Requiring health
plans and issuers to provide coverage to
adults and children with preexisting con-
ditions will result in a small increase in
premium for relatively healthy adults and
children, and a large increase in health and
financial security for individuals with pre-
existing conditions. This transfer is a
meaningful increase in equity, and is a
benefit of this final regulation.

3. Costs and Transfers

Although those that have preexisting
condition exclusions have higher health
care costs than healthier individuals,
among individuals with preexisting condi-
tions, those who are uninsured have ex-
penditures that are somewhat lower than
the average insured individual.120 It is ex-
pected that when those individuals who
are uninsured or have policies with preex-
isting condition exclusions gain coverage,

there will be additional demand for and
utilization of services, leading to a transfer
from out-of-pocket spending to spending
covered by insurance, which will partially
be mitigated by a reduction in cost-
shifting of uncompensated care to the in-
sured population as coverage expands.
In evaluating the impact of this provi-

sion, it is important to remember that the
full net effects of this provision cannot be
estimated because of its interactions with
other provisions in the Affordable Care
Act. For example, under the current guar-
anteed availability and renewability pro-
tections in the individual market, children
and young adults with a preexisting con-
dition are now generally able to obtain
and maintain coverage on a parental plan,
where he or she can potentially stay on
that plan until age 26. As another exam-
ple, the Affordable Care Act requires that
non-grandfathered health plans provide
recommended preventive services at no
cost-sharing. This will amplify the bene-
fits of coverage for newly insured individ-
uals with preexisting conditions. More-
over, the expansion of the preexisting
condition exclusion policy occurred at the
same time as other policies were imple-
mented, such as the individual responsi-
bility and premium tax credit provisions.
Therefore, the Departments cannot pro-
vide a more precise estimation of either
the benefits or the costs and transfers of
this provision.

C. PHS Act Section 2711, Prohibition on
Lifetime and Annual Limits (26 CFR
54.9815–2711, 29 CFR 2590.715–2711,
45 CFR 147.126)

1. Affected Entities and Individuals

Prior to the passage of the Affordable
Care Act, both the incidence and amount
of lifetime limits varied by market and
plan type (e.g., HMO, PPO, POS). In the
RIA for the interim final regulations, it
was estimated that only 8 percent of large
employers, 14 percent of small employers

and 19 percent of individual market poli-
cies imposed an annual limit at that time
and thus would have been directly im-
pacted by the interim final regulations,
which were phased in.
Fear and anxiety about reaching annual

or lifetime limits on coverage was a major
concern among Americans who have
health insurance, although while such lim-
its were relatively common in health in-
surance, the numbers of people expected
to exceed either an annual or lifetime limit
was quite low.

2. Benefits

As discussed in the RIA for the interim
final regulations, annual and lifetime lim-
its function as caps on how much a group
health plan or insurance company will
spend on medical care for a given insured
individual over the course of a year, or the
individual’s lifetime. Once a person
reaches this limit or cap, the person is
essentially uninsured: he or she must pay
the remaining cost of medical care out-of-
pocket. These limits particularly affect
people with high-cost conditions,121

which typically are very serious and can
lead to financial hardship. Prohibiting life-
time limits and annual limits will benefit
families and individuals experiencing fi-
nancial burdens due to exceeding the ben-
efit limits of their insurance policy. By
ensuring and continuing coverage, the
regulations also reduce uncompensated
care, which would otherwise increase pre-
miums of the insured population through
cost-shifting.
These provisions will also improve ac-

cess to care. Reaching a limit could inter-
rupt or cause the termination of needed
treatment, leading to worsening of medi-
cal conditions. The removal and restric-
tion of benefit limits helps ensure conti-
nuity of care and the elimination of the
extra costs that arise when an untreated or
undertreated condition leads to the need
for even more costly treatment, that could

117Altman, D. Pre-X Redux. The Kaiser Family Foundation, June 2013.

118Baker, D. Job Lock and Employer – Provided Health Insurance: Evidence from the Literature. Public Policy Institute. 2015;I–35.

119Foronstin, P. Health Insurance Portability and Job Lock: Findings from the 1998 Health Confidence Survey. Employee Benefit Research Institute Notes. 1998: 19(8), pp. 4–6.

120Coughlin, T. et al. Uncompensated Care for Uninsured in 2013: A Detailed Examination. The Kaiser Family Foundation, 2014; GAO, Private Health Insurance: Estimates of Individuals
with Preexisting Conditions Range from 36 million to 122 million, GAO–12–439, 2012.

121A December 2014 study by Milliman “2014 U.S. organ and tissue transplant cost estimates and discussion” found that the average 2014 billed charges related to a heart transplant is
$1,242,200, a liver transplant averaged $739,100, while a heart-lung transplant averaged $2,313,600.
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have been prevented if no loss of coverage
had occurred. By ensuring continuation of
coverage, the regulations benefit the
health and the economic well-being of
participants, beneficiaries, and enrollees.
Executive Order 12866 explicitly re-

quires agencies to take account of “dis-
tributive impacts” and “equity,” and these
considerations help to motivate the rele-
vant statutory provisions and the interim
final regulations and these regulations.
Prohibiting lifetime and annual limits as-
sures that insurance will perform the func-
tion for which it was designed—namely,
protecting health and financial wellbeing
for those most in need of care. This rep-
resents a meaningful improvement in eq-
uity, which is a benefit associated with the
regulations.

3. Costs and Transfers

As discussed in the regulatory impact
analysis for the interim final regulations,
extending health insurance coverage for
individuals who would otherwise hit a
lifetime or annual limit will increase the
demand for and utilization of health care
services, thereby generating additional
costs to the system. The three year
phase-in of the elimination of annual lim-
its and the immediate elimination of life-
time limits increased the actuarial value of
the insurance coverage for affected plans
and policies if no other changes were
made to the plan or policy. Issuers and
plans in the group market may have cho-
sen to make changes to the plan or policy
to maintain the pre-regulation actuarial
value of the plan or policy, such as chang-
ing their provider networks or copayments
in some manner. To the extent that higher
premiums (or other plan or policy
changes) are passed on to all employees,
there is an explicit transfer from workers
who would not incur high medical costs to
those who do incur high medical costs. If,
instead, the employers do not pass on the
higher costs of insurance coverage to their
workers, this can result in lower profits or
higher prices for the employer’s goods or
services. In the individual market, when
policies were individually underwritten

with no rating bands in the majority of
States, the Departments expected the
added premium cost or other benefit
changes to be largely borne by the indi-
vidual policyholder. With the market re-
forms in place, along with single risk pool
requirements, issuers can spread the in-
creased costs across the entire individual
market, leading to a transfer from those
who do not incur high medical costs to
those who do incur such costs. However,
as with the group market, such a transfer
was expected to be modest, given the
small numbers of people who were ex-
pected to exceed their benefit limits. The
Departments previously estimated that the
transfer would be three-quarters of a per-
cent or less for lifetime limits and one-
tenth of a percent or less for annual limits,
under a situation of pure community rat-
ing where all the costs get spread across
the insured population. This impact does
not apply to grandfathered individual mar-
ket plans.
It is worth noting that these transfers

are expected to have been significantly
mitigated by the associated expansion of
coverage created by the interim final reg-
ulations and other regulations implement-
ing the Affordable Care Act. The Depart-
ments expect that, as a result of the
gradual elimination of annual limits and
the immediate elimination of lifetime lim-
its, fewer people have been left without
protection against high medical costs.
This results in fewer individuals spend-
ing down resources and enrolling in
Medicaid or receiving other State and
locally funded medical support. Such an
effect will likely be amplified due to the
high-cost nature of people who exceed
benefit limits.

D. PHS Act Section 2712, Prohibition
on Rescissions (26 CFR 54.9815–2712,
29 CFR 2590.715–2712, 45 CFR
147.128)

1. Affected Entities and Individuals

PHS Act Section 2712 and these final
regulations create a statutory Federal stan-
dard and enforcement power in the group

and individual markets where it did not
exist. Prior to this provision taking effect,
varying Federal common laws existed for
ERISA plans. State rules pertaining to re-
scission have been found to be preempted
by ERISA by five circuit courts (5th, 6th,
7th, 9th and 11th as of 2008).
The Affordable Care Act and its imple-

menting regulations should have a large
effect on reducing the number of rescis-
sions for two reasons. First, the Afford-
able Care Act raised the standard govern-
ing when coverage may be rescinded.
Group health plans and health insurance
issuers may now only rescind coverage
based on fraud or intentional misrepresen-
tation of a material fact which is a higher
standard than most State laws required
previously. Second, the interaction of
these regulations with PHS Act sections
2704, prohibition of preexisting condition
exclusions, and sections 2705, prohibiting
discrimination against individual partici-
pants and beneficiaries based on health
status, could significantly reduce the num-
ber of policies rescinded. Previously, the
issues surrounding the reporting of pre-
existing conditions to issuers and an indi-
vidual’s health status were primary causes
of rescissions. With the main source of
rescissions removed there would be a sig-
nificant drop in rescissions even without
these regulations.
The Departments assume that these fi-

nal regulations will have their largest im-
pact on the individual insurance market,
because group health coverage rarely is
rescinded.122 By creating a new Federal
standard governing when policies can be
rescinded, the Departments expect these
final regulations to potentially affect the
approximately 6.7 million non-elderly in-
dividual health insurance policies cover-
ing 10.9 million policy holders and their
dependents in the individual health insur-
ance market.123 In addition, approxi-
mately 430 health insurance issuers offer-
ing coverage in the individual health
insurance market who currently could re-
scind health insurance coverage are ex-
pected to be affected.124 That said, the
actual incidence of individuals who are
subject to rescissions each year is likely to

122This statement is based on the Departments’ conversations with industry experts.

1232013 filings of the Medical Loss Ratio Report found at https://www.cms.gov/CCIIO/Programs-and-Initiatives/Health-Insurance-Market-Reforms/Medical-Loss-Ratio.html.

1242013 filings of the Medical Loss Ratio Report.
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be small. The NAIC Regulatory Frame-
work Task Force collected data on 52
companies covering the period 2004–
2008, and found that rescissions averaged
1.46 per thousand policies in force.125

These pre-Affordable Care Act estimates
are believed to be a significant over-
statement of rescissions occurring now,
however no new data is available. Using
this estimate implies that when combined
with the current numbers of policy holders
in the individual market there could be
approximately 9,900 rescissions per year.

2. Benefits

Because there is little pre-Affordable
Care Act data available and no publicly
available post-Affordable Care Act data,
the Departments find it difficult to esti-
mate the benefits associated with this pro-
vision. However, the Departments believe
that the benefits of this provision would
accrue to those individuals who without
these regulations would have their poli-
cies rescinded.
As noted, Executive Order 12866 re-

quires consideration of “distributive im-
pacts” and “equity.” To the extent that
rescissions are arbitrary, or targeted at
those most ill, and revoke the insurance
that enrollees paid for and expected to
cover the cost of expensive illnesses and
conditions, preventing rescissions would
prevent inequity and greatly increase
health and economic well-being. Consum-
ers would have greater confidence that
purchasing insurance would be worth-
while, and policies would represent better
value for money.
Individuals who otherwise would have

had their policies rescinded are now able
to retain their coverage; the maintenance
of such coverage through severe illness
helps to prevent financial hardship for the
enrollee and their family, creating a sub-
stantial financial benefit.126

As discussed previously, uninsured in-
dividuals are less likely to receive needed
care when they become ill, resulting in the

worsening of their condition. The lack of
insurance can lead to lost workplace pro-
ductivity and additional mortality and
morbidity. Additionally, this provision
protects those individuals currently re-
ceiving treatment for a condition by
eliminating the potential interruptions or
terminations in care resulting from re-
scissions, resulting in higher losses in
productivity.127 Thus, this rule would
contribute to increased worker produc-
tivity by reducing the burden associated
with the loss of insurance coverage, and
the concomitant financial and emotional
stress.

3. Costs and Transfers

As with the benefits, the costs and
transfers of these regulations are similar to
those of the interim final regulations. The
prohibition of rescissions except in cases
of fraud or intentional misrepresentation
of material fact could lead insurers to
spend more resources checking applica-
tions before issuing policies than they did
before the Affordable Care Act, which
would increase administrative costs.
However, under the final regulations,
these costs could be partially offset by
decreased costs associated with reduced
post-claims underwriting.
To the extent that continuing coverage

for these generally high-cost populations
leads to additional demand for and utili-
zation of health care services, there will be
additional costs generated in the health
care system. However, given the rela-
tively low rate of rescissions (approxi-
mately 0.15 percent of individual policies
in force) and the relative nature of those
individuals who generally have policies
rescinded (who would have difficulty go-
ing without treatment), the Departments
estimate that these additional costs would
be small.
For those policies or plans that are re-

scinded, the requirement for an advance
notice prior to such a rescission imposes a
total hour burden of approximately 250

hours and a cost burden of approximate
$3,900. These costs are discussed in more
detail in the Paperwork Reduction Act
section later in this preamble.
A transfer likely will occur within the

individual health insurance market from
policyholders whose policies would not
have been rescinded before the Affordable
Care Act to some of those whose policies
that would have been rescinded before the
Affordable Care Act, depending on the
market and the rules which apply to it.
This transfer could result from higher
overall premiums insurers will charge to
recoup the costs associated with the health
care costs of those individuals with
chronic or serious conditions whose poli-
cies could previously be rescinded (the
precise change in premiums depending on
the competitive conditions in specific
insurance markets). This transfer across
the market would benefit those individ-
uals with substantially higher medical
costs, due to chronic or severe condi-
tions, and would be attributable to in-
surers covering those costs associated
with such individuals.

E. PHS Act Section 2714, Coverage of
Dependents to Age 26 (26 CFR
54.9815–2714, 29 CFR 2590.715–2714,
45 CFR 147.120)

1. Affected Entities and Individuals

Prior to implementation of the Afford-
able Care Act there were an estimated 6.6
million uninsured young adults age 19–
26; with an estimated 3.3 million having
parents with ESI and an additional 2.7
million with individual coverage, all of
whom could potentially have been af-
fected.128 Implementation of this provi-
sion allowed 13.7 million young adults to
either stay on or join their parents’ health
plans (from November 2010 until Novem-
ber 2011).129 There was a rapid response
to changes in the regulations leading to
large number of employers enrolling

125NAIC Rescission Data Call, December 17, 2009, p.1.

126Girion, Lisa “Health Net Ordered to Pay $9 million after Canceling Cancer Patient’s Policy,” Los Angeles Times (2008), available at: http://www.latimes.com/business/la-fi-
insure23feb23,1,5039339.story.

127Collins et al. “Gaps in Health Insurance: An All American Problem” Commonwealth Fund (2006), available http://www.commonwealthfund.org/usr_doc/Collins_gapshltins_920.pdf.

128Collins, S. and Nicholson, J. Rite of Passage: Young Adults and the Affordable Care Act of 2010. The Commonwealth Fund. May 2010.

129Collins, S. et al. Young, Uninsured and in Debt: Why Young Adults Lack Health Insurance and How the Affordable Care Act is Helping. The Commonwealth Fund. June 2012.

Bulletin No. 2015–49 December 7, 2015735



young adults130, with thirteen percent of
small firms and 70 percent of large firms
enrolling at least one young adult – small
employers on average enrolled two young
adults while large employers enrolled on
average 492 young adults.131

Studies have shown that 2.3 million
young adults were able to gain coverage
since implementation of the Affordable
Care Act and this provision in 2010
through the start of the open enrollment
period in October 2013.132 The number of
affected young adults has continued to
increase as more employers began cover-
ing young adult dependents and those on
individual grandfathered plans began
changing policies to include dependents
up to age 26. This has resulted in an
additional 3.4 million young adults gain-
ing coverage since October 2013, result-
ing in a total of an estimated 5.7 million
gaining coverage from 2010 through
March 2015.133

2. Benefits

The benefits of these final regulations
are expected to outweigh the costs to the
regulated community. As of March 2015,
an estimated 5.7 million additional young
adults are now covered by their parents’
health plans due to the implementation of
this provision.134 Expanding coverage op-
tions for the 19–26 year old population
has resulted in a decline in the number of
uninsured young adults, declining to an
uninsured rate of 26.7 percent in the third
quarter of 2013 (before the start of the
October 2013 open enrollment period).135

Uninsured young adults are less likely
to have access to care and thus delay

seeking needed care136, leading to higher
costs when care is received. Further, ex-
panded coverage provides young adults
with security and protection from the fi-
nancial consequences of serious medical
emergencies. Recent studies have found
that due to the implementation of this pro-
vision there has been a decline in the
number of young adults facing higher
out–of-pocket expenses (greater than
$1,500);137 benefiting them when many
young adults are currently facing elevated
debt burdens and low wages.138

Additionally, expanding coverage to
those aged 19–26 should decrease the
cost-shifting of uncompensated care onto
those with coverage (including $147 mil-
lion from emergency department care),139

increase the receipt of preventive health
care and provide more timely access to
high quality care, resulting in a healthier
population. In particular, children with
chronic conditions or other serious health
issues will be able to continue coverage
through a parent’s plan until age 26.
Extending dependent coverage of chil-

dren to age 26 will also permit greater job
mobility for this population as their health
coverage will no longer be tied to their
jobs, thus reducing the potential of “job
lock”,140 or student status.

3. Costs and Transfers

Estimates for the incremental annual
premium costs for the newly covered in-
dividuals were developed in the interim
final regulations; estimating that for those
enrolling in their parents’ ESI, the ex-
pected annual premium cost would lead to
an expected increase of 0.7 percent in
2011, 1.0 percent in 2012, and 1.0 percent

in 2013. A recent study carried out by
Depew and Bailey found that the require-
ment dependent coverage provision led to
a 2.5–2.8 percent increase in premiums
for plans that cover children, and that em-
ployers did not pass on the entire premium
increase to employees in the form of
higher required plan contributions.141 To
the extent that some of these increases are
passed on to workers in the form of higher
premiums for all workers purchasing fam-
ily policies or in the form of lower wages
for all workers, there will be a transfer
from workers who do not have newly cov-
ered dependents to those who do. To the
extent that these higher premiums result in
lower profits or higher prices for the em-
ployer’s product, the higher premiums
will result in a transfer either from stock-
holders or consumers to workers who
have newly covered dependents.
In addition, to the extent these final

regulations result in a decrease in the
number of uninsured, the Departments ex-
pect a reduction in uncompensated care,
and a reduction in liability for those who
fund uncompensated care, including pub-
lic programs (primarily Medicaid and
State and local general revenue support
for public hospitals), as well as the portion
of uncompensated care that is paid for by
shifting costs from private payers. Such
effects would lead to lower premiums for
the insured population, both with or with-
out newly covered children.
For the number of young adults enroll-

ing in their parents’ non-group (individ-
ual) insurance policy, the Departments es-
timated that, to a large extent, premiums
in the individual market will be borne by
the parents who are purchasing the cover-
age. If, instead, these costs are distributed

130Cantor, J. et al. Early Impact of the Affordable Care Act on Health Insurance Coverage of Young Adults. Health Services Research, 47:5 (2012):pp. 1773–1790.

131Claxton, G. et al. Employer Health Benefits: 2011 Annual Survey. Kaiser Family Foundation and Health Research & Education Trust. 2011

132ASPE Data Point, Health Insurance Coverage and the Affordable Care Act, September 2015.

133ASPE. Health Insurance Coverage and the Affordable Care Act. May 2015 at http://aspe.hhs.gov/sites/default/files/pdf/83966/ib_uninsured_change.pdf

134Id.

135Ibid and Sommers, B. Number of Young Adults Gaining Insurance Due to the Affordable Care Act Now Tops 3 Million. ASPE Issue Brief, June 2012

136Newacheck, P. et al. Health Insurance and Access to Primary Care for Children. N Engl J Med. 338:8 (1998) and Sommers, B. et al. The Affordable Care Act Has Led To Significant
Gains in Health Insurance and Access to Care for Young Adults. Health Affairs, 32:1 (2013):pp. 165–174

137Busch, S. et al. ACA Dependent Coverage Provision Reduced High Out-Of-Pocket Health Care Spending For Young Adults. Health Affairs, 33:8 (2014): pp. 1361–1366 and Mulcahy,
A. et al. Insurance Coverage of Emergency Care for Young Adults under Health Reform. N Engl J Med. 368:22 (2013)

138Chua, K–P. and Sommers, B. Changes in Health and Medical Spending Among Young Adults Under Health Reform. JAMA, 311:23 (2014)

139Mulcahy, A. et al. Insurance Coverage of Emergency Care for Young Adults under Health Reform. N Engl J Med. 368:22 (2013)

140Sommers, B. et al. The Affordable Care Act Has Led To Significant Gains in Health Insurance and Access to Care for Young Adults. Health Affairs, 32:1 (2013):pp. 165–174

141Depew, B. and Bailey, J. Did the Affordable Care Act’s dependent coverage mandate increase premiums? Journal of Health Economics, 41 (2015):pp. 1–14
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over the entire individual market (as
would be the case in a pure community
rated market), the Departments estimated
in the interim final regulations that the
individual premiums would rise 0.7 per-
cent in 2011, 1.0 percent in 2012, and 1.2
percent in 2013. However, the Depart-
ments expected the actual increase across
the entire individual market, if any, to be
much smaller than these estimates, be-
cause they expected the costs to be largely
borne by the subscribers who are directly
affected rather than distributed across the
entire individual market.

F. PHS Act Section 2719, Internal
Claims and Appeals and External
Review (26 CFR 54.9815–2719, 29 CFR
2590.715–2719, 45 CFR 147.136)

1. Estimated Number of Affected
Entities

These provisions are applicable to non-
grandfathered health plans and coverage.
Using the estimates from the discussion of
affected entities for the grandfathering
provisions discussed in paragraph III.C,
there are 96.3 million individuals covered
by non-grandfathered ERISA-covered
health plans, 30.4 million individuals cov-
ered by non-grandfathered State and local
health plans, and 8.7 million individuals
in non-grandfathered health coverage in
the individual market.
Not all potentially affected individuals

will be affected equally by these final reg-
ulations. Sponsors of ERISA-covered
group health plans were required to im-
plement an internal appeals process that
complied with the DOL claims procedure
regulation before the Affordable Care
Act’s enactment, and the Departments
also understand that many non-Federal
governmental plans and church plans that
are not subject to ERISA had imple-
mented internal claims and appeals pro-
cesses that comply with the DOL claims
procedure regulation. Therefore, partici-
pants and beneficiaries covered by such
plans only will be affected by the internal
claims and appeals standards that are pro-
vided by the Secretary of Labor in para-
graph (b)(2)(ii) of these final regulations
under PHS Act section 2719.

These final regulations will have the
largest impact on individuals covered in
the individual health insurance market,
because with the issuance of the interim
final regulation, these issuers were re-
quired to comply with the DOL claims
procedure regulation for internal claims
and appeals as well as the additional stan-
dards added by the Secretary of the De-
partment of Health and Human Services
in paragraph (b)(3) of these final regula-
tions that are in some cases more protec-
tive than the ERISA standard.
On the external appeals side, before the

enactment of the Affordable Care Act,
issuers offering coverage in the group and
individual health insurance market were
already required to comply with State ex-
ternal review laws. At that time, all States
except Alabama, Mississippi, Nebraska,
North Dakota, South Dakota, and Wyo-
ming had external review laws, and thir-
teen States had external review laws that
apply only to certain market segments (for
example, managed care or HMOs). Cur-
rently, all States except, Alabama, Alaska,
Florida, Georgia, Pennsylvania, and Wis-
consin have State external review laws
that satisfy the requirement to provide a
NAIC-similar or NAIC-parallel external
review process. These six States that do
not meet the requirements, must use the
HHS-administered process or must con-
tract with accredited independent review
organizations to review external appeals
on their behalf until they meet the require-
ments.142

Individuals participating in ERISA-
covered self-insured group health plans
will be among those most affected by the
external review requirements contained in
these final regulations, because the pre-
emption provisions of ERISA prevent a
State’s external review process from ap-
plying directly to an ERISA-covered self-
insured plan. These plans will now be
required to comply with the Federal ex-
ternal review process set forth under para-
graph (d) of these final regulations.
In summary, the number of affected

individuals depends on several factors, in-
cluding whether (i) a health plan retains
its grandfather status, (ii) the plan is sub-
ject to ERISA, (iii) benefits provided un-
der the plan are self-funded or financed by

the purchase of an insurance policy, (iii)
the applicable State has enacted an inter-
nal claims and appeals law, and (iv) the
applicable State has enacted an external
review law, and if so the scope of such
law, and (v) the number of new plans and
enrollees in such plans.
The following, is a summary of the

benefits and costs as discussed in the in-
terim final regulations and that are still
applicable to these final regulations.

2. Benefits

Because of data limitations and a lack
of effective measures, the Departments
did not attempt to quantify the expected
benefits. Nonetheless, the Departments
were able to identify several of the in-
terim final regulation’s major economic
benefits.
The interim final regulations and these

final regulations will help transform the
current, highly variable health claims and
appeals process into a more uniform and
structured process. This will:

• improve the extent to which employee
benefit plans provide benefits consis-
tent with the established terms of the
plan;

• ensure greater certainty and consis-
tency in the handling of benefit claims
and appeals and improved access to
information about the manner in
which claims and appeals are adjudi-
cated;

• increase efficiency in the operation of
employee benefit plans and health care
delivery as well as health insurance
and labor markets;

• increase efficiency of health plans by
enhancing their transparency and fos-
tering participants’ confidence in the
plan’s fairness;

• reduce delays and inappropriate de-
nials;

• reduce the levels of error in the system
and improve health outcomes;

• improve health care, health plan qual-
ity, and insurance market efficiency by
serving as a communication channel,
providing feedback from participants,
beneficiaries, and providers to plans
about quality issues; and

142Affordable Care Act: Working with States to Protect Consumers, available at https://www.cms.gov/CCIIO/Resources/Files/external_appeals.html.
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• enhance some insurers’ and group
health plans’ abilities to effectively
control costs by limiting access to in-
appropriate care.

3. Costs and Transfers

The Departments have quantified the
primary source of costs associated with
these final regulations that will be incurred
to (i) administer and conduct the internal
and external review process, and (ii) prepare
and distribute required disclosures and no-
tices. These costs and the methodology used
to estimate them are discussed under the
Paperwork Reduction Act section. The total
cost related to the information collections is
$160.1 million annually.

a. Additional Requirements for Group
Health Plans.

Paragraph (b)(2)(i) of these final regu-
lations imposes additional requirements to
the DOL claims procedure regulation that
must be satisfied by group health plans
and issuers offering group and individual
coverage in the individual and group health
insurance markets. The Departments believe
that the additional requirements have mod-
est costs associated with them, because they
merely clarify provisions of the DOL claims
procedure regulation.
As discussed in the impact analysis for

the interim final regulations the Depart-
ments were not able to estimate the costs for
some of the requirements, namely for: the def-
inition of adverse determination, expedited no-
tification of benefit determination involving
urgent care, eliminating conflicts of interest,
and deemed exhaustion of internal process.
The Departments were able to quantify the
costs for Full and fair review and Enhanced
notice with culturally and linguistically appro-
priate notices. These costs are included in the
Paperwork Reduction Act Section.

b. Additional Requirements for Issuers
in the Individual Insurance Market.

To address certain relevant differences
in the group and individual markets,

health insurance issuers offering individ-
ual health insurance coverage must com-
ply with three additional requirements.
First, these final regulations expand the
scope of the group health coverage inter-
nal claims and appeals process to cover
initial eligibility determinations.
This protection is important since eli-

gibility determinations in the individual
market are frequently based on the health
status of the applicant, including preexist-
ing conditions. The Departments do not
have sufficient data to quantify the costs
associated with this requirement.
Second, although the DOL claims pro-

cedure regulation permits group health
plans to have a second level of internal
appeals, these final regulations require
health insurance issuers offering individ-
ual health insurance coverage to have only
one level of internal appeals. This allows
the claimant to seek either external review
or judicial review immediately after an
adverse determination is upheld in the first
level of internal appeals. The Departments
have factored this cost into their estimate
of the cost for issuers offering coverage in
the individual market to comply with this
requirement.
Finally, these final regulations require

health insurance issuers offering individ-
ual health insurance coverage to maintain
records of all claims and notices associ-
ated with their internal claims and appeals
processes. An issuer must make such re-
cords available for examination upon re-
quest. Accordingly, a claimant or State or
Federal agency official generally would
be able to request and receive such doc-
uments free of charge. The Departments
believe that minimal costs are associ-
ated with this requirement, because
most issuers retain the required informa-
tion in the normal course of their busi-
ness operations.

c. External Appeals.

The analysis of the cost associated with
implementing an external review process
under the interim final regulations and

these final regulations focuses on the cost
incurred by the following three groups
that were not required to implement an
external review process before the enact-
ment of the Affordable Care Act: plans
and participants in ERISA-covered self-
insured plans; plans and participants in
States with no external review laws; and
plans and participants in States that have
State laws only covering specific market
segment (usually HMOs or managed care
coverage).
The Departments estimate that there

are approximately 78.7 million partici-
pants in self-insured ERISA-covered
plans and approximately 15.5 million par-
ticipants in self-insured State and local
governmental plans. In the States which
currently have no external review laws or
whose laws do not meet the federal min-
imum requirements143 there are an esti-
mated 13.8 million participants (8.1 mil-
lion participants in ERISA-covered plans,
3.7 million participants in governmental
plans and 2 million individual covered by
policies in the individual market). These
estimates lead to a total of 108 million
participants, however, only the 80.0 mil-
lion participants in non-grandfathered
plans will be required to be covered by the
external review requirement.
The Departments assume that there are

an estimated 1.3 external appeals for ev-
ery 10,000 participants144, and that there
will be approximately 10,400 external ap-
peals annually. As required by these final
regulations or applicable State law, plans
or issuers are required to pay for most of
the cost of the external review while
claimants may be charged a nominal filing
fee in States that authorized such fees as
of November 18, 2015. One study found
that the average cost of a review was
approximately $665145. The average cost
per appeal in the HHS-administered Ex-
ternal Review Program is approximately
$625 for a standard case and $825 for an
expedited case.146

The actual cost per review will vary by
State and type of review (standard or ex-
pedited). Lacking data on the percent of

143These states are Alabama, Alaska, Florida, Georgia, Pennsylvania, and Wisconsin. See Affordable Care Act: Working with States to Protect Consumers, available at https://www.cms.gov/
CCIIO/Resources/Files/external_appeals.html

144AHIP Center for Policy and Research, “An Update on State External Review Programs, 2006,” July 2008.

145North Carolina Department of Insurance “Healthcare Review Program: Annual Report,” 2013 Table 4. http://www.ncdoi.com/smart/Documents/ExternalReviewReport16.pdf

146The HHS-administered External Review Program is approximately $625 for a standard case and $825 for an expedited case.
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appeals that are expedited, but with the
majority of appeals being standard ap-
peals, the higher cost per appeal of $665
for a standard appeal is used as an esti-
mate for all appeals. These estimates lead
to an estimated cost of the external review
of $6.9 million (10,400 reviews * $665)
annually.
On average, about 40 percent of deni-

als are reversed on external appeal.147 An
estimate of the dollar amount per claim
reversed is $12,500.148 This leads to $53.5
million in additional claims being re-
versed by the external review process an-
nually. While this amount is a cost to
plans, it represents a payment of benefits
that should have previously been paid to
participants, but was denied. Part of this
amount is a transfer from plans and issu-
ers to those now receiving payment for
denied benefits. Part of the amount could
also be a cost if the reversal leads to
services and hence resources being uti-
lized now that had been denied previ-
ously. The Departments are not able to
distinguish between the two types but be-
lieve that most reversals are associated
with a transfer.
These final regulations also require

claimants to receive a notice informing
them of the outcome of an appeal and/or
external review. The independent review
organization that conducts the external re-
view is required to prepare the notice;
therefore, the cost of preparing and deliv-
ering this notice is included in the fee paid
them by the insurer to conduct the review.

4. Summary

These final rules extend the protections
of the DOL claims procedure regulation to
non-Federal governmental plans, and the
market for individual coverage. Addi-
tional protections are added that cover
these two markets and in addition to the
market for ERISA-covered plans. These
final regulations also extend the require-
ment to provide an independent external
review. The Departments estimate that the
total costs for these final regulations is

$169.9 million annually with a transfer
from the plan and its participants to those
whose claims are reversed of $53.5 mil-
lion annually.

G. PHS Act Section 2719A, Patient
Protections (26 CFR 54.9815–2719A, 29
CFR 2590.715–2719A, 45 CFR 147.138)

1. Designation of Primary Care Provider

The statute, the interim final regula-
tions and these final regulations provide
that if a group health plan, or a health
insurance issuer offering group or individ-
ual health insurance coverage, requires or
provides for designation by a participant,
beneficiary, or enrollee of a participating
primary care provider, then the plan or
issuer must permit each participant, ben-
eficiary, and enrollee to designate any par-
ticipating primary care provider who is
available to accept the participant, benefi-
ciary, or enrollee based on his or her geo-
graphic location.

a. Affected Entities and Individuals

Choice or assignment of a primary care
provider is typically required by Health
Maintenance Organizations (HMOs) and
Point of Service plans (POS). Recent data
suggest that there are 316,000 HMOs in
the United States, accounting for more
than 11.3 million enrollees with ESI.
There are also 558,000 POS plans ac-
counting for almost 7 million enrollees
with ESI. The individual market includes
130,700 HMO policies.149 Similar data do
not exist for POS policies in the individual
market.
This provision only applies to non-

grandfathered health plans. However, due
to the lack of data on HMO and POS
enrollees by type of market, and the in-
ability to predict new plans that may enter
those markets, the Departments are unable
to predict the number enrollees and plans
that would be affected by this provision.
Moreover, there is no data on the number
of plans that auto-assigned patients to pri-
mary care physicians and did not already

allow patients to make the final provider
choice, as this would be the population to
benefit maximally from the interim final
rules and these regulations. From conver-
sations with industry experts the Depart-
ments expect, however, that this number
would be very small, and therefore the
benefits and costs of this provision would
be small as well.

b. Benefits, Costs, and Transfers

As discussed in the RIA for the interim
final regulations, provider choice allows
patients to take into account factors they
may value when choosing their provider,
such as provider credentials, office hours
and location, advice from professionals,
and information on the experience of
other patients. Provider choice is a strong
predictor of patient trust in their provider,
which could lead to decreased likelihood
of malpractice claims, improved medica-
tion adherence and also improves health
outcomes.
Although difficult to estimate given the

data limitations described, the costs for
this provision are likely to be minimal. As
noted in the RIA for the interim final
regulations, when enrollees like their pro-
viders, they are more likely to maintain
appointments and comply with treatment,
both of which could induce demand for
services, but these services could then in
turn reduce costs associated with treating
more advanced conditions. However, the
number of affected entities from this pro-
vision is very small, leading to small ad-
ditional costs. There will likely be negli-
gible transfers due to this provision given
no changes in coverage or cost-sharing.

2. Designation of Pediatrician as
Primary Care Provider

If a plan or issuer requires or provides
for the designation of a participating pri-
mary care provider for a child by a par-
ticipant, beneficiary, or enrollee, the plan
or issuer must permit the designation of a
physician (allopathic or osteopathic) who
specializes in pediatrics, including pediat-

147Of the 105 cases fully reviewed in the HHS-administered external review process so far, 28 have been overturned and 25 have been partially overturned.

148North Carolina Department of Insurance “Healthcare Review Program: Annual Report,” 2013. http://www.ncdoi.com/smart/Documents/ExternalReviewReport16.pdf

149Data for the group market (plan and participant counts) were calculated using the 2012 MEPS, 2012 Census of Government, 2014 Current Population Survey, and 2014 Kaiser/HRET
Survey of Employer Sponsored Health Benefits. Data for the individual market were calculated using AHIP �Individual Health Insurance 2009: A Comprehensive Survey of Premiums,
Availability and Benefits,” Table 10 and Medical Loss Ratio submissions for 2013 reporting year.
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ric subspecialties (based on the scope of
that provider’s license under applicable
State law), as the child’s primary care
provider if the provider participates in the
network of the plan or issuer and is avail-
able to accept the child. The general terms
of the plan or health insurance coverage
regarding pediatric care otherwise are un-
affected, including any exclusions with
respect to coverage of pediatric care.

a. Affected Entities and Individuals

Due to lack of data on enrollment in
managed care organizations by age, as
well as lack of data on HMO and POS
enrollees by type of market, and the in-
ability to predict new plans that may enter
those markets, the Departments are unable
to predict the number of enrollees and
plans that would be affected by these pro-
visions. As a reference, there are an esti-
mated 5.6 million individuals under age
19 with ESI who are in an HMO plan.150

b. Benefits, Costs, and Transfers

By expanding participating primary
care provider options for children to in-
clude pediatricians, this provision benefits
individuals who are making decisions
about care for their children. As discussed
in the previous section, research indicates
that when doctors and patients have a
strong, trusting relationship, patients often
have improved medication adherence,
health promotion, and other beneficial
health outcomes.
In addition, allowing enrollees to select

a physician specializing in pediatrics as
their children’s primary care provider has
removed any referral related delays for
individuals in plans that required referrals
to pediatricians and did not allow physi-
cians specializing in pediatrics to serve as
primary care providers. The American
Academy of Pediatrics (AAP) strongly
supports the idea that the choice of pri-
mary care clinicians for children should
include pediatricians.151 Regular pediatric
care, including care by physicians special-
izing in pediatrics, can improve child

health outcomes and avert preventable
health care costs.
Giving enrollees in covered plans (that

require the designation of a primary care
provider) the ability to select a participat-
ing pediatrician as the child’s primary
care provider benefits those individuals
who would not otherwise have been given
this choice. Again, the extent of these
benefits will depend on the number of
enrollees with children that are covered by
plans that do not allow the selection of a
pediatrician as the primary care provider,
which industry experts suggest would be
small.
Although difficult to estimate given the

data limitations described, the costs for
this provision are likely to be small. Giv-
ing enrollees a greater choice of primary
care providers by allowing them to select
participating physicians who specialize in
pediatrics as their child’s primary care
provider could lead to increased health
care costs by increasing the take-up of
primary care services, assuming they
would not have utilized appropriate ser-
vices as frequently if they had not been
given this choice.
Any transfers associated with the in-

terim final regulations and these final reg-
ulations are expected to be minimal. To
the extent that pediatricians acting as pri-
mary care providers would receive higher
payment rates for services provided than
would other primary care physicians,
there may be some transfer of wealth from
policy holders of non-grandfathered group
plans to those enrollees that choose the
former providers. However, the Depart-
ments do not believe that this is likely
given the similarity in income for primary
care providers that care for children.

3. Patient Access to Obstetrical and
Gynecological Care

The statute, the interim final regula-
tions and these final regulations also pro-
vide rules for a group health plan, or a
health insurance issuer offering group or
individual health insurance coverage, that
provides coverage for obstetrical or gyne-

cological care and requires the designa-
tion of an in-network primary care pro-
vider. Specifically, the plan or issuer may
not require authorization or referral by the
plan, issuer, or any person (including a
primary care provider) for a female par-
ticipant, beneficiary, or enrollee who
seeks obstetrical or gynecological care
provided by an in-network health care
professional who specializes in obstetrics
or gynecology (OB/GYN). These plans
and issuers must also treat the provision of
obstetrical and gynecological care, and the
ordering of related obstetrical and gyne-
cological items and services, by the OB/
GYN as the authorization of the primary
care provider. For this purpose, an OB/
GYN is any individual who is authorized
under applicable State law to provide ob-
stetrical or gynecological care, and is not
limited to a physician.

a. Affected Entities and Individuals

Requiring referrals or authorizations to
OB/GYNs is typically required by HMOs
and POS plans.
This provision applies to non-

grandfathered health plans. However, due
to the lack of data on HMO and POS
enrollees by type of market, and the in-
ability to predict new plans that may enter
those markets, the Departments are unable
to predict the number enrollees and plans
that would be affected by this provision.
As a reference, there are an estimated 7.3
million females between ages 21 to 65
with ESI who are in HMO plans.152

b. Benefits, Costs, and Transfers

This provision gives women in covered
plans easier access to their OB/GYNs,
where they can receive preventive ser-
vices such as pelvic and breast exams,
without the added time, expense, and in-
convenience of needing permission first
from their primary care providers. More-
over, this provision may also save time
and reduce administrative burden since
participating OB/GYNs do not need to get
an authorization from a primary care pro-

150Estimate based on data from the 2012 MEPS, 2012 Census of Government, 2014 Current Population Survey, and 2014 Kaiser/HRET Survey of Employer Sponsored Health Benefits.

151See AAP Policy Statement, “Guiding Principles for Managed Care Arrangements for the Health Care of Newborns, Infants, Children, Adolescents, and Young Adults”, available at:
http://pediatrics.aappublications.org/content/132/5/e1452.full.pdf�html.

152Estimate based on data from the 2012 MEPS, 2012 Census of Government, 2014 Current Population Survey, and 2014 Kaiser/HRET Survey of Employer Sponsored Health Benefits.
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vider to provide care and order obstetrical
and gynecological items and services. To
the extent that primary care providers
spend less time seeing women who need a
referral to an OB/GYN, access to primary
care providers will be improved. To the
extent that the items and services are crit-
ical and would have been delayed while
getting an authorization from the primary
care provider, this provision will improve
the treatment and health outcomes of fe-
male patients. Access to such care can
have substantial benefits in women’s
lives.
To the extent that direct access to OB/

GYN services results in increased utiliza-
tion of recommended and appropriate
care, this provision may result in benefits
associated with improved health status for
the women affected. Potential cost savings
also exist since women in affected plans
will not need to visit their primary care
provider in order to get a referral for rou-
tine obstetrical and gynecological care,
items, and services, thereby reducing un-
necessary time and administrative burden,
and decreasing the number of office visits
paid by her and by her health plan.
One potential area of additional costs

associated with this provision would be
induced demand, as women who no lon-
ger need a referral to see an OB/GYN may
be more likely to receive preventive
screenings and other care. Data is limited
to provide an estimate of this induced
demand, but the Departments believe it to
be small.
To the extent this provision results in a

shift in services to higher cost providers, it
will result in a transfer of wealth from
enrollees in non-grandfathered group
plans to those individuals using the ser-
vices affected. However, such an effect is
expected to be small.

4. Emergency Services

PHS Act section 2719A, the interim
final regulations, and these final regula-
tions provide that a group health plan and
a health insurance issuer covering emer-
gency services must do so without the
individual or the health care provider hav-
ing to obtain prior authorization (even if
the emergency services are provided out-
of-network). For a plan or health insur-
ance coverage with a network of providers

that provide benefits for emergency ser-
vices, the plan or issuer may not impose
any administrative requirement or limita-
tion on benefits for out-of-network emer-
gency services that is more restrictive than
the requirements or limitations that apply
to in-network emergency services.
Finally, the interim final regulations

and these final regulations provide that
cost-sharing requirements expressed as a
copayment amount or coinsurance rate
imposed for out-of-network emergency
services cannot exceed the cost-sharing
requirements that would be imposed if the
services were provided in-network. The
regulations also provide that a plan or
health insurance issuer provide benefits
for out-of-network emergency services
(prior to imposing in-network cost shar-
ing) in an amount at least equal the great-
est of: (1) the median amount negotiated
with in-network providers for the emer-
gency service; (2) the amount for the
emergency service calculated using the
same method the plan generally uses to
determine payments for out-of-network
services (such as the usual, customary,
and reasonable amount); or (3) the amount
that would be paid under Medicare for the
emergency service. In applying the rules
relating to emergency services, the statute
and the regulations define the terms emer-
gency medical condition, emergency ser-
vices, and stabilize. These terms are de-
fined generally in accordance with their
meaning under Emergency Medical Treat-
ment and Labor Act (EMTALA), section
1867 of the Social Security Act.
The statute and the regulations relating

to emergency services do not apply to
grandfathered health plans; however,
other Federal or State laws related to
emergency services may apply regardless
of grandfather status.

a. Affected Entities and Individuals

The interim final regulations and these
regulations directly affect out-of-pocket
expenditures for individuals enrolled in
non-grandfathered private health plans
(group or individual) whose copayment or
coinsurance arrangements for emergency
services differ between in-network and
out-of-network providers. These regula-
tions may also require some health plans
to change the amount they pay to out-of-

network providers compared to their pre-
Affordable Care Act contractual arrange-
ments. There are no available data,
however, that allow for national estimates
of the number of plans (or number of
enrollees in plans) that have different pay-
ment arrangements for out-of-network
than in-network providers, or differences
between in- and out-of-network copay-
ment and coinsurance arrangements, in or-
der to more precisely estimate the number
of enrollees affected.
Prior to the issuance of the interim final

regulations, the Departments conducted
an informal survey of benefits plans for
large insurers in order to assess the land-
scape with regard to copayment and coin-
surance for emergency department ser-
vices, but found that a variety of
arrangements existed in the marketplace
prior to the issuance of the interim final
regulations. Many of the large insurers
maintained identical copayment and/or
coinsurance arrangements between in-
and out-of-network providers. Others had
differing arrangements based on copay-
ments, coinsurance rates, or a combina-
tion of the two. While useful for examin-
ing the types of arrangement that exist in
the market place, these data do not contain
enrollment information and therefore can-
not be used to make impact estimates.
It was estimated in the interim final

regulations that a maximum of 2.1 to 4.2
million individuals would be potentially
affected by differing out-of-pocket re-
quirements. Based on an informal survey,
some proportion, possibly a large portion,
of these individuals were covered by plans
that had identical in- and out-of-network
requirements. Therefore, the number of
individuals affected by this regulatory
provision was expected to be smaller.

b. Benefits, Costs, and Transfers

Insurers maintained differing copay-
ment and coinsurance arrangements be-
tween in- and out-of-network providers as
a cost containment mechanism. Imple-
menting reduced cost sharing for the use
of in-network providers provides financial
incentive for enrollees to use these pro-
viders, with whom plans often have
lower-cost contractual arrangements. In
emergency situations, however, the choice
of an in-network provider may not be
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available — for example, when a patient
is some distance from his or her local
provider networks or when an ambulance
transports a patient to the nearest hospital
which may not have contractual arrange-
ments with the person’s insurer. In these
situations, the differing copayment or co-
insurance arrangements could place a sub-
stantial financial burden on the patient.
This provision eliminates this disparity in
out-of-pocket burden for enrollees, lead-
ing to potentially substantial financial
benefit.
The regulations also provide for poten-

tially higher payments to out-of-network
providers, if usual customary rates or
Medicare rates are higher than median
in-network rates. This can have a direct
economic benefit to providers and pa-
tients, as the remaining differential be-
tween provider charge and plan payment
will be smaller, leading to a smaller
balance-bill for patients.
To the extent that expectations about

such financial burden with out-of-network
emergency department usage would cause
individuals to delay or avoid seeking nec-
essary medical treatment when they can-
not access a network provider, this provi-
sion may result in more timely use of
necessary medical care. It may therefore
result in health and economic benefits as-
sociated with improved health status; and
fewer complications and hospitalizations
due to delayed and possibly reduced mor-
tality. The Departments expect that this
effect would be small, however, because
insured individuals are less likely to delay
care in emergency situations.
The economic costs associated with the

emergency services provisions are likely
to be minimal. These costs will occur to
the extent that any lower cost-sharing will
induce new utilization of out-of-network
emergency services. Given the nature of
these services as emergency services, this
effect is likely to be small for insured
individuals. In addition, the demand for
emergency services in truly emergency
situations can result in health care cost
savings and population health improve-
ments due to the timely treatment of con-
ditions that could otherwise rapidly
worsen.

As discussed in the RIA for the interim
final regulations, the emergency services
provisions are likely to result in some
transfers from the general membership of
non-grandfathered group health plans that
have differing copayment and coinsurance
arrangements to those policy holders that
use the out-of-network emergency ser-
vices. The precise amount of the transfer
which would occur through an increase in
premiums is impossible to quantify due to
lack of data, but only applies to non-
grandfathered health plans.

5. Application to Grandfathered Plans

The provisions relating to certain pa-
tient protections do not apply to grandfa-
thered health plans. However, other Fed-
eral or State laws related to these patient
protections may apply regardless of
grandfather status.

6. Patient Protection Disclosure
Requirement

When applicable, it is important that
individuals enrolled in a plan or health
insurance coverage know of their rights to
(1) choose a primary care provider or a
pediatrician when a plan or issuer requires
participants or subscribers to designate a
primary care physician; or (2) obtain ob-
stetrical or gynecological care without
prior authorization.
Accordingly, as was provided in the

interim final regulations, these final regu-
lations require such plans and issuers to
provide a notice to participants (in the
individual market, primary subscribers) of
these rights when applicable. Model lan-
guage is provided in these regulations.
The notice must be provided whenever the
plan or issuer provides a participant with a
summary plan description or other similar
description of benefits under the plan or
health insurance coverage, or in the indi-
vidual market, provides a primary sub-
scriber with a policy, certificate, or con-
tract of health insurance.
The Departments estimate that the cost

to plans and insurance issuers to prepare
and distribute the disclosure is $940,000
in 2015. For a discussion of the Patient
Protection Disclosure Requirement, see

the Paperwork Reduction Act section later
in this preamble.

IV. Paperwork Reduction Act

A. Departments of Labor and the
Treasury

These final regulations contain a notice
of grandfather status and third party dis-
closure, rescissions notice, and patient
protection disclosures requirement for is-
suers and notice requirements related to
internal claims and appeals and external
review that are information collection re-
quests (ICRs) subject to the Paperwork
Reduction Act of 1995 (PRA) (44 U.S.C.
3506(c)(2)(A)).
In accordance with the requirements of

the Paperwork Reduction Act of 1995
(PRA) (44 U.S.C. 3506(c)(2)), the Depart-
ments submitted an ICR to OMB in ac-
cordance with 44 U.S.C. 3507(d), contem-
poraneously with the publication of the
interim final regulations, for OMB’s re-
view under the emergency PRA Proce-
dures.153 OMB subsequently approved the
ICRs. Contemporaneously with the publi-
cations of the emergency ICRs, the De-
partments published a separate Federal
Register notice informing the public that
it intended to request OMB to extend the
approval for three years and soliciting
comments on the ICRs. OMB approved
the ICR extensions.
No public comments were received in

response to the ICRs contained in the in-
terim final regulations that specifically ad-
dressed the paperwork burden analysis of
the information collections. The com-
ments that were submitted contained in-
formation relevant to the costs and admin-
istrative burdens attendant to the
proposals. The Departments took into ac-
count the public comments when analyz-
ing the economic impact of the proposals,
and developing the revised paperwork
burden analysis, which is summarized in
the following sections.
A copy of the ICRs may be obtained by

contacting the following PRA addressee
or at http://www.RegInfo.gov. PRA AD-
DRESSEE: G. Christopher Cosby, Office
of Policy and Research, U.S. Department
of Labor, Employee Benefits Security Ad-
ministration, 200 Constitution Avenue,

1535 CFR 1320.13
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NW, Room N–5718, Washington, DC
20210. Telephone: (202) 693-8410; Fax:
(202) 219-4745. These are not toll-free
numbers. E-mail: ebsa.opr@dol.gov.

1. ICR Regarding Affordable Care Act
Notice of Grandfather Status and Third
Party Disclosure

As discussed earlier in this preamble,
to maintain grandfathered health plan sta-
tus under these final regulations, a plan or
issuer must maintain records that docu-
ment the plan or policy terms in connec-
tion with the coverage in effect on March
23, 2010, and any other documents nec-
essary to verify, explain, or clarify its sta-
tus as a grandfathered health plan, dis-
close its status as a grandfathered health
plan, and if switching issuers and intend-
ing to maintain its status as a grandfa-
thered plan it must provide to the new
health insurance issuer documentation of
plan terms under the prior health coverage
sufficient for it to determine whether a
change causing a cessation of grandfa-
thered health plan status has occurred.

a. Grandfathered Health Plan Disclosure

The final regulations provide that the
plan or issuer of a grandfathered plan
must disclose to participants and benefi-
ciaries its status as a grandfathered health
plan. Model language is provided by the
Departments. Using data from the 2014
Employer Health Benefits Survey it is es-
timated that 37 percent of plans are grand-
fathered plans and 26 percent of employ-
ees in ERISA-covered plans are in a
grandfathered plans.154

The Departments estimate that there
are 850,700 (2.3 million ERISA-covered
plans * 0.37) ERISA-covered plans155 –
with an estimated 17.2 million policy
holders (66 million policy holders *0.26)
– that will need to include the notice in
plan documents.156 After plans satisfied
the grandfathered health plan disclosure

requirement in 2011, any additional bur-
den should be de minimis if a plan wants
to maintain its grandfathered status in fu-
ture years. The Departments also expect
the cost of removing the notice from plan
documents as plans relinquish their grand-
fathered status to be de minimis and there-
fore it is not estimated. Based on the fore-
going, the Departments estimate that plans
will incur no additional burden to main-
tain or remove the notice from plan doc-
uments. The Departments estimate that
the notice will require one-half of a page
and five cents per page printing and ma-
terial cost will be incurred, and 38 percent
of the notices will be delivered electroni-
cally. This results in a total cost burden of
approximately $266,000 ($0.05 per
page*1/2 pages per notice * 17.2 million
notices*0.62).

b. Record Keeping Requirement

Plans were required to maintain re-
cords documenting the terms of the plan
or health insurance coverage in connec-
tion with the coverage in effect on March
23, 2010.
The Departments assume that most of

the documents required to be retained to
satisfy the recordkeeping requirement of
these final regulations are already retained
by plans for tax purposes, to satisfy
ERISA’s record retention and statute of
limitations requirements, and for other
business reasons. The Departments esti-
mated this as a one-time cost incurred in
2011, because after the first year, the De-
partments anticipate that any future costs
to retain the records will be de minimis.

c. Documentation of Plan Terms

These final regulations contain a dis-
closure requirement that requires that a
group health plan that is changing health
insurance coverage to provide to the suc-
ceeding health insurance issuer (and the

succeeding health insurance issuer must
require) documentation of plan terms (in-
cluding benefits, cost sharing, employer
contributions, and annual limits) under the
prior health insurance coverage sufficient
to make a determination whether the stan-
dards of paragraph (g)(1) under the Af-
fordable Care Act section 1251 regula-
tions are exceeded. The number of plans
that might be effected (133,200) is esti-
mated by multiplying the number of
grandfathered plans (850,700) by the per-
cent of plans shopping for a new carrier
(58 percent) and the number of plans
shopping for a new carrier that switched
(27 percent). Each of these plans would
need to transmit to the carrier documen-
tation of plan terms (including benefits,
cost sharing, employer contributions, and
annual limits) under the prior health insur-
ance coverage sufficient to make a deter-
mination whether the standards of para-
graph (g)(1) of the final regulations under
Affordable Care Act section 1251 are ex-
ceeded. It is estimated that the electronic
transmission of the already retained doc-
uments would require 2 minutes of a cler-
ical staff’s time with a labor rate of $30.42
per hour.157 These estimate result in an
hour burden of 4,440 hours (133,200*2/
60) with an equivalent cost of $135,100
(133,200*2/60*$30.42). Each of these
plans would need to transmit to the carrier
documentation of plan terms. If half of the
plans transmit the required documents
electronically then 66,600 plans will be
sent via mail resulting in a materials and
postage costs of $467,600 ((66,600*(90
pages *5 cents per page � $2.52 post-
age)).
The Departments note that persons are

not required to respond to, and generally
are not subject to any penalty for failing to
comply with an ICR unless the ICR has a
valid OMB control number.
The paperwork burden estimates are

summarized as follows:
Type of Review: Revision.

154Kaiser Family Foundation, “2014 Employer Health Benefits Survey.” http://kff.org/health-costs/report/2014-employer-health-benefits-survey/.

155EBSA estimates based on the 2014 Medical Expenditure Survey - Insurance Component.

156Health Insurance Coverage Bulletin: Abstract of Auxiliary Data for the March 2014 Annual Social and Economic Supplement to the Current Population Survey, Table 3C.

157The Department’s estimated 2015 hourly labor rates include wages, other benefits, and overhead are calculated as follows: mean wage from the 2013 National Occupational Employment
Survey (April 2014, Bureau of Labor Statistics http://www.bls.gov/news.release/pdf/ocwage.pdf); wages as a percent of total compensation from the Employer Cost for Employee
Compensation (June 2014, Bureau of Labor Statistics http://www.bls.gov/news.release/ecec.t02.htm); overhead as a multiple of compensation is assumed to be 25 percent of total
compensation for paraprofessionals, 20 percent of compensation for clerical, and 35 percent of compensation for professional; annual inflation assumed to be 2.3 percent annual growth of
total labor cost since 2013 (Employment Costs Index data for private industry, September 2014 http://www.bls.gov/news.release/eci.nr0.htm). Secretaries, Except Legal, Medical, and
Executive (43–6014): $16.35(2013 BLS Wage rate)/0.675(ECEC ratio) *1.2(Overhead Load Factor) *1.023(Inflation rate) 2̂(Inflated 2 years from base year) � $30.42
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Agency: Employee Benefit Security
Administration, Department of Labor; In-
ternal Revenue Service, U.S. Department
of the Treasury.

Title: Disclosure and Recordkeeping
Requirements for Grandfathered Plans un-
der the Affordable Care Act

OMB Control Number: 1210-0140;
1545-2178

Affected Public: Business or other for-
profit; not-for-profit institutions.

Total Respondents: 850,700
Total Responses: 18,143,923
Frequency of Response: Occasionally.
Estimated Total Annual Burden Hours

(three year average): 2,200 (Employee
Benefits Security Administration); 2,200
(Internal Revenue Service).

Estimated Total Annual Cost Burden
(three year average): $366,800 (Em-
ployee Benefits Security Administration);
$366,800 (Internal Revenue Service).

2. ICR Regarding Affordable Care Act
Notice Relating to Rescissions

As discussed earlier in this preamble,
PHS Act Section 2712 and these final
regulations provide rules regarding rescis-
sions for group health plans and health
insurance issuers that offer group or indi-
vidual health insurance coverage. A plan
or issuer must not rescind coverage under
the plan, policy, certificate, or contract of
insurance except in the case of fraud or
intentional misrepresentation of a material
fact. These final regulations provide that a
group health plan or a health insurance
issuer offering group health insurance
coverage must provide at least 30 calendar
days advance notice to an individual be-
fore coverage may be rescinded. This re-
scission notice requirement is an informa-
tion collection request (ICR) subject to the
Paperwork Reduction Act of 1995 (PRA)
(44 U.S.C. 3506(c)(2)(A)).
The Departments assume that rescis-

sions are rare in the group market and that
small group health plans are affected by
rescissions. The Departments are not

aware of a data source on the number of
group plans whose policy is rescinded;
therefore, the Departments assume that
100 small group health plan policies are
rescinded in a year. The Departments es-
timate that there is an average of 15.33
participants in small, insured plans.158

Based on these numbers the Departments
estimate that approximately 100 policies
are rescinded during a year, which would
result in 1,533 notices being sent to af-
fected participants with 38 percent trans-
mitted electronically and 62 percent
mailed. The Departments estimate that 15
minutes of legal professional time at
$129.94 per hour would be required by the
insurers of the 100 plans to prepare the
notice and one minute per notice of cler-
ical professional time at $30.42 per hour
would be required to distribute the paper
notices. The Departments believe the
costs of electronic transmission would be
de minimis. This results in an hour burden
of approximately 41 hours with an equiv-
alent cost of approximately $3,700.159

The Departments estimate that the cost
burden associated with distributing the pa-
per notices via mail will be approximately
$500. This results from distributing 950
paper notices at a cost of $0.54 per no-
tice.160

These paperwork burden estimates are
summarized as follows:

Type of Review: Revision of existing
collection.

Agencies: Employee Benefits Security
Administration, Department of Labor; In-
ternal Revenue Service, U.S. Department
of the Treasury.

Title: Required Notice of Rescission of
Coverage under the Patient Protection and
Affordable Care Act Disclosures.

OMB Number: 1210–0141; 1545–
2180.

Affected Public: Business or other for-
profit; not-for-profit institutions.

Total Respondents: 100.
Total Responses: 1,533.
Frequency of Response: Occasionally.

Estimated Total Annual Burden Hours:
20.5 hours (Employee Benefits Security
Administration); 20.5 hours (Internal
Revenue Service).

Estimated Total Annual Burden Cost:
$250 (Employee Benefits Security Ad-
ministration); $250 (Internal Revenue
Service).

3. ICR Regarding Affordable Care Act
Patient Protection Disclosure
Requirement

a. Patient Protection Disclosure

As discussed earlier in this preamble,
PHS Act section 2719A imposes, with
respect to a group health plan, or group or
individual health insurance coverage, a set
of three requirements relating to the
choice of health care professionals. When
applicable, it is important that individuals
enrolled in a plan or health insurance cov-
erage know of their rights to (1) choose a
primary care provider or a pediatrician
when a plan or issuer requires participants
or subscribers to designate a primary care
physician; (2) obtain obstetrical or gyne-
cological care without prior authorization;
or (3) coverage of emergency services.
Accordingly, these final regulations re-
quire such plans and issuers to provide a
notice to participants (in the individual
market, primary subscriber) of these rights
when applicable. Model language is pro-
vided in these final regulations. The notice
must be provided whenever the plan or
issuer provides a participant with a sum-
mary plan description or other similar de-
scription of benefits under the plan or
health insurance coverage, or in the indi-
vidual market, provides a primary sub-
scriber with a policy, certificate, or con-
tract of health insurance. The Affordable
Care Act patient protection disclosure re-
quirement is an ICR subject to the PRA.
In order to satisfy these final regula-

tions’ patient protection disclosure re-
quirement, the Departments estimate that
41,000 ERISA-covered plans will need to

158U.S. Department of Labor, EBSA calculations using the March 2014 Current Population Survey Annual Social and Economic Supplement and the 2012 Medical Expenditure Panel Survey.

159The Department’s estimated 2015 hourly labor rates include wages, other benefits, and overhead are calculated as follows: mean wage from the 2013 National Occupational Employment
Survey (April 2014, Bureau of Labor Statistics http://www.bls.gov/news.release/pdf/ocwage.pdf); wages as a percent of total compensation from the Employer Cost for Employee
Compensation (June 2014, Bureau of Labor Statistics http://www.bls.gov/news.release/ecec.t02.htm); overhead as a multiple of compensation is assumed to be 25 percent of total
compensation for paraprofessionals, 20 percent of compensation for clerical, and 35 percent of compensation for professional; annual inflation assumed to be 2.3 percent annual growth of
total labor cost since 2013 (Employment Costs Index data for private industry, September 2014 http://www.bls.gov/news.release/eci.nr0.htm).

160This estimate is based on an average document size of one page, $.05 cents per page material and printing costs, and $0.49 postage costs.

December 7, 2015 Bulletin No. 2015–49744

QHRFB
Highlight

QHRFB
Highlight

QHRFB
Highlight

QHRFB
Highlight



notify an estimated 693,000 policy hold-
ers annually of their plans policy in re-
gards to designating a primary care phy-
sician and for obstetrical or gynecological
visits.161 The Departments believe that
plans would only incur costs associated
with this notice during the first year after
relinquishing grandfather status. In subse-
quent years, this notice would remain un-
changed and its costs are factored into the
burden estimates associated with the Sum-
mary Plan Description information collec-
tion request (OMB Control Number 1210-
0039).
The following estimates are based on

the assumption that five percent of group
health plans will relinquish grandfathered
health plan status annually. Because the
final regulations provide model language
for this purpose, the Departments estimate
that five minutes of clerical time (with a
labor rate of $30.42/hour) will be required
to incorporate the required language into
the plan document and ten minutes of a
human resource professional’s time (with
a labor rate of $110.30/hour) will be re-
quired to review the modified language.
Therefore, the Departments estimate that
plans relinquishing grandfathered health
plan status will incur an annual hour bur-
den of 10,000 hours with an equivalent
cost of $866,000.162

The Departments assume that only
printing and material costs are associated
with the disclosure requirement, because
the final regulations provide model lan-
guage that can be incorporated into exist-
ing plan documents, such as an SPD. The
Departments estimate that the notice will
require one-half of a page, five cents per
page printing and material cost will be
incurred, and 38 percent of the notices
will be delivered electronically at de mi-
nimis cost. This results in a cost burden of
$11,000.163

b. Out-of-Network Emergency Services
Disclosure

The final regulations require that a plan
or issuer may not impose any copayment
or coinsurance requirement for out-of-
network emergency services that is more
restrictive than the copayment or coinsur-
ance requirement that would apply if the
services were provided in network. If
State law prohibits balance billing, or a
plan or issuer is contractually responsible
for any amounts balanced billed by an
out-of-network emergency services pro-
vider, the plan or issuer must provide an
enrollee or beneficiary adequate and
prominent notice of their lack of financial
responsibility with respect to amounts bal-
anced billed in order to prevent inadver-
tent payment by an enrollee or beneficiary.
This information should already be rou-
tinely included in the Explanation of Benefit
documents sent by plans and issuers to en-
rollees and beneficiaries. Therefore, in ac-
cordance with the implementing regulations
of the PRA at 5 CFR 1320.3(b)(2), we be-
lieve this is a usual and customary business
practice. Plans and issues routinely provide
enrollees and beneficiaries with the Expla-
nation of Benefit documents.
The Departments note that persons are

not required to respond to, and generally
are not subject to any penalty for failing to
comply with, an ICR unless the ICR has a
valid OMB control number. These paper-
work burden estimates are summarized as
follows:

Type of Review: Revision of an exist-
ing collection.

Agencies: Employee Benefits Security
Administration, Department of Labor; In-
ternal Revenue Service, U.S. Department
of Treasury.

Title: Disclosure Requirement for Pa-
tient Protections under the Affordable
Care Act.

OMB Number: 1210–0142; 1545–
2181.

Affected Public: Business or other for
profit; not-for-profit institutions.

Total Respondents: 41,000.
Total Responses: 693,000.
Frequency of Response: One time.
Estimated Total Annual Burden Hours:

5,000 (Employee Benefits Security Ad-
ministration); 5,000 (Internal Revenue
Service).

Estimated Total Annual Burden Cost:
$5,500 (Employee Benefits Security Ad-
ministration); $5,500 (Internal Revenue
Service).

4. ICR Regarding Affordable Care Act
Internal Claims and Appeals and External
Review

PHS Act section 2719 and these final
regulations, require that group health
plans and health insurance issuers offering
group health insurance coverage must
comply with the internal claims and ap-
peals processes set forth in 29 CFR
2560.503–1 (the DOL claims procedure
regulation) and update such processes in
accordance with standards established by
the Secretary of Labor in paragraph
(b)(2)(ii) of the regulations under PHS
Act section 2719.
The burden to comply with the DOL

claims procedure regulations is accounted
for under OMB control number 1210-
0053, therefore it is not included here.
Paragraph (b)(2)(ii)(C) of the final reg-

ulations under PHS Act section 2719 adds
an additional requirement that non-
grandfathered ERISA-covered group health
plans provide to the claimant, free of charge,
any new or additional evidence considered
to be relied upon, or generated by the plan or
issuer in connection with the claim. The
related hour burden is 1,100 hours and the
related cost burden is $1.1 million.
The June 2011 amendment to the in-

terim final regulations required that plans

161The Departments’ estimate of the number of ERISA-covered health plans was obtained from the 2014 Medical Expenditure Survey - Insurance Component and the number of policy
holders was obtained from the Health Insurance Coverage Bulletin: Abstract of Auxiliary Data for the March 2014 Annual Social and Economic Supplement to the Current Population Survey,
Table 3C http://www.dol.gov/ebsa/pdf/coveragebulletin2014.pdf. Information on HMO and POS plans and enrollment in such plans was obtained from the Kaiser/HRET Survey of Employer
Sponsored Health Benefits, 2014. The Department assumes that five percent of group health plans will relinquish grandfathered health plan status annually.

162The Department’s estimated 2015 hourly labor rates include wages, other benefits, and overhead are calculated as follows: mean wage from the 2013 National Occupational Employment
Survey (April 2014, Bureau of Labor Statistics http://www.bls.gov/news.release/pdf/ocwage.pdf); wages as a percent of total compensation from the Employer Cost for Employee
Compensation (June 2014, Bureau of Labor Statistics http://www.bls.gov/news.release/ecec.t02.htm); overhead as a multiple of compensation is assumed to be 25 percent of total
compensation for paraprofessionals, 20 percent of compensation for clerical, and 35 percent of compensation for professional; annual inflation assumed to be 2.3 percent annual growth of
total labor cost since 2013 (Employment Costs Index data for private industry, September 2014 http://www.bls.gov/news.release/eci.nr0.htm).

163This estimate is based on an average document size of ½ page, $.05 cents per page material and printing costs, and $0.49 postage costs for paper notices and de minimis costs for
electronically distributed notices. The Departments assume 62 percent of notices will be on paper and 38 percent will be distributed electronically.
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and issuers must provide participants and
beneficiaries who reside in a county where
ten percent or more of the population re-
siding in the county is literate only in the
same non-English language with a one-
sentence statement in all notices written in
the applicable non-English language
about the availability of language ser-
vices. In addition to including the state-
ment, plans and issuers are required to
provide a customer assistance process
(such as a telephone hotline) with oral
language services in the non-English lan-
guage and provide written notices in the
non-English language upon request. Pro-
viding notice of the services and the trans-
lation services is estimated to have a cost
burden of $1 million annually.
Also, PHS Act section 2719 and these

final regulations provide that group health
plans and issuers offering group health
insurance coverage must comply either
with a State external review process or a
Federal review process. Plans and issuers
must provide to those conducting the ex-
ternal reviews required documents. There
is an estimated 8,400 external appeals
conducted annually. The related hour bur-
den is 3,500 hours with an equivalent cost
of $193,700 and a cost burden of $80,000
annually.
In total, the hour burden associated

with claims, appeals, and external review
is approximately 4,500 hours at an equiv-
alent cost of $244,800 annually. Because
the burden is shared equally between the
Department of Labor and the Department
of the Treasury, each Department’s share
is 2,300 hours at an equivalent cost of
$122,400 annually.
In total, the cost burden is approxi-

mately $2.2 million annually. Because the
burden is shared equally between the De-
partment of Labor and the Department of
the Treasury, each Department’s share is
$1.1 million annually.
The Departments note that persons are

not required to respond to, and generally
are not subject to any penalty for failing to
comply with, an ICR unless the ICR has a
valid OMB control number.
The paperwork burden estimates are

summarized as follows:
Type of Review: Revision.

Agency: Employee Benefit Security
Administration, Department of Labor; In-
ternal Revenue Service, U.S. Department
of the Treasury.

Title: Affordable Care Act Internal
Claims and Appeals and External Review
Disclosures for Non-Grandfathered Plans.

OMB Control Number: 1210-0144;
1545-2182

Affected Public: Business or other for-
profit; not-for-profit institutions.

Total Respondents: 1,769,264
Total Responses: 275,430
Frequency of Response: Occasionally.
Estimated Total Annual Burden Hours

(three year average): 2,300 (Employee
Benefits Security Administration); 2,300
(Internal Revenue Service).

Estimated Total Annual Cost Burden
(three year average): $1,143,000 (Em-
ployee Benefits Security Administration);
$1,143,000 (Internal Revenue Service).

B. Department of Health and Human
Services

Under the Paperwork Reduction Act of
1995, we are required to provide 60-day
notice in the Federal Register and solicit
public comment before a collection of in-
formation requirement is submitted to the
Office of Management and Budget
(OMB) for review and approval. These
final regulations contain ICRs that are
subject to review by OMB. A description
of these provisions is given in the follow-
ing paragraphs with an estimate of the
annual burden, summarized below in the
Table below. In order to fairly evaluate
whether an information collection should be
approved by OMB, section 3506(c)(2)(A)
of the Paperwork Reduction Act of 1995
requires that we solicit comment on the fol-
lowing issues:

• The need for the information collec-
tion and its usefulness in carrying out
the proper functions of our agency.

• The accuracy of our estimate of the
information collection burden.

• The quality, utility, and clarity of the
information to be collected.

• Recommendations to minimize the in-
formation collection burden on the af-

fected public, including automated
collection techniques.

As discussed above in the Department
of Labor and Department of the Treasury
PRA section, these final regulations con-
tain a notice of grandfather status, rescis-
sions notice, and patient protection disclo-
sures requirement for issuers, and notice
requirements related to internal claims
and appeals and external review. These
requirements are ICRs under the Paper-
work Reduction Act. Each of these re-
quirements is discussed in detail in the
following sections. Estimated hourly la-
bor rates are calculated using data from
the 2013 National Occupational Employ-
ment Survey.164

1. ICRs Regarding Affordable Care Act
Notice of Grandfather Status
(§§ 147.140(a)(2), 147.140(a)(3)(i),
147.140(a)(3)(ii))

a. Grandfathered Health Plan Disclosure

The final regulations provide model
language for the grandfathered health plan
disclosure that can be incorporated into
existing plan documents. After plans first
satisfied the grandfathered health plan dis-
closure requirement in 2011, any addi-
tional burden is expected to be negligible
if a plan wants to maintain its grandfa-
thered status in future years. It is also
expected that the cost of removing the
notice from plan documents as plans re-
linquish their grandfathered status would
be minimal and therefore it is not esti-
mated.
Issuers and multi-employer plans must

also add a prominent disclosure in their
group policies, certificates, or contracts of
insurance that plan sponsors are required
to notify the issuer if the contribution rate
changes at any point during the plan year.
This only affects issuers of fully insured
group health plans and multi-employer
plans and after this requirement is first
satisfied, any additional burden in future
years is expected to be negligible and is
therefore not estimated.
Grandfathered plans will incur printing

and material costs associated with the dis-
closure requirements. It is estimated that
there will be approximately 47,500 grand-

1642013 National Occupational Employment Survey, April 2014, Bureau of Labor Statistics, http://www.bls.gov/news.release/pdf/ocwage.pdf.

December 7, 2015 Bulletin No. 2015–49746



fathered State and local governmental
health plans with approximately 5.5 mil-
lion policyholders165 and approximately
1.4 million policyholders in the individual
market with grandfathered coverage166 is-
sued by 430 issuers during 2015. There-
fore, grandfathered plans and issuers in
the individual markets will need to send
approximately 6.9 million disclosures no-
tifying plan participants and beneficiaries
of their plans’ status as a grandfathered
health plan. We anticipate that the notice
will require one-half of a page and five
cents per page printing and material cost
will be incurred. We also assume that 38
percent of the notices will be delivered
electronically. This results in a total an-
nual cost burden of approximately
$106,000. The number of notices and cost
burden are likely to be lower in subse-
quent years as more plans relinquish their
grandfathered status. In the absence of
data regarding how many plans will retain
grandfathered status in subsequent years,
we consider this estimate to be the upper
limit for the number of notices and cost
burden in future years.

b. Recordkeeping Requirement

It is assumed that most of the docu-
ments required to be retained to satisfy the
recordkeeping requirement of these final
regulations are already retained by plans
for tax purposes, to satisfy ERISA’s re-
cord retention and statute of limitations
requirements, and for other business rea-
sons. It was previously estimated that after
the one-time cost related to record keep-
ing requirement was incurred in 2011,
costs in subsequent years will be negligi-
ble and, therefore, not estimated.

c. Grandfathered Plan Change in Carrier
Disclosure

A group health plan that is changing
health insurance issuers must provide to
the succeeding health insurance issuer
(and the succeeding health insurance is-
suer must require) documentation of plan
terms (including benefits, cost sharing,

employer contributions, and annual lim-
its) under the prior health insurance cov-
erage sufficient to make a determination
whether the standards of § 147.140(g)(1)
are exceeded.
The number of plans that might change

carriers and thus be affected (7,400) is
estimated by multiplying the estimated
number of grandfathered plans (47,500)
by the percent of plans shopping for a new
carrier (58 percent) and the number of
plans shopping for a new carrier that
switched (27 percent).167

Each employer will require about 2
minutes of clerical labor (at an hourly cost
of approximately $30) to send the infor-
mation required for the disclosure (which
is already retained under the recordkeep-
ing requirement) electronically to the suc-
ceeding issuer. The total annual labor bur-
den for all employers is estimated to be
approximately 248 hours with an equiva-
lent annual cost of approximately $7,500.
The cost of transmitting the information
electronically to the succeeding issuer is
negligible and, therefore, not estimated.
The number of disclosures and cost bur-
den may be lower in subsequent years as
more plans relinquish their grandfathered
status. In the absence of data regarding
how many plans will retain grandfathered
status in subsequent years, we consider
this estimate to be the upper limit for the
burden in future years.

2. ICR Regarding Affordable Care Act
Notice Relating to Rescissions
(§ 147.128(a)(1))

This analysis assumes that rescissions
only occur in the individual health insur-
ance market, because rescissions in the
group market are rare. It is estimated that
there are approximately 430 issuers issu-
ing 6.77 million policies in the individual
market during a year. A report on rescis-
sions found that 0.15 percent of policies
were rescinded during the 2004 to 2008
time period. Based on these numbers, it is
estimated that approximately 10,200 pol-
icies are rescinded during a year, which
would result in approximately 10,200 no-

tices being sent to affected policyholders,
with 38 percent transmitted electronically
and 62 percent mailed. It is estimated that
each issuer will require 15 minutes of
legal professional time (at approximately
$129.94 per hour) to prepare the notice
and one minute per notice of clerical pro-
fessional time (at approximately $30.42
per hour) to distribute the notice to each
policyholder. Assuming that the cost of
electronic distribution is minimal, this re-
sults in an annual hour burden of approx-
imately 212 hours with an equivalent an-
nual cost of approximately $17,160.
Issuers will incur cost to print and send

the notices. We assume that the notice will
require one page printing and material
cost will be $0.05 per page, mailing cost
will be $0.49 per notice, and 38 percent of
the notices will be delivered electronically
at minimal cost. Therefore, it is estimated
that the cost burden associated with mail-
ing the notices to approximately 6,300
affected policy holders will be approxi-
mately $3,400.

3. ICR Regarding Affordable Care Act
Patient Protection Disclosure
Requirement (§ 147.138(a)(4))

b. Patient Protection Disclosure

In order to satisfy the patient protection
disclosure requirement, State and local
government plans and issuers in individ-
ual markets will need to notify policy
holders of their plans policy in regards to
designating a primary care physician and
for obstetrical or gynecological visits and
will incur a one-time burden and cost to
incorporate the notice into plan docu-
ments. State and local government plans
that are currently not grandfathered and
issuers in the individual market have al-
ready incurred the one-time cost to pre-
pare and incorporate this notice in their
existing plan documents. Only State and
local government plans and individual
market plans that relinquish their grandfa-
thered status in subsequent years will be-
come subject to this notice requirement

165The Department lacks data on the number of State and local plans that are grandfathered plans. The Kaiser “Employer Health Benefits Survey” has estimates for private employer plans.
Those estimates are used here as a proxy. They report that 37 percent of plans are grandfather plans and 26 percent of covered employees are in those plans. http://kff.org/health-costs/
report/2014-employer-health-benefits-survey/.

166Estimate based on data from the McKinsey Center for US Health System Reform and Medical Loss Ratio submissions for 2013 reporting year.

167See Section 14. http://kff.org/health-costs/report/2014-employer-health-benefits-survey/.

Bulletin No. 2015–49 December 7, 2015747



and incur the one-time costs to prepare the
notice.
There are an estimated 128,400 non-

federal governmental plans and 430 health
insurance issuers in the individual market.
We estimate that five percent of non-
federal governmental plans will relinquish
their grandfathered status annually over
the next three years and will therefore
incur one-time costs to prepare the notice.
Health insurance issuers in the individual
market will also have five percent of their
policies relinquish grandfathered status
annually over the next three years. Data
obtained from the 2014 Kaiser/HRET
Survey of Employer Sponsored Health
Benefits finds that 13 percent of plans
have an HMO option and that 23 percent
of plans offer a POS option. Thus, approx-
imately 2,740 plans and issuers will pro-
duce notices each year.168 While not all
HMO and POS options require the desig-
nation of a primary care physician or a
prior authorization or referral before a
woman can visit an OB/GYN, the Depart-
ment is unable to estimate this number.
Therefore, this estimate should be consid-
ered an overestimate of the number of
affected entities.
Each of these 2,740 plans and issuers

will require a compensation and benefits
manager to spend 10 minutes individual-
izing the model notice to fit the plan’s
specifications at an hourly rate of $110.30.
This results in approximately 457 hours of
burden at an equivalent cost of $50,400.
Each plan will also require clerical staff to
spend 5 minutes adding the notice to the
plan’s documents at an hourly rate of
$30.42. This results in approximately 228
hours of burden at an equivalent cost of
$7,000. The total annual burden associ-
ated with this requirement is 685 hours at
an equivalent cost of $57,000.
The Department assumes that only

printing and material costs are associated
with the disclosure requirement, because
the final regulations provide model lan-
guage that can be incorporated into exist-
ing plan documents. The Department es-
timates that the notice will require one-
half of a page, five cents per page printing

and material cost will be incurred, and 38
percent of the notices will be delivered
electronically.
It is estimated that there are 27.9 mil-

lion non-federal government plan policy-
holders and individual policyholders. As
stated in the previous section, it is esti-
mated that 5 percent of plans will relin-
quish their grandfathered status annually
in the next three years. Data obtained from
the 2014 Kaiser/HRET Survey of Em-
ployer Sponsored Health Benefits finds
that 13 percent of covered workers in
Government plans have an HMO option
and that 8 percent of covered workers
have a POS option. Data obtained from
AHIP in 2009 finds that 1.93 percent of
individual policyholders have an HMO
options. Thus, it is estimated that plans
will produce 228,000 notices each year,
38 percent of which will be sent electron-
ically.169 This results in a cost burden of
approximately $3,500.170

c. Out-of-Network Emergency Services
Disclosure

The final regulations require that a plan
or issuer may not impose any copayment
or coinsurance requirement for out-of-
network emergency services that is more
restrictive than the copayment or coinsur-
ance requirement that would apply if the
services were provided in network. If
State law prohibits balance billing, or a
plan or issuer is contractually responsible
for any amounts balanced billed by an
out-of-network emergency services pro-
vider, the a plan or issuer must provide an
enrollee or beneficiary adequate and
prominent notice of their lack of financial
responsibility with respect to amounts bal-
anced billed in order to prevent inadver-
tent payment by an enrollee or benefi-
ciary. This information should already be
routinely included in the Explanation of
Benefit documents sent by plans and issu-
ers to enrollees and beneficiaries. There-
fore, in accordance with the implementing
regulations of the PRA at 5 CFR
1320.3(b)(2), we believe this is a usual
and customary business practice. Plans

and issues routinely provide enrollees and
beneficiaries with the Explanation of Ben-
efit documents.

4. ICRs Regarding Affordable Care Act
Internal Claims and Appeals and
External Review (§§ 14.136 (b)(2)(ii),
147.136 (b)(2)(ii)(C), 147.136 (b)(3)(ii),
147.136 (b)(3)(ii)(C))

Paragraph (b)(2)(ii)(C) of the final reg-
ulations implementing PHS Act section
2719 provides that non-grandfathered
ERISA-covered group health plans pro-
vide to the claimant, free of charge, any
new or additional evidence considered
relied upon, or generated by the plan or
issuer in connection with the claim. The
related hour burden is 773,800 hours
and the related cost burden is $115.2
million.
The June 2011 amendment to the in-

terim final regulations under PHS Act sec-
tion 2719 required that plans and issuers
must provide participants and beneficia-
ries who reside in a county where ten
percent or more of the population residing
in the county is literate only in the same
non-English language with a one-sentence
statement in all notices written in the ap-
plicable non-English language, about the
availability of language services. In addi-
tion to including the statement, plans and
issuers are required to provide a customer
assistance process (such as a telephone
hotline) with oral language services in the
non-English language and provide writ-
ten notices in the non-English language
upon request. Providing notice of the
services and the translation services is
estimated to have a cost burden of
$633,000 annually.
Also, PHS Act section 2719 and the

final regulations provide that group health
plans and issuers offering group health
insurance coverage must comply either
with a State external review process or a
Federal review process. Plans and issuers
must provide to those conducting the ex-
ternal reviews required documents. There
is an estimated 2,100 external appeals
conducted annually. The related hour bur-

168128,400 Governmental plans x 5% newly non-grandfathered plans x (13% HMOs � 23% POSs) � 430 issuers � approximately 2,700 affected plans and issuers.

169[21.1 million Government policyholders x 5% newly non-grandfathered plans x (13% in HMOs � 8% in POSs)] � [6.77 million individual policy holders x 5% newly non-grandfathered
plans x 1.93% in HMOs] � approximately 228,000 notices.

170$0.05 per page*1/2 pages per notice * 228,000 notices*62% � approximately $3,500
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den is 150 hours with an equivalent cost
of $4,600 and a cost burden of $5,400
annually.

In total, the burden associated with
claims, appeals, and external review is
approximately 774,000 hours at an equiv-
alent cost of $41,601,000 annually. The

cost burden associated with claims, ap-
peals, language translation, and external
review is approximately $115.8 million
annually.

Table 2.—Annual Reporting, Recordkeeping and Disclosure Burden (HHS)

OMB
Control
No.

Number of
Respondents Responses

Total
Annual
Burden
(Hours)

Total
Labor Cost
of Report-
ing ($)

Total Capital/
Maintenance
Costs ($)

Total Costs
($)

Grandfathered Plans
Disclosure
(§ 147.140(a)(2))

0938–1093 47,932 6,850,695 0 $0 $106,186 $106,186

Grandfathered Plans
Change in Carrier
Disclosure
(§ 147.140(a)(3)(i))

0938–1093 7,440 7,440 248 $7,544 $0 $7,544

Rescissions Notice
(§ 147.128(a)(1))

0938–1094 430 10,200 212 $17,160 $3,400 $20,560

Patient Protection Disclo-
sures (§ 147.138(a) (4))

0938–1094 2,741 228,086 685 $57,341 $3,535 $60,876

Claims and Appeals Ex-
ternal Review
((§§ 147.136 (b)(2)(ii),
147.136 (b)(2)(ii)(C),
147.136 (b)(3)(ii),
147.136 (b)(3)(ii)(C))

0938–1098 95,500 399,151,000 773,996 $41,601,000 $115,827,000 $157,428,000

Total 154,043 406,247,421 775,141 $157,623,166

V. Regulatory Flexibility Act

The Regulatory Flexibility Act (5
U.S.C. 601 et seq.) (RFA) imposes certain
requirements with respect to Federal rules
that are subject to the notice and comment
requirements of section 553(b) of the Ad-
ministrative Procedure Act (5 U.S.C. 551
et seq.) and which are likely to have a
significant economic impact on a substan-
tial number of small entities.
The RFA generally defines a ‘‘small

entity’’ as (1) a proprietary firm meeting
the size standards of the Small Business
Administration (SBA) (13 CFR 121.201)
pursuant to the Small Business Act (15
U.S.C. 631 et seq.), (2) a nonprofit orga-
nization that is not dominant in its field, or
(3) a small government jurisdiction with a
population of less than 50,000. (States and
individuals are not included in the defini-
tion of “small entity.”) The Departments
use as their measure of significant eco-
nomic impact on a substantial number of
small entities a change in revenues of
more than 3 to 5 percent.

As discussed in detail in the “Need for
Regulatory Action” section of this Regu-
latory Impact Analysis, these regulations
are necessary to implement the following
provisions: Affordable Care Act section
1251 (preservation of right to maintain
existing coverage), and PHS Act sections
2704 (prohibition of preexisting condition
exclusions), 2711 (no lifetime or annual
limits), 2712 (prohibition on certain re-
scissions), 2714 (extension of dependent
coverage), 2719 (internal appeals and ex-
ternal review process), and 2719A (patient
protections). In response to the 2010 in-
terim final regulations, the Departments
received many comments that relate to
early implementation issues and ad-
dressed many of these issues through sub-
regulatory guidance. The Departments
also held meetings with stakeholders, in-
cluding small entities affected by the
rules. After consideration of comments
and stakeholder input received in response
to the interim final regulations, the De-
partments are issuing these final regula-
tions.

The Regulatory Flexibility Act re-
quires agencies to assess and consider the
direct economic impacts that regulations
impose on small entities. The primary
economic effects of these final regulations
are indirect, because they result in trans-
fers between individuals covered by
health insurance. While these transfers
could be significant, they do not impose
direct effects on the regulated small enti-
ties for purposes of the RFA.
Most of the direct effects of the final

regulations are associated with their dis-
closure requirements. As discussed below
and in the Paperwork Reduction Act sec-
tion above, these disclosure requirements
do not have a significant economic im-
pact. Therefore, pursuant to section
605(b) of the RFA, the Departments
hereby certify that these final regulations
are not likely to have a significant eco-
nomic impact on a substantial number of
small entities. The Departments’ basis for
this determination and their estimate of
small entities affected by these final reg-
ulations is discussed below.
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A. Affected Small Entities

There are several different types of
small entities affected by these final reg-
ulations. For issuers and third party ad-
ministrators, a small business is one that
has total premium revenue of $38.5 mil-
lion or less. The Departments continue
to consider a small plan to be an em-
ployee benefit plan with fewer than 100
participants.171 Further, while some
large employers may have small plans,
in general small employers maintain
most small plans. Thus, the Departments
believe that assessing the impact of this
final rule on small plans is an appropri-
ate substitute for evaluating the effect
on small entities. The definition of small
entity considered appropriate for this
purpose differs, however, from a defini-
tion of small business that is based on
size standards promulgated by the Small
Business Administration (SBA) (13
CFR 121.201) pursuant to the Small
Business Act (15 U.S.C. 631 et seq.).
Based on data from MLR annual re-

port submissions for the 2013 MLR re-
porting year, approximately 141 out of
500 issuers of health insurance coverage
nationwide had total premium revenue
of $38.5 million or less.172 This estimate
may overstate the actual number of
small health insurance companies that
may be affected, since 77 percent of
these small companies belong to larger
holding groups, and many if not all of
these small companies are likely to have
non-health lines of business that would
result in their revenues exceeding $38.5
million.
As discussed previously in the RIA,

there are an estimated 2.3 million
ERISA-covered plans and 128,400 State
and local governmental health plans that
may have experienced an increase in
costs related to the provisions of these
final rules. Ninety-seven percent of
these plans are provided by small
entities and have incurred costs related
to the provisions of these final regula-
tions.

B. Direct Impacts of Final Rules on
Small Entities

1. Affordable Care Act Section 1251,
Preservation of Right to Maintain
Existing Coverage (26 CFR 54.9815–
1251 , 29 CFR 2590.715–1251, 45 CFR
147.140)

The direct impacts of this provision on
affected small entities are primarily asso-
ciated with notices requirements. Specifi-
cally, the final regulations require affected
plans to maintain records documenting the
terms of the plan in effect on March 23,
2010, and any other documents that are
necessary to verify, explain or clarify sta-
tus as a grandfathered health plan (the
“recordkeeping requirement”). The plan
must make such records available for ex-
amination upon request by participants,
beneficiaries, individual policy subscrib-
ers, or a State or Federal agency official.
The Departments believe this requirement
imposes a minimal burden on small enti-
ties, because they should maintain such
records in the usual and customary course
of their business operations following
standard business procedures.
To maintain status as a grandfathered

health plan, a plan or health insurance
coverage must include a statement that the
plan or coverage believes it is a grandfa-
thered health plan within the meaning of
section 1251 of the Patient Protection and
Affordable Care Act and must provide
contact information for questions and
complaints, in any summary of benefits
provided under the plan to consumers.
The Departments believe the costs associ-
ated with this disclosure are minimal, be-
cause a model statement is provided in the
final rule and that statement can be pro-
vided in any summary of benefits that
already is being provided to consumers.
Finally, if a grandfathered group health

plan switches issuers and intends to main-
tain its status as a grandfathered plan, it
must provide to the new health insurance
issuer with documentation of plan terms
under the prior health coverage sufficient
for it to determine whether a change caus-
ing a cessation of grandfathered health
plan status has occurred. This requirement

also imposes a minimal burden on af-
fected small entities, because the docu-
ments should be maintain in the ordinary
course of the plan’s business operations,
and the only additional cost would be in-
curred to prepare the documentation for
mailing and associated material and print-
ing cost, which are estimated to total ap-
proximately $8.

1. PHS Act Section 2704, Prohibition of
Preexisting Condition Exclusions (26
CFR 54.9815–2704, 29 CFR 2590.715–
2704, 45 CFR 147.108)

The direct impacts of this rule on the
regulated small entities is limited as the
removal of preexisting condition exclu-
sions primarily operates through the pric-
ing of insurance products, which are paid
by plan participants. Small businesses will
be impacted when they pay for part of the
health insurance premium. The Depart-
ments have not been able to estimate this
effect separately from the effect on pre-
miums brought about by the other the
Affordable Care Act changes.

2. PHS Act Section 2711, Prohibition on
Lifetime and Annual Limits (26 CFR
54.9815–2711, 29 CFR 2590.715–2711,
45 CFR 147.126)

The direct impacts of this rule on the
regulated small entities were primarily
limited to an initial notice sent shortly
after the issuance of the interim final reg-
ulations requiring plans to notify partici-
pants that had lost coverage due to reach-
ing the lifetime limit of the new coverage
option. This notice requirement is no lon-
ger in effect as the statute now bans all
annual and life time limits, so there are no
individuals losing coverage that need to
be notified. To the extent premiums in-
crease and employers contribute part of
the premiums, or plans are self-insured
with payments from the employers gen-
eral assets there could be direct effects on
employers, but for most employers those
effects are small.

171The basis for this definition is found in section 104(a)(2) of ERISA, which permits the Secretary of Labor to prescribe simplified annual reports for pension plans that cover fewer than
100 participants.

172U. S. Small Business Administration, “Table of Small Business Size Standards Matched to North American Industry Classification System Codes”, July 14, 2014.
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3. PHS Act Section 2712, Prohibition on
Rescissions (26 CFR 54.9815–2712, 29
CFR 2590.715–2712, 45 CFR 147.128)

PHS Act Section 2712 and the final
regulations prohibit group health plans
and health insurance issuers that offer
group or individual health insurance cov-
erage generally from rescinding coverage
under the plan, policy, certificate, or con-
tract of insurance from the individual cov-
ered under the plan or coverage unless the
individual (or a person seeking coverage
on behalf of the individual) performs an
act, practice, or omission that constitutes
fraud, or unless the individual makes an
intentional misrepresentation of material
fact, as prohibited by the terms of the plan
or coverage. The final regulations provide
that a group health plan or a health insur-
ance issuer offering group health insur-
ance coverage must provide at least 30
days advance notice to an individual be-
fore coverage may be rescinded. The De-
partments believe that rescissions are rare
in the group market and that small group
health plans are affected by rescissions
more than large group health plans.
The Departments estimate173 that 15

minutes of legal professional time at
$129.94 per hour174 would be required by
the insurers of the policies to prepare the
notice, and one minute per notice of cler-
ical professional time at $30.42 per
hour175 would be required to distribute the
paper notices. The Departments believe
the costs of electronic transmission would
be de minimis. This leads to an estimate of
less than $40 per rescission notice, which
the Departments do not believe is signif-
icant.

4. PHS Act Section 2714, Coverage of
Dependents to Age 26 (26 CFR
54.9815–2714, 29 CFR 2590.715–2714,
45 CFR 147.120)

The direct impacts of this rule on the
regulated small entities were primarily

limited to an initial notice sent shortly
after the issuance of the interim final reg-
ulations requiring plans to notify partici-
pants of the new coverage option. To the
extent premiums increase and employ-
ers contribute part of the premiums, or
plans are self-insured with payments
from the employers general assets there
could be direct effects on employers, but
for most employers those effects are
small.

5. PHS Act Section 2719, Internal
Claims and Appeals and External
Review (26 CFR 54.9815–2719, 29 CFR
2590.715–2719, 45 CFR 147.136)

Not all potentially affected individuals
will be affected equally by these final reg-
ulations. Sponsors of ERISA-covered
group health plans were required to im-
plement an internal appeals process that
complied with the DOL claims procedure
regulation before the Affordable Care
Act’s enactment, and the Departments
also understand that many non-Federal
governmental plans and church plans that
are not subject to ERISA implement in-
ternal claims and appeals processes that
comply with the DOL claims procedure
regulation.
These final regulations will have the

largest impact on individuals covered in
the individual health insurance market,
because with the issuance of the final reg-
ulation, these issuers were required to
comply with the DOL claims procedure
regulation for internal claims and ap-
peals as well as the additional standards
added by the Secretary of the Depart-
ment of Health and Human Services in
paragraph (b)(3) of the final regulations
under PHS Act section 2719 that are in
some cases more protective than the
ERISA standard.
Using estimates calculated for the Pa-

perwork Reduction Act it is estimated
that there will be an average costs of 40
cents per notice that is required to be

sent related to the internal claims and
appeals.
On the external appeals side, before the

enactment of the Affordable Care Act,
issuers offering coverage in the group and
individual health insurance market were
already required to comply with State ex-
ternal review laws. At that time, all States
except Alabama, Mississippi, Nebraska,
North Dakota, South Dakota, and Wyo-
ming had external review laws, and thir-
teen States had external review laws that
apply only to certain market segments
(for example, managed care or HMOs).
Currently, all States except, Alabama,
Alaska, Florida, Georgia, Pennsylvania,
and Wisconsin have State external re-
view laws that satisfy these require-
ments. These six states that do not meet
the requirements, must use the HHS ad-
ministered process or must contract with
accredited independent review organiza-
tions to review external appeals on their
behalf.176

Individuals participating in ERISA-
covered self-insured group health plans
will be among those most affected by the
external review requirements contained in
these final regulations, because the pre-
emption provisions of ERISA prevent a
State’s external review process from ap-
plying directly to an ERISA-covered self-
insured plan. These plans will now be
required to comply with the Federal ex-
ternal review process set forth in these
final regulations.
As discussed in the Regulatory Impact

Section above an estimate for the average
cost for an external appeal is $665. This
cost would be incurred by plans or issuers.
It is also estimated above that there is on
average only 1.3 external appeals per
10,000 covered lives. The Departments
believe such costs are minimal for pur-
pose of the RFA, because most small en-
tities will have no external appeals in a
given year.

173The Department’s estimated 2015 hourly labor rates include wages, other benefits, and overhead are calculated as follows: mean wage from the 2013 National Occupational Employment
Survey (April 2014, Bureau of Labor Statistics http://www.bls.gov/news.release/pdf/ocwage.pdf); wages as a percent of total compensation from the Employer Cost for Employee
Compensation (June 2014, Bureau of Labor Statistics http://www.bls.gov/news.release/ecec.t02.htm); overhead as a multiple of compensation is assumed to be 25 percent of total
compensation for paraprofessionals, 20 percent of compensation for clerical, and 35 percent of compensation for professional; annual inflation assumed to be 2.3 percent annual growth of
total labor cost since 2013 (Employment Costs Index data for private industry, September 2014 http://www.bls.gov/news.release/eci.nr0.htm).

174Legal Professional (23-1011): $63.46(2013 BLS Wage rate) /0.69(ECEC ratio) *1.35(Overhead Load Factor) *1.023(Inflation rate) 2̂(Inflated 2 years from base year) � $129.94

175Secretaries, Except Legal, Medical, and Executive (43-6014): $16.35(2013 BLS Wage rate)/0.675(ECEC ratio) *1.2(Overhead Load Factor) *1.023(Inflation rate) 2̂(Inflated 2 years from
base year) � $30.42

176https://www.cms.gov/CCIIO/Resources/Files/external_appeals.html
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6. PHS Act Section 2719A, Patient
Protections (26 CFR 54.9815–2719A, 29
CFR 2590.715–2719A, 45 CFR
147.138)

PHS Act section 2719A imposes, with
respect to a group health plan, or group or
individual health insurance coverage, a set
of three requirements relating to the
choice of health care professionals. When
applicable, it is important that individuals
enrolled in a plan or health insurance cov-
erage know of their rights to (1) choose a
primary care provider or a pediatrician
when a plan or issuer requires participants
or subscribers to designate a primary care
physician; (2) obtain obstetrical or gyne-
cological care without prior authorization;
or (3) coverage of emergency services.
Accordingly, these final regulations re-
quire such plans and issuers to provide a
notice to participants (in the individual
market, primary subscriber) of these rights
when applicable. Model language is pro-
vided in these final regulations. The notice
must be provided whenever the plan or
issuer provides a participant with a sum-
mary plan description or other similar de-
scription of benefits under the plan or
health insurance coverage, or in the indi-
vidual market, provides a primary sub-
scriber with a policy, certificate, or con-
tract of health insurance.
The Departments assume that this pro-

vision will primarily affect Health Mainte-
nance Organizations and Point-of-Service
type arrangements. The Department be-
lieves that insignificant costs are associated
with this notice, because a model notice is
provided in the final rule, and it can be
distributed with existing plan documents.
The Departments estimate that each

plan or issuer would require a compensa-
tion and benefits manager177 to spend 10
minutes individualizing the model notice
provided by the Departments to fit the
plan’s specifications at an hourly rate of
$110.30.178 This results in a cost of ap-
proximately $21 in the first year. The cost
per participant to receive the notice would
be less than five cents per paper notice as

the notice would be included in existing
documents.

VI. Unfunded Mandates Reform
Act—Department of Labor and
Department of Health and Human
Services

Section 202 of the Unfunded Mandates
Reform Act (UMRA) of 1995 requires
that agencies assess anticipated costs and
benefits before issuing any final rule that
includes a Federal mandate that could re-
sult in expenditure in any one year by
State, local or Tribal governments, in the
aggregate, or by the private sector, of
$100 million in 1995 dollars updated an-
nually for inflation. In 2015, that threshold
level is approximately $144 million.
These final regulations include a Federal
mandate that may result in expenditures
by State, local, or Tribal governments.
Specifically, these final regulations in-
clude requirements regarding minimum
consumer protection standards that a State
external review process must include to
qualify as an applicable State external re-
view process under PHS Act section
2719(b)(1). However, we conclude that
these costs would not exceed the $144
million threshold. Thus, the Departments
of Labor and HHS conclude that these
final regulations would not impose an un-
funded mandate on State, local or Tribal
governments or the private sector. Re-
gardless, consistent with the policy em-
bodied in UMRA, the final requirements
described in this notice of final rulemak-
ing has been designed to be the least bur-
densome alternative for State, Local and
Tribal governments, and the private sector
while achieving the objectives of the Af-
fordable Care Act.

VII. Federalism
Statement—Department of Labor and
Department of Health and Human
Services

Executive Order 13132 outlines funda-
mental principles of federalism, and re-
quires the adherence to specific criteria by

Federal agencies in the process of their
formulation and implementation of poli-
cies that have “substantial direct effects”
on the States, the relationship between the
national government and States, or on the
distribution of power and responsibilities
among the various levels of government.
Federal agencies promulgating regula-
tions that have federalism implications
must consult with State and local officials
and describe the extent of their consulta-
tion and the nature of the concerns of
State and local officials in the preamble to
the regulation.
In the Departments of Labor’s and

HHS’ view, these final regulations have
federalism implications because they
would have direct effects on the States,
the relationship between the national gov-
ernment and the States, or on the distribu-
tion of power and responsibilities among
various levels of government. Under these
final regulations, group health plans and
health insurance issuers offering group or
individual health insurance coverage, in-
cluding non-federal governmental plans
as defined in section 2791 of the PHS Act,
would be required to follow the Federal
standards developed under Affordable
Care Act section 1251 and PHS Act sec-
tions 2704, 2711, 2712, 2714, 2719 and
2719A, as added by the Affordable Care
Act. However, in the Departments’ view,
the federalism implications of these final
regulations are substantially mitigated be-
cause, with respect to health insurance
issuers, the Departments expect that the
majority of States will enact laws or take
other appropriate action resulting in their
meeting or exceeding the Federal stan-
dards.
In general, through section 514,

ERISA supersedes State laws to the extent
that they relate to any covered employee
benefit plan, and preserves State laws that
regulate insurance, banking, or securities.
While ERISA prohibits States from regu-
lating a plan as an insurance or investment
company or bank, the preemption provi-
sions of section 731 of ERISA and section

177The Department’s estimated 2015 hourly labor rates include wages, other benefits, and overhead are calculated as follows: mean wage from the 2013 National Occupational Employment
Survey (April 2014, Bureau of Labor Statistics http://www.bls.gov/news.release/pdf/ocwage.pdf); wages as a percent of total compensation from the Employer Cost for Employee
Compensation (June 2014, Bureau of Labor Statistics http://www.bls.gov/news.release/ecec.t02.htm); overhead as a multiple of compensation is assumed to be 25 percent of total
compensation for paraprofessionals, 20 percent of compensation for clerical, and 35 percent of compensation for professional; annual inflation assumed to be 2.3 percent annual growth of
total labor cost since 2013 (Employment Costs Index data for private industry, September 2014 http://www.bls.gov/news.release/eci.nr0.htm).

178Compensation and Benefits Manager (11-3041): $53.87(2013 BLS Wage rate) /0.69(ECEC ratio) *1.35(Overhead Load Factor) *1.023(Inflation rate) 2̂(Inflated 2 years from base year)
� $110.30

December 7, 2015 Bulletin No. 2015–49752



2724 of the PHS Act (implemented in 29
CFR 2590.731(a) and 45 CFR 146.143(a))
apply so that the requirements in title XX-
VII of the PHS Act (including those added
by the Affordable Care Act) are not to be
construed to supersede any provision of
State law which establishes, implements,
or continues in effect any standard or re-
quirement solely relating to health insur-
ance issuers in connection with individual
or group health insurance coverage except
to the extent that such standard or require-
ment prevents the application of a require-
ment of a Federal standard. The confer-
ence report accompanying HIPAA
indicates that this is intended to be the
“narrowest” preemption of State laws
(See House Conf. Rep. No. 104-736, at
205, reprinted in 1996 U.S. Code Cong. &
Admin. News 2018).
States may continue to apply State law

requirements except to the extent that
such requirements prevent the application
of the Affordable Care Act requirements
that are the subject of this rulemaking.
Accordingly, States have significant lati-
tude to impose requirements on health in-
surance issuers that are more restrictive
than the Federal law.
In compliance with the requirement of

Executive Order 13132 that agencies ex-
amine closely any policies that may have
federalism implications or limit the policy
making discretion of the States, the De-
partments of Labor and HHS have en-
gaged in efforts to consult with and work
cooperatively with affected States, includ-
ing consulting with, and attending confer-
ences of, the National Association of In-
surance Commissioners and consulting
with State insurance officials on an indi-
vidual basis. It is expected that the De-
partments of Labor and HHS will act in a
similar fashion in enforcing the Afford-
able Care Act.
Throughout the process of developing

these final regulations, to the extent feasi-
ble within the applicable preemption pro-
visions, the Departments of Labor and
HHS have attempted to balance the
States’ interests in regulating health insur-
ance issuers, and Congress’ intent to pro-
vide uniform minimum protections to
consumers in every State. By doing so, it
is the Departments of Labor’s and HHS’
view that they have complied with the
requirements of Executive Order 13132.

Pursuant to the requirements set forth
in section 8(a) of Executive Order 13132,
and by the signatures affixed to this final
rule, the Departments certify that the Em-
ployee Benefits Security Administration
and the Centers for Medicare & Medicaid
Services have complied with the require-
ments of Executive Order 13132 for the
attached final rules in a meaningful and
timely manner.

VIII. Special Analyses – Department
of the Treasury

Certain IRS regulations, including this
one, are exempt from the requirements of
Executive Order 12866, as supplemented
and reaffirmed by Executive Order 13563.
Therefore, a regulatory assessment is not
required. It has also been determined that
section 553(b) of the Administrative Pro-
cedure Act (5 U.S.C. chapter 5) does not
apply to these final regulations. For a dis-
cussion of the impact of this final rule on
small entities, please see section V.B. of
this preamble. Pursuant to section 7805(f)
of the Code, this notice of final rulemak-
ing has been submitted to the Small Busi-
ness Administration for comment on its
impact on small business.

IX. Congressional Review Act

These final regulations are subject to
the Congressional Review Act provisions
of the Small Business Regulatory En-
forcement Fairness Act of 1996 (5 U.S.C.
801 et seq.), which specifies that before a
rule can take effect, the Federal agency
promulgating the rule shall submit to each
House of the Congress and to the Comp-
troller General a report containing a copy
of the rule along with other specified in-
formation, and has been transmitted to
Congress and the Comptroller General for
review.

X. Statutory Authority

The Department of the Treasury final
regulations are adopted pursuant to the
authority contained in sections 7805 and
9833 of the Code.
The Department of Labor final regula-

tions are adopted pursuant to the authority
contained in 29 U.S.C. 1135, and 1191c;
Secretary of Labor’s Order 1–2011, 77 FR
1088 (Jan. 9, 2012).

The Department of Health and Human
Services final regulations are adopted pur-
suant to the authority contained in sec-
tions 2701 through 2763, 2791, and 2792
of the PHS Act (42 USC 300gg through
300gg–63, 300gg–91, and 300gg–92), as
amended.

* * * * *

John Dalrymple
Deputy Commissioner for
Services and Enforcement
Internal Revenue Service.

Approved: October 27, 2015

Mark J. Mazur
Assistant Secretary

of the Treasury (Tax Policy).

Signed this 6th day of November 2015.

Phyllis C. Borzi,
Assistant Secretary Employee

Benefits Security Administration
Department of Labor

Dated: October 15, 2015

Andrew M. Slavitt,
Acting Administrator Centers for

Medicare & Medicaid Services

Approved: October 22, 2015

Sylvia M. Burwell,
Secretary Department of

Health and Human Services

(Filed by the Office of the Federal Register on July 13, 2015,
8:45 a.m., and published in the issue of the Federal Register
for July 14, 2015, 80 F.R. 40661)

DEPARTMENT OF THE TREA-
SURY

Internal Revenue Service
26 CFR Chapter I
For the reasons stated in the preamble,

the Internal Revenue Service amends Part
54 as set forth below:

PART 54—PENSION EXCISE
TAXES

Paragraph 1. The authority citation for
part 54 is amended by adding entries for
§§ 54.9815–1251, 54.9815–2704, 54.9815–
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2711, 54.9815–2712, 54.9815–2714,
54.9815–2719, and 54.9815–2719A in nu-
merical order to read in part as follows:
Authority: 26 U.S.C. 7805. * * *
Section 54.9815–1251 also issued un-

der 26 U.S.C. 9833.
* * * * *
Section 54.9815–2704 also issued un-

der 26 U.S.C. 9833.
* * * * *
Section 54.9815–2711 also issued un-

der 26 U.S.C. 9833.
* * * * *
Section 54.9815–2712 also issued un-

der 26 U.S.C. 9833.
* * * * *
Section 54.9815–2714 also issued un-

der 26 U.S.C. 9833.
* * * * *
Section 54.9815–2719 also issued un-

der 26 U.S.C. 9833.
Section 54.9815–2719A also issued

under 26 U.S.C. 9833.
Par.2. Section 54.9801–2 is amended

by revising the introductory text and the
definition of “preexisting condition exclu-
sion” to read as follows:

§ 54.9801–2 Definitions.

Unless otherwise provided, the defini-
tions in this section govern in applying the
provisions of sections 9801 through 9815
and 9831 through 9833.
* * * * *
Preexisting condition exclusion means

a limitation or exclusion of benefits (in-
cluding a denial of coverage) based on the
fact that the condition was present before
the effective date of coverage (or if cov-
erage is denied, the date of the denial)
under a group health plan or group or
individual health insurance coverage (or
other coverage provided to Federally eli-
gible individuals pursuant to 45 CFR part
148), whether or not any medical advice,
diagnosis, care, or treatment was recom-
mended or received before that day. A
preexisting condition exclusion includes
any limitation or exclusion of benefits (in-
cluding a denial of coverage) applicable to
an individual as a result of information
relating to an individual’s health status
before the individual’s effective date of
coverage (or if coverage is denied, the
date of the denial) under a group health
plan, or group or individual health insur-
ance coverage (or other coverage pro-

vided to Federally eligible individuals
pursuant to 45 CFR part 148), such as a
condition identified as a result of a pre-
enrollment questionnaire or physical ex-
amination given to the individual, or re-
view of medical records relating to the
pre-enrollment period.
* * * * *
Par.3. Section 54.9801–3 is amended

by revising the section heading and para-
graph (a)(1) to read as follows:

§ 54.9801–3 Limitations on preexisting
condition exclusion period.

(a) Preexisting condition exclusion de-
fined—(1) A preexisting condition exclu-
sion means a preexisting condition exclu-
sion within the meaning of § 54.9801–2.
* * * * *
Par.4. Section 54.9815–1251 is added

to read as follows:

§ 54.9815–1251 Preservation of right
to maintain existing coverage.

(a) Definition of grandfathered health
plan coverage—(1) In general—(i)
Grandfathered health plan coverage
means coverage provided by a group
health plan, or a health insurance issuer, in
which an individual was enrolled on
March 23, 2010 (for as long as it main-
tains that status under the rules of this
section). A group health plan or group
health insurance coverage does not cease
to be grandfathered health plan coverage
merely because one or more (or even all)
individuals enrolled on March 23, 2010
cease to be covered, provided that the plan
or group health insurance coverage has
continuously covered someone since
March 23, 2010 (not necessarily the same
person, but at all times at least one per-
son). In addition, subject to the limitation
set forth in paragraph (a)(1)(ii) of this
section, a group health plan (and any
health insurance coverage offered in con-
nection with the group health plan) does
not cease to be a grandfathered health plan
merely because the plan (or its sponsor)
enters into a new policy, certificate, or
contract of insurance after March 23, 2010
(for example, a plan enters into a contract
with a new issuer or a new policy is issued
with an existing issuer). For purposes of
this section, a plan or health insurance
coverage that provides grandfathered

health plan coverage is referred to as a
grandfathered health plan. The rules of
this section apply separately to each ben-
efit package made available under a group
health plan or health insurance coverage.
Accordingly, if any benefit package relin-
quishes grandfather status, it will not af-
fect the grandfather status of the other
benefit packages.
(ii) Changes in group health insurance

coverage. Subject to paragraphs (f) and
(g)(2) of this section, if a group health
plan (including a group health plan that
was self-insured on March 23, 2010) or its
sponsor enters into a new policy, certifi-
cate, or contract of insurance after March
23, 2010 that is effective before Novem-
ber 15, 2010, then the plan ceases to be a
grandfathered health plan.
(2) Disclosure of grandfather status—

(i) To maintain status as a grandfathered
health plan, a plan or health insurance
coverage must include a statement that the
plan or coverage believes it is a grandfa-
thered health plan within the meaning of
section 1251 of the Patient Protection and
Affordable Care Act, and must provide
contact information for questions and
complaints, in any summary of benefits
provided under the plan.

(ii) The following model language can be used
to satisfy this disclosure requirement:

This [group health plan or health insurance
issuer] believes this [plan or coverage] is a
“grandfathered health plan” under the Patient
Protection and Affordable Care Act (the Af-
fordable Care Act). As permitted by the Af-
fordable Care Act, a grandfathered health plan
can preserve certain basic health coverage that
was already in effect when that law was en-
acted. Being a grandfathered health plan means
that your [plan or policy] may not include
certain consumer protections of the Affordable
Care Act that apply to other plans, for example,
the requirement for the provision of preventive
health services without any cost sharing. How-
ever, grandfathered health plans must comply
with certain other consumer protections in the
Affordable Care Act, for example, the elimina-
tion of lifetime dollar limits on benefits.

Questions regarding which protections apply
and which protections do not apply to a grand-
fathered health plan and what might cause a
plan to change from grandfathered health plan
status can be directed to the plan administrator
at [insert contact information]. [For ERISA
plans, insert: You may also contact the Em-
ployee Benefits Security Administration, U.S.
Department of Labor at 1-866-444-3272 or
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www.dol.gov/ebsa/healthreform. This Web
site has a table summarizing which protections
do and do not apply to grandfathered health
plans.] [For individual market policies and
nonfederal governmental plans, insert: You
may also contact the U.S. Department of
Health and Human Services at www.healthcare.
gov.]

(3)(i) Documentation of plan or policy
terms on March 23, 2010. To maintain
status as a grandfathered health plan, a
group health plan, or group health insur-
ance coverage, must, for as long as the
plan or health insurance coverage takes
the position that it is a grandfathered
health plan –
(A) Maintain records documenting the

terms of the plan or health insurance cov-
erage in connection with the coverage in
effect on March 23, 2010, and any other
documents necessary to verify, explain, or
clarify its status as a grandfathered health
plan; and
(B) Make such records available for

examination upon request.
(ii) Change in group health insurance

coverage. To maintain status as a grand-
fathered health plan, a group health plan
that enters into a new policy, certificate, or
contract of insurance must provide to the
new health insurance issuer (and the new
health insurance issuer must require) doc-
umentation of plan terms (including ben-
efits, cost sharing, employer contribu-
tions, and annual dollar limits) under the
prior health coverage sufficient to deter-
mine whether a change causing a cessa-
tion of grandfathered health plan status
under paragraph (g)(1) of this section has
occurred.
(4) Family members enrolling after

March 23, 2010. With respect to an indi-
vidual who is enrolled in a group health
plan or health insurance coverage on
March 23, 2010, grandfathered health
plan coverage includes coverage of family
members of the individual who enroll af-
ter March 23, 2010 in the grandfathered
health plan coverage of the individual.
(b) Allowance for new employees to

join current plan— (1) In general. Subject
to paragraph (b)(2) of this section, a group
health plan (including health insurance
coverage provided in connection with the
group health plan) that provided coverage
on March 23, 2010 and has retained its
status as a grandfathered health plan (con-
sistent with the rules of this section, in-

cluding paragraph (g) of this section) is
grandfathered health plan coverage for
new employees (whether newly hired or
newly enrolled) and their families enroll-
ing in the plan after March 23, 2010.
Further, the addition of a new contributing
employer or new group of employees of
an existing contributing employer to a
grandfathered multiemployer health plan
will not affect the plan’s grandfather sta-
tus.
(2) Anti-abuse rules— (i) Mergers and

acquisitions. If the principal purpose of a
merger, acquisition, or similar business
restructuring is to cover new individuals
under a grandfathered health plan, the
plan ceases to be a grandfathered health
plan.
(ii) Change in plan eligibility. A group

health plan or health insurance coverage
(including a benefit package under a
group health plan) ceases to be a grandfa-
thered health plan if—
(A) Employees are transferred into the

plan or health insurance coverage (the
transferee plan) from a plan or health in-
surance coverage under which the em-
ployees were covered on March 23, 2010
(the transferor plan);
(B) Comparing the terms of the trans-

feree plan with those of the transferor plan
(as in effect on March 23, 2010) and treat-
ing the transferee plan as if it were an
amendment of the transferor plan would
cause a loss of grandfather status under
the provisions of paragraph (g)(1) of this
section; and
(C) There was no bona fide employment-

based reason to transfer the employees into
the transferee plan. For this purpose,
changing the terms or cost of coverage is
not a bona fide employment-based reason.
(iii) Illustrative list of bona fide

employment-based reasons. For purposes
of paragraph (b)(2)(ii)(C) of this section,
bona fide employment-based reasons in-
clude –
(A) When a benefit package is being

eliminated because the issuer is exiting
the market;
(B) When a benefit package is being

eliminated because the issuer no longer
offers the product to the employer;
(C) When low or declining participa-

tion by plan participants in the benefit
package makes it impractical for the plan

sponsor to continue to offer the benefit
package;
(D) When a benefit package is elimi-

nated from a multiemployer plan as
agreed upon as part of the collective bar-
gaining process; or
(E) When a benefit package is elimi-

nated for any reason and multiple benefit
packages covering a significant portion of
other employees remain available to the
employees being transferred.
(3) Examples. The rules of this para-

graph (b) are illustrated by the following
examples:

Example 1. (i) Facts. A group health plan offers
two benefit packages on March 23, 2010, Options F
and G. During a subsequent open enrollment period,
some of the employees enrolled in Option F on
March 23, 2010 switch to Option G.
(ii) Conclusion. In this Example 1, the group

health coverage provided under Option G remains a
grandfathered health plan under the rules of para-
graph (b)(1) of this section because employees pre-
viously enrolled in Option F are allowed to enroll in
Option G as new employees.

Example 2. (i) Facts. A group health plan offers
two benefit packages on March 23, 2010, Options H
and I. On March 23, 2010, Option H provides cov-
erage only for employees in one manufacturing
plant. Subsequently, the plant is closed, and some
employees in the closed plant are moved to another
plant. The employer eliminates Option H and the
employees that are moved are transferred to Option
I. If instead of transferring employees from Option H
to Option I, Option H was amended to match the
terms of Option I, then Option H would cease to be
a grandfathered health plan.
(ii) Conclusion. In this Example 2, the plan has a

bona fide employment-based reason to transfer em-
ployees from Option H to Option I. Therefore, Op-
tion I does not cease to be a grandfathered health
plan.

(c) General grandfathering rule—(1)
Except as provided in paragraphs (d) and
(e) of this section, subtitles A and C of
title I of the Patient Protection and Afford-
able Care Act (and the amendments made
by those subtitles, and the incorporation of
those amendments into ERISA section
715 and Internal Revenue Code section
9815) do not apply to grandfathered
health plan coverage. Accordingly, the
provisions of PHS Act sections 2701,
2702, 2703, 2705, 2706, 2707, 2709 (re-
lating to coverage for individuals partici-
pating in approved clinical trials, as added
by section 10103 of the Patient Protection
and Affordable Care Act), 2713, 2715A,
2716, 2717, 2719, and 2719A, as added or
amended by the Patient Protection and
Affordable Care Act, do not apply to
grandfathered health plans. (In addition,
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see 45 CFR 147.140(c), which provides
that the provisions of PHS Act section
2704, and PHS Act section 2711 insofar
as it relates to annual dollar limits, do not
apply to grandfathered health plans that
are individual health insurance coverage.)
(2) To the extent not inconsistent with

the rules applicable to a grandfathered
health plan, a grandfathered health plan
must comply with the requirements of the
PHS Act, ERISA, and the Internal Reve-
nue Code applicable prior to the changes
enacted by the Patient Protection and Af-
fordable Care Act.
(d) Provisions applicable to all grand-

fathered health plans. The provisions of
PHS Act section 2711 insofar as it relates
to lifetime dollar limits, and the provisions
of PHS Act sections 2712, 2714, 2715,
and 2718, apply to grandfathered health
plans for plan years beginning on or after
September 23, 2010. The provisions of
PHS Act section 2708 apply to grandfa-
thered health plans for plan years begin-
ning on or after January 1, 2014.
(e) Applicability of PHS Act sections

2704, 2711, and 2714 to grandfathered
group health plans and group health in-
surance coverage—(1) The provisions of
PHS Act section 2704 as it applies with
respect to enrollees who are under 19
years of age, and the provisions of PHS
Act section 2711 insofar as it relates to
annual dollar limits, apply to grandfa-
thered health plans that are group health
plans (including group health insurance
coverage) for plan years beginning on or
after September 23, 2010. The provisions
of PHS Act section 2704 apply generally
to grandfathered health plans that are
group health plans (including group health
insurance coverage) for plan years begin-
ning on or after January 1, 2014.
(2) For plan years beginning before

January 1, 2014, the provisions of PHS
Act section 2714 apply in the case of an
adult child with respect to a grandfathered
health plan that is a group health plan only
if the adult child is not eligible to enroll in
an eligible employer-sponsored health
plan (as defined in section 5000A(f)(2) of
the Internal Revenue Code) other than a
grandfathered health plan of a parent. For
plan years beginning on or after January 1,
2014, the provisions of PHS Act section
2714 apply with respect to a grandfa-
thered health plan that is a group health

plan without regard to whether an adult
child is eligible to enroll in any other
coverage.
(f) Effect on collectively bargained

plans—In general. In the case of health
insurance coverage maintained pursuant
to one or more collective bargaining
agreements between employee representa-
tives and one or more employers that was
ratified before March 23, 2010, the cover-
age is grandfathered health plan coverage
at least until the date on which the last of
the collective bargaining agreements re-
lating to the coverage that was in effect on
March 23, 2010 terminates. Any coverage
amendment made pursuant to a collective
bargaining agreement relating to the cov-
erage that amends the coverage solely to
conform to any requirement added by sub-
titles A and C of title I of the Patient
Protection and Affordable Care Act (and
the amendments made by those subtitles,
and the incorporation of those amend-
ments into ERISA section 715 and Inter-
nal Revenue Code section 9815) is not
treated as a termination of the collective
bargaining agreement. After the date on
which the last of the collective bargaining
agreements relating to the coverage that
was in effect on March 23, 2010 termi-
nates, the determination of whether health
insurance coverage maintained pursuant
to a collective bargaining agreement is
grandfathered health plan coverage is
made under the rules of this section other
than this paragraph (f) (comparing the
terms of the health insurance coverage
after the date the last collective bargaining
agreement terminates with the terms of
the health insurance coverage that were in
effect on March 23, 2010).
(g) Maintenance of grandfather sta-

tus—(1) Changes causing cessation of
grandfather status. Subject to paragraph
(g)(2) of this section, the rules of this
paragraph (g)(1) describe situations in
which a group health plan or health insur-
ance coverage ceases to be a grandfa-
thered health plan. A plan or coverage will
cease to be a grandfathered health plan
when an amendment to plan terms that
results in a change described in this para-
graph (g)(1) becomes effective, regardless
of when the amendment was adopted.
Once grandfather status is lost, it cannot
be regained.

(i) Elimination of benefits. The elimi-
nation of all or substantially all benefits to
diagnose or treat a particular condition
causes a group health plan or health insur-
ance coverage to cease to be a grandfa-
thered health plan. For this purpose, the
elimination of benefits for any necessary
element to diagnose or treat a condition is
considered the elimination of all or sub-
stantially all benefits to diagnose or treat a
particular condition. Whether or not a plan
or coverage has eliminated substantially
all benefits to diagnose or treat a particular
condition must be determined based on all
the facts and circumstances, taking into
account the items and services provided
for a particular condition under the plan
on March 23, 2010, as compared to the
benefits offered at the time the plan or
coverage makes the benefit change effec-
tive.
(ii) Increase in percentage cost-

sharing requirement. Any increase, mea-
sured from March 23, 2010, in a percent-
age cost-sharing requirement (such as an
individual’s coinsurance requirement)
causes a group health plan or health insur-
ance coverage to cease to be a grandfa-
thered health plan.
(iii) Increase in a fixed-amount cost-

sharing requirement other than a copay-
ment. Any increase in a fixed-amount
cost-sharing requirement other than a co-
payment (for example, deductible or out-
of-pocket limit), determined as of the ef-
fective date of the increase, causes a group
health plan or health insurance coverage
to cease to be a grandfathered health plan,
if the total percentage increase in the cost-
sharing requirement measured from
March 23, 2010 exceeds the maximum
percentage increase (as defined in para-
graph (g)(3)(ii) of this section).
(iv) Increase in a fixed-amount copay-

ment. Any increase in a fixed-amount co-
payment, determined as of the effective
date of the increase, and determined for
each copayment level if a plan has differ-
ent copayment levels for different catego-
ries of services, causes a group health plan
or health insurance coverage to cease to
be a grandfathered health plan, if the total
increase in the copayment measured from
March 23, 2010 exceeds the greater of:
(A) An amount equal to $5 increased

by medical inflation, as defined in para-
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graph (g)(3)(i) of this section (that is, $5
times medical inflation, plus $5), or
(B) The maximum percentage increase

(as defined in paragraph (g)(3)(ii) of this
section), determined by expressing the to-
tal increase in the copayment as a percent-
age.
(v) Decrease in contribution rate by

employers and employee organizations—
(A) Contribution rate based on cost of
coverage. A group health plan or group
health insurance coverage ceases to be a
grandfathered health plan if the employer
or employee organization decreases its
contribution rate based on cost of cover-
age (as defined in paragraph (g)(3)(iii)(A)
of this section) towards the cost of any tier
of coverage for any class of similarly sit-
uated individuals (as described in
§ 54.9802(d)) by more than 5 percentage
points below the contribution rate for the
coverage period that includes March 23,
2010.
(B) Contribution rate based on a for-

mula. A group health plan or group health
insurance coverage ceases to be a grand-
fathered health plan if the employer or
employee organization decreases its con-
tribution rate based on a formula (as de-
fined in paragraph (g)(3)(iii)(B) of this
section) towards the cost of any tier of
coverage for any class of similarly situ-
ated individuals (as described in
§ 54.9802(d)) by more than 5 percent be-
low the contribution rate for the coverage
period that includes March 23, 2010.
(C) Special rules regarding decreases

in contribution rates. An insured group
health plan (or a multiemployer plan) that
is a grandfathered health plan will not
cease to be a grandfathered health plan
based on a change in the employer contri-
bution rate unless the issuer (or multiem-
ployer plan) knows, or should know, of
the change, provided:
(1) Upon renewal (or, in the case of a

multiemployer plan, before the start of a
new plan year), the issuer (or multiem-
ployer plan) requires relevant employers,
employee organizations, or plan sponsors,
as applicable, to make a representation
regarding its contribution rate for the plan
year covered by the renewal, as well as its
contribution rate on March 23, 2010 (if
the issuer, or multiemployer plan, does
not already have it); and

(2) The relevant policies, certificates,
contracts of insurance, or plan documents
disclose in a prominent and effective man-
ner that employers, employee organiza-
tions, or plan sponsors, as applicable, are
required to notify the issuer (or multiem-
ployer plan) if the contribution rate
changes at any point during the plan year.
(D) Application to plans with multi-

tiered coverage structures. The standards
for employer contributions in this para-
graph (g)(1)(v) apply on a tier-by-tier ba-
sis. Therefore, if a group health plan mod-
ifies the tiers of coverage it had on March
23, 2010 (for example, from self-only and
family to a multi-tiered structure of self-
only, self-plus-one, self-plus-two, and
self-plus-three-or-more), the employer
contribution for any new tier would be
tested by comparison to the contribution
rate for the corresponding tier on March
23, 2010. For example, if the employer
contribution rate for family coverage was
50 percent on March 23, 2010, the em-
ployer contribution rate for any new tier
of coverage other than self-only (i.e., self-
plus-one, self-plus-two, self-plus-three or
more) must be within 5 percentage points
of 50 percent (i.e., at least 45 percent). If,
however, the plan adds one or more new
coverage tiers without eliminating or
modifying any previous tiers and those
new coverage tiers cover classes of indi-
viduals that were not covered previously
under the plan, the new tiers would not be
analyzed under the standards for changes
in employer contributions. For example, if
a plan with self-only as the sole coverage
tier added a family coverage tier, the level
of employer contributions toward the fam-
ily coverage would not cause the plan to
lose grandfather status.
(E) Group health plans with fixed-

dollar employee contributions or no em-
ployee contributions. A group health plan
that requires either fixed-dollar employee
contributions or no employee contribu-
tions will not cease to be a grandfathered
health plan solely because the employer
contribution rate changes so long as there
continues to be no employee contributions
or no increase in the fixed-dollar em-
ployee contributions towards the cost of
coverage.
(vi) Changes in annual limits—(A) Ad-

dition of an annual limit. A group health
plan, or group health insurance coverage,

that, on March 23, 2010, did not impose
an overall annual or lifetime limit on the
dollar value of all benefits ceases to be a
grandfathered health plan if the plan or
health insurance coverage imposes an
overall annual limit on the dollar value of
benefits. (But see § 54.9815–2711, which
prohibits all annual dollar limits on essen-
tial health benefits for plan years begin-
ning on or after January 1, 2014).
(B) Decrease in limit for a plan or

coverage with only a lifetime limit. A
group health plan, or group health insur-
ance coverage, that, on March 23, 2010,
imposed an overall lifetime limit on the
dollar value of all benefits but no overall
annual limit on the dollar value of all
benefits ceases to be a grandfathered
health plan if the plan or health insurance
coverage adopts an overall annual limit at
a dollar value that is lower than the dollar
value of the lifetime limit on March 23,
2010. (But see § 54.9815–2711, which
prohibits all annual dollar limits on essen-
tial health benefits for plan years begin-
ning on or after January 1, 2014).
(C) Decrease in limit for a plan or

coverage with an annual limit. A group
health plan, or group health insurance
coverage, that, on March 23, 2010, im-
posed an overall annual limit on the dollar
value of all benefits ceases to be a grand-
fathered health plan if the plan or health
insurance coverage decreases the dollar
value of the annual limit (regardless of
whether the plan or health insurance cov-
erage also imposed an overall lifetime
limit on March 23, 2010 on the dollar
value of all benefits). (But see § 54.9815–
2711, which prohibits all annual dollar
limits on essential health benefits for plan
years beginning on or after January 1,
2014).
(2) Transitional rules—(i) Changes

made prior to March 23, 2010. If a group
health plan or health insurance issuer
makes the following changes to the terms
of the plan or health insurance coverage,
the changes are considered part of the
terms of the plan or health insurance cov-
erage on March 23, 2010 even though
they were not effective at that time and
such changes do not cause a plan or health
insurance coverage to cease to be a grand-
fathered health plan:
(A) Changes effective after March 23,

2010 pursuant to a legally binding con-
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tract entered into on or before March 23,
2010;
(B) Changes effective after March 23,

2010 pursuant to a filing on or before
March 23, 2010 with a State insurance
department; or
(C) Changes effective after March 23,

2010 pursuant to written amendments to a
plan that were adopted on or before March
23, 2010.
(ii) Changes made after March 23,

2010 and adopted prior to issuance of
regulations. If, after March 23, 2010, a
group health plan or health insurance is-
suer makes changes to the terms of the
plan or health insurance coverage and the
changes are adopted prior to June 14,
2010, the changes will not cause the plan
or health insurance coverage to cease to
be a grandfathered health plan if the
changes are revoked or modified effective
as of the first day of the first plan year (in
the individual market, policy year) begin-
ning on or after September 23, 2010, and
the terms of the plan or health insurance
coverage on that date, as modified, would
not cause the plan or coverage to cease to
be a grandfathered health plan under the
rules of this section, including paragraph
(g)(1) of this section. For this purpose,
changes will be considered to have been
adopted prior to June 14, 2010 if:
(A) The changes are effective before

that date;
(B) The changes are effective on or

after that date pursuant to a legally bind-
ing contract entered into before that date;
(C) The changes are effective on or

after that date pursuant to a filing before
that date with a State insurance depart-
ment; or
(D) The changes are effective on or

after that date pursuant to written amend-
ments to a plan that were adopted before
that date.
(3) Definitions—(i) Medical inflation

defined. For purposes of this paragraph
(g), the term medical inflation means the
increase since March 2010 in the overall
medical care component of the Consumer
Price Index for All Urban Consumers
(CPI-U) (unadjusted) published by the
Department of Labor using the 1982 –
1984 base of 100. For this purpose, the
increase in the overall medical care com-
ponent is computed by subtracting
387.142 (the overall medical care compo-

nent of the CPI-U (unadjusted) published
by the Department of Labor for March
2010, using the 1982 – 1984 base of 100)
from the index amount for any month in
the 12 months before the new change is to
take effect and then dividing that amount
by 387.142.
(ii) Maximum percentage increase de-

fined. For purposes of this paragraph (g),
the term maximum percentage increase
means medical inflation (as defined in
paragraph (g)(3)(i) of this section), ex-
pressed as a percentage, plus 15 percent-
age points.
(iii) Contribution rate defined. For pur-

poses of paragraph (g)(1)(v) of this sec-
tion:
(A) Contribution rate based on cost of

coverage. The term contribution rate
based on cost of coverage means the
amount of contributions made by an em-
ployer or employee organization com-
pared to the total cost of coverage, ex-
pressed as a percentage. The total cost of
coverage is determined in the same man-
ner as the applicable premium is calcu-
lated under the COBRA continuation pro-
visions of section 604 of ERISA, section
4980B(f)(4) of the Internal Revenue
Code, and section 2204 of the PHS Act. In
the case of a self-insured plan, contribu-
tions by an employer or employee organi-
zation are equal to the total cost of cover-
age minus the employee contributions
towards the total cost of coverage.
(B) Contribution rate based on a for-

mula. The term contribution rate based on
a formula means, for plans that, on March
23, 2010, made contributions based on a
formula (such as hours worked or tons of
coal mined), the formula.
(4) Examples. The rules of this para-

graph (g) are illustrated by the following
examples:

Example 1. (i) Facts. On March 23, 2010, a
grandfathered health plan has a coinsurance require-
ment of 20% for inpatient surgery. The plan is sub-
sequently amended to increase the coinsurance re-
quirement to 25%.
(ii) Conclusion. In this Example 1, the increase in

the coinsurance requirement from 20% to 25%
causes the plan to cease to be a grandfathered health
plan.

Example 2. (i) Facts. Before March 23, 2010, the
terms of a group health plan provide benefits for a
particular mental health condition, the treatment for
which is a combination of counseling and prescrip-
tion drugs. Subsequently, the plan eliminates bene-
fits for counseling.

(ii) Conclusion. In this Example 2, the plan
ceases to be a grandfathered health plan because
counseling is an element that is necessary to treat the
condition. Thus the plan is considered to have elim-
inated substantially all benefits for the treatment of
the condition.

Example 3. (i) Facts. On March 23, 2010, a
grandfathered health plan has a copayment require-
ment of $30 per office visit for specialists. The plan
is subsequently amended to increase the copayment
requirement to $40. Within the 12-month period
before the $40 copayment takes effect, the greatest
value of the overall medical care component of the
CPI-U (unadjusted) is 475.
(ii) Conclusion. In this Example 3, the increase in

the copayment from $30 to $40, expressed as a
percentage, is 33.33% (40 – 30 � 10; 10 � 30 �
0.3333; 0.3333 � 33.33%). Medical inflation (as
defined in paragraph (g)(3)(i) of this section) from
March 2010 is 0.2269 (475 – 387.142 � 87.858;
87.858 � 387.142 � 0.2269). The maximum per-
centage increase permitted is 37.69% (0.2269 �
22.69%; 22.69% � 15% � 37.69%). Because
33.33% does not exceed 37.69%, the change in the
copayment requirement at that time does not cause
the plan to cease to be a grandfathered health plan.

Example 4. (i) Facts. Same facts as Example 3,
except the grandfathered health plan subsequently
increases the $40 copayment requirement to $45 for
a later plan year. Within the 12-month period before
the $45 copayment takes effect, the greatest value of
the overall medical care component of the CPI-U
(unadjusted) is 485.
(ii) Conclusion. In this Example 4, the increase in

the copayment from $30 (the copayment that was in
effect on March 23, 2010) to $45, expressed as a
percentage, is 50% (45 – 30 � 15; 15 � 30 � 0.5;
0.5 � 50%). Medical inflation (as defined in para-
graph (g)(3)(i) of this section) from March 2010 is
0.2527 (485 – 387.142 � 97.858; 97.858 � 387.142
� 0.2527). The increase that would cause a plan to
cease to be a grandfathered health plan under para-
graph (g)(1)(iv) of this section is the greater of the
maximum percentage increase of 40.27% (0.2527 �
25.27%; 25.27% � 15% � 40.27%), or $6.26 ($5 x
0.2527� $1.26; $1.26� $5� $6.26). Because 50%
exceeds 40.27% and $15 exceeds $6.26, the change
in the copayment requirement at that time causes the
plan to cease to be a grandfathered health plan.

Example 5. (i) Facts. On March 23, 2010, a
grandfathered health plan has a copayment of $10
per office visit for primary care providers. The plan
is subsequently amended to increase the copayment
requirement to $15. Within the 12-month period
before the $15 copayment takes effect, the greatest
value of the overall medical care component of the
CPI-U (unadjusted) is 415.
(ii) Conclusion. In this Example 5, the increase in

the copayment, expressed as a percentage, is 50%
(15 – 10 � 5; 5 � 10 � 0.5; 0.5 � 50%). Medical
inflation (as defined in paragraph (g)(3) of this sec-
tion) from March 2010 is 0.0720 (415.0 – 387.142�
27.858; 27.858 � 387.142 � 0.0720). The increase
that would cause a plan to cease to be a grandfa-
thered health plan under paragraph (g)(1)(iv) of this
section is the greater of the maximum percentage
increase of 22.20% (0.0720� 7.20%; 7.20%� 15%
� 22.20), or $5.36 ($5 x 0.0720 � $0.36; $0.36 �
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$5 � $5.36). The $5 increase in copayment in this
Example 5 would not cause the plan to cease to be a
grandfathered health plan pursuant to paragraph
(g)(1)(iv)this section, which would permit an in-
crease in the copayment of up to $5.36.

Example 6. (i) Facts. The same facts as Example
5, except on March 23, 2010, the grandfathered
health plan has no copayment ($0) for office visits
for primary care providers. The plan is subsequently
amended to increase the copayment requirement to
$5.
(ii) Conclusion. In this Example 6, medical in-

flation (as defined in paragraph (g)(3)(i) of this sec-
tion) from March 2010 is 0.0720 (415.0 – 387.142�
27.858; 27.858 � 387.142 � 0.0720). The increase
that would cause a plan to cease to be a grandfa-
thered health plan under paragraph (g)(1)(iv)(A) of
this section is $5.36 ($5 x 0.0720 � $0.36; $0.36 �
$5 � $5.36). The $5 increase in copayment in this
Example 6 is less than the amount calculated pursu-
ant to paragraph (g)(1)(iv)(A) of this section of
$5.36. Thus, the $5 increase in copayment does not
cause the plan to cease to be a grandfathered health
plan.

Example 7. (i) Facts. On March 23, 2010, a
self-insured group health plan provides two tiers of
coverage — self-only and family. The employer
contributes 80% of the total cost of coverage for
self-only and 60% of the total cost of coverage for
family. Subsequently, the employer reduces the con-
tribution to 50% for family coverage, but keeps the
same contribution rate for self-only coverage.
(ii) Conclusion. In this Example 7, the decrease

of 10 percentage points for family coverage in the
contribution rate based on cost of coverage causes
the plan to cease to be a grandfathered health plan.
The fact that the contribution rate for self-only cov-
erage remains the same does not change the result.

Example 8. (i) Facts. On March 23, 2010, a
self-insured grandfathered health plan has a COBRA
premium for the 2010 plan year of $5000 for self-
only coverage and $12,000 for family coverage. The
required employee contribution for the coverage is
$1000 for self-only coverage and $4000 for family
coverage. Thus, the contribution rate based on cost
of coverage for 2010 is 80% ((5000 – 1000)/5000)
for self-only coverage and 67% ((12,000 – 4000)/
12,000) for family coverage. For a subsequent plan
year, the COBRA premium is $6000 for self-only
coverage and $15,000 for family coverage. The em-
ployee contributions for that plan year are $1200 for
self-only coverage and $5000 for family coverage.
Thus, the contribution rate based on cost of coverage
is 80% ((6000 – 1200)/6000) for self-only coverage
and 67% ((15,000 – 5000)/15,000) for family cov-
erage.
(ii) Conclusion. In this Example 8, because there

is no change in the contribution rate based on cost of
coverage, the plan retains its status as a grandfa-
thered health plan. The result would be the same if
all or part of the employee contribution was made
pre-tax through a cafeteria plan under section 125 of
the Internal Revenue Code.

Example 9. (i) Facts. A group health plan not
maintained pursuant to a collective bargaining agree-
ment offers three benefit packages on March 23,
2010. Option F is a self-insured option. Options G
and H are insured options. Beginning July 1, 2013,

the plan increases coinsurance under Option H from
10% to 15%.

(ii) Conclusion. In this Example 9, the coverage
under Option H is not grandfathered health plan
coverage as of July 1, 2013, consistent with the (rule
in paragraph (g)(1)(ii) of this section. Whether the
coverage under Options F and G is grandfathered
health plan coverage is determined separately under
the rules of this paragraph (g).

§ 54.9815–1251T [Removed]

Par. 5. Section 54.9815–1251T is re-
moved.
Par.6. Section 54.9815–2704 is added

to read as follows:

§ 54.9815–2704 Prohibition of
preexisting condition exclusions.

(a) No preexisting condition exclu-
sions. A group health plan, or a health
insurance issuer offering group health in-
surance coverage, may not impose any
preexisting condition exclusion (as de-
fined in § 54.9801–2).
(b) Examples. The rules of paragraph

(a) of this section are illustrated by the
following examples (for additional exam-
ples illustrating the definition of a preex-
isting condition exclusion, see § 54.9801–
3(a)(2)):

Example 1. (i) Facts. A group health plan pro-
vides benefits solely through an insurance policy
offered by Issuer P. At the expiration of the policy,
the plan switches coverage to a policy offered by
Issuer N. N’s policy excludes benefits for oral sur-
gery required as a result of a traumatic injury if the
injury occurred before the effective date of coverage
under the policy.
(ii) Conclusion. In this Example 1, the exclusion

of benefits for oral surgery required as a result of a
traumatic injury if the injury occurred before the
effective date of coverage is a preexisting condition
exclusion because it operates to exclude benefits for
a condition based on the fact that the condition was
present before the effective date of coverage under
the policy. Therefore, such an exclusion is prohib-
ited.

Example 2. (i) Facts. Individual C applies for
individual health insurance coverage with Issuer M.
M denies C’s application for coverage because a
pre-enrollment physical revealed that C has type 2
diabetes.
(ii) Conclusion. See Example 2 in 45 CFR

147.108(a)(2) for a conclusion thatM’s denial of C’s
application for coverage is a preexisting condition
exclusion because a denial of an application for
coverage based on the fact that a condition was
present before the date of denial is an exclusion of
benefits based on a preexisting condition. Therefore,
such an exclusion is prohibited.

(c) Applicability date. The provisions
of this section are applicable to group
health plans and health insurance issuers

for plan years beginning on or after Jan-
uary 1, 2017. Until the applicability date
for this regulation, plans and issuers are
required to continue to comply with the
interim final regulations promulgated by
the Department of Labor at 29 CFR part
2590, contained in the 29 CFR, parts 1927
to end, edition revised as of July 1, 2015.

§ 54.9815–2704T [Removed]

Par. 7. Section 54.9815–2704T is re-
moved.
Par.8. Section 54.9815–2711 is added

to read as follows:

§ 54.9815–2711 No lifetime or annual
limits.

(a) Prohibition—(1) Lifetime limits.
Except as provided in paragraph (b) of
this section, a group health plan, or a
health insurance issuer offering group
health insurance coverage, may not estab-
lish any lifetime limit on the dollar
amount of essential health benefits for any
individual, whether provided in-network
or out-of-network.
(2) Annual limits—(i) General rule.

Except as provided in paragraphs
(a)(2)(ii) and (b) of this section, a group
health plan, or a health insurance issuer
offering group health insurance coverage,
may not establish any annual limit on the
dollar amount of essential health benefits
for any individual, whether provided in-
network or out-of-network.
(ii) Exception for health flexible spend-

ing arrangements. A health flexible
spending arrangement (as defined in sec-
tion 106(c)(2) of the Internal Revenue
Code) offered through a cafeteria plan
pursuant to section 125 of the Internal
Revenue Code is not subject to the re-
quirement in paragraph (a)(2)(i) of this
section.
(b) Construction—(1) Permissible lim-

its on specific covered benefits. The rules
of this section do not prevent a group
health plan, or a health insurance issuer
offering group health insurance coverage,
from placing annual or lifetime dollar lim-
its with respect to any individual on spe-
cific covered benefits that are not essential
health benefits to the extent that such lim-
its are otherwise permitted under applica-
ble Federal or State law. (The scope of
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essential health benefits is addressed in
paragraph (c) of this section).
(2) Condition-based exclusions. The

rules of this section do not prevent a group
health plan, or a health insurance issuer
offering group health insurance coverage,
from excluding all benefits for a condi-
tion. However, if any benefits are pro-
vided for a condition, then the require-
ments of this section apply. Other
requirements of Federal or State law may
require coverage of certain benefits.
(c) Definition of essential health bene-

fits. The term “essential health benefits”
means essential health benefits under sec-
tion 1302(b) of the Patient Protection and
Affordable Care Act and applicable regu-
lations. For this purpose, a group health
plan or a health insurance issuer that is not
required to provide essential health bene-
fits under section 1302(b) must define “es-
sential health benefits” in a manner con-
sistent with one of the three Federal
Employees Health Benefit Program (FE-
HBP) options as defined by 45 CFR
156.100(a)(3) or one of the base-
benchmark plans selected by a State or
applied by default pursuant to 45 CFR
156.100.
(d) Special rule for health reimburse-

ment arrangements (HRAs) and other
account-based plans— (1) In general. If
an HRA or other account-based plan is
integrated with other coverage under a
group health plan and the other group
health plan coverage alone satisfies the
requirements in paragraph (a)(2) of this
section, the fact that the benefits under the
HRA or other account-based plan are lim-
ited does not mean that the HRA or other
account-based plan fails to meet the re-
quirements of paragraph (a)(2) of this sec-
tion. Similarly, if an HRA or other
account-based plan is integrated with
other coverage under a group health plan
and the other group health plan coverage
alone satisfies the requirements in PHS
Act section 2713 and section 54.9815–
2713(a)(1), the HRA or other account-
based plan will not fail to meet the re-
quirements of PHS Act section 2713 and
§ 54.9815–2713(a)(1).
(2) Integration requirements. An HRA

or other account-based plan is integrated
with a group health plan for purposes of
paragraph (a)(2) of this section if it meets
the requirements under either the integra-

tion method set forth in paragraph
(d)(2)(i) of this section or the integration
method set forth in paragraph (d)(2)(ii) of
this section. Integration does not require
that the HRA (or other account-based
plan) and the group health plan with
which it is integrated share the same plan
sponsor, the same plan document, or gov-
erning instruments, or file a single Form
5500, if applicable. The term “excepted
benefits” is used throughout the integra-
tion methods; for a definition of the term
“excepted benefits” see Code section
9832(c), ERISA section 733(c), and PHS
Act section 2791(c).
(i) Integration Method: Minimum

value not required. An HRA or other
account-based plan is integrated with an-
other group health plan for purposes of
this paragraph if:
(A) The plan sponsor offers a group

health plan (other than the HRA or other
account-based plan) to the employee that
does not consist solely of excepted bene-
fits;
(B) The employee receiving the HRA

or other account-based plan is actually
enrolled in a group health plan (other than
the HRA or other account-based plan) that
does not consist solely of excepted bene-
fits, regardless of whether the plan is of-
fered by the same plan sponsor (referred
to as non-HRA group coverage);
(C) The HRA or other account-based

plan is available only to employees who
are enrolled in non-HRA group coverage,
regardless of whether the non-HRA group
coverage is offered by the plan sponsor of
the HRA or other account-based plan (for
example, the HRA may be offered only to
employees who do not enroll in an em-
ployer’s group health plan but are enrolled
in other non-HRA group coverage, such
as a group health plan maintained by the
employer of the employee’s spouse);
(D) The benefits under the HRA or

other account-based plan are limited to
reimbursement of one or more of the
following—co-payments, co-insurance,
deductibles, and premiums under the non-
HRA group coverage, as well as medical
care (as defined under section 213(d) of
the Code) that does not constitute essen-
tial health benefits as defined in paragraph
(c) of this section; and
(E) Under the terms of the HRA or

other account-based plan, an employee (or

former employee) is permitted to perma-
nently opt out of and waive future reim-
bursements from the HRA or other
account-based plan at least annually and,
upon termination of employment, either
the remaining amounts in the HRA or
other account-based plan are forfeited or
the employee is permitted to permanently
opt out of and waive future reimburse-
ments from the HRA or other account-
based plan.
(ii) Integration Method: Minimum

value required. An HRA or other account-
based plan is integrated with another
group health plan for purposes of this
paragraph if:
(A) The plan sponsor offers a group

health plan (other than the HRA or other
account-based plan) to the employee that
provides minimum value pursuant to
Code section 36B(c)(2)(C)(ii) (and its im-
plementing regulations and applicable
guidance);
(B) The employee receiving the HRA

or other account-based plan is actually
enrolled in a group health plan that pro-
vides minimum value pursuant to section
36B(c)(2)(C)(ii) of the Code (and applica-
ble guidance), regardless of whether the
plan is offered by the plan sponsor of the
HRA or other account-based plan (re-
ferred to as non-HRA MV group cover-
age);
(C) The HRA or other account-based

plan is available only to employees who
are actually enrolled in non-HRA MV
group coverage, regardless of whether the
non-HRA MV group coverage is offered
by the plan sponsor of the HRA or other
account-based plan (for example, the
HRA may be offered only to employees
who do not enroll in an employer’s group
health plan but are enrolled in other non-
HRAMV group coverage, such as a group
health plan maintained by an employer of
the employee’s spouse); and
(D) Under the terms of the HRA or

other account-based plan, an employee (or
former employee) is permitted to perma-
nently opt out of and waive future reim-
bursements from the HRA or other
account-based plan at least annually, and,
upon termination of employment, either
the remaining amounts in the HRA or
other account-based plan are forfeited or
the employee is permitted to permanently
opt out of and waive future reimburse-
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ments from the HRA or other account-
based plan.
(3) Forfeiture. For purpose of integra-

tion under paragraphs (d)(2)(i)(E) and
(d)(2)(ii)(D) of this section, forfeiture or
waiver occurs even if the forfeited or
waived amounts may be reinstated upon a
fixed date, a participant’s death, or the
earlier of the two events (the reinstate-
ment event). For this purpose coverage
under an HRA or other account-based
plan is considered forfeited or waived
prior to a reinstatement event only if the
participant’s election to forfeit or waive is
irrevocable, meaning that, beginning on
the effective date of the election and
through the date of the reinstatement
event, the participant and the participant’s
beneficiaries have no access to amounts
credited to the HRA or other account-
based plan. This means that upon and after
reinstatement, the reinstated amounts un-
der the HRA or other account-based plan
may not be used to reimburse or pay med-
ical expenses incurred during the period
after forfeiture and prior to reinstatement.
(4) No integration with individual mar-

ket coverage. A group health plan, includ-
ing an HRA or other account-based plan,
used to purchase coverage on the individ-
ual market is not integrated with that in-
dividual market coverage for purposes of
paragraph (a)(2) of this section (or for
purposes of the requirements of PHS Act
section 2713).
(5) Integration with Medicare parts B

and D. For employers that are not required
to offer their non-HRA group health plan
coverage to employees who are Medicare
beneficiaries, an HRA or other account-
based plan that may be used to reimburse
premiums under Medicare part B or D
may be integrated with Medicare (and
deemed to comply with PHS Act sections
2711 and 2713) if the following require-
ments are satisfied with respect to em-
ployees who would be eligible for the
employer’s non-HRA group health plan
but for their eligibility for Medicare (and
the integration rules under paragraphs
(d)(2)(i) and (ii) of this section continue to
apply to employees who are not eligible
for Medicare):
(i) The plan sponsor offers a group

health plan (other than the HRA or other
account-based plan and that does not con-

sist solely of excepted benefits) to em-
ployees who are not eligible for Medicare;
(ii) The employee receiving the HRA

or other account-based plan is actually
enrolled Medicare part B or D;
(iii) The HRA or other account-based

plan is available only to employees who
are enrolled in Medicare part B or D; and
(iv) The HRA or other account-based

plan complies with paragraphs
(d)(2)(i)(E) and (d)(2)(ii)(D) of this sec-
tion.
(6) Account-based plan. An account-

based plan for purposes of this section is
an employer-provided group health plan
that provides reimbursements of medical
expenses other than individual market
policy premiums with the reimbursement
subject to a maximum fixed dollar amount
for a period. An HRA is a type of account-
based plan.
(e) Applicability date. The provisions

of this section are applicable to group
health plans and health insurance issuers
for plan years beginning on or after Jan-
uary 1, 2017. Until the applicability date
for this regulation, plans and issuers are
required to continue to comply with the
interim final regulations promulgated by
the Department of Labor at 29 CFR part
2590, contained in the 29 CFR, parts 1927
to end, edition revised as of July 1, 2015.

§ 54.9815–2711T [Removed]

Par. 9. Section 54.9815–2711T is re-
moved.
Par.10. Section 54.9815–2712 is added

to read as follows:

§ 54.9815–2712 Rules regarding
rescissions.

(a) Prohibition on rescissions—(1) A
group health plan, or a health insurance
issuer offering group health insurance
coverage, must not rescind coverage un-
der the plan, or under the policy, certifi-
cate, or contract of insurance, with respect
to an individual (including a group to
which the individual belongs or family
coverage in which the individual is in-
cluded) once the individual is covered un-
der the plan or coverage, unless the indi-
vidual (or a person seeking coverage on
behalf of the individual) performs an act,
practice, or omission that constitutes
fraud, or makes an intentional misrepre-

sentation of material fact, as prohibited by
the terms of the plan or coverage. A group
health plan, or a health insurance issuer
offering group health insurance coverage,
must provide at least 30 days advance
written notice to each participant who
would be affected before coverage may be
rescinded under this paragraph (a)(1), re-
gardless of whether the coverage is in-
sured or self-insured, or whether the re-
scission applies to an entire group or only
to an individual within the group. (The
rules of this paragraph (a)(1) apply re-
gardless of any contestability period that
may otherwise apply.)
(2) For purposes of this section, a re-

scission is a cancellation or discontinu-
ance of coverage that has retroactive ef-
fect. For example, a cancellation that
treats a policy as void from the time of the
individual’s or group’s enrollment is a
rescission. As another example, a can-
cellation that voids benefits paid up to a
year before the cancellation is also a
rescission for this purpose. A cancella-
tion or discontinuance of coverage is not
a rescission if –
(i) The cancellation or discontinuance

of coverage has only a prospective effect;
(ii) The cancellation or discontinuance

of coverage is effective retroactively to
the extent it is attributable to a failure to
timely pay required premiums or contri-
butions (including COBRA premiums) to-
wards the cost of coverage;
(iii) The cancellation or discontinuance

of coverage is initiated by the individual
(or by the individual’s authorized repre-
sentative) and the sponsor, employer,
plan, or issuer does not, directly or indi-
rectly, take action to influence the individ-
ual’s decision to cancel or discontinue
coverage retroactively or otherwise take
any adverse action or retaliate against,
interfere with, coerce, intimidate, or
threaten the individual; or
(iv) The cancellation or discontinuance

of coverage is initiated by the Exchange
pursuant to 45 CFR 155.430 (other than
under paragraph (b)(2)(iii)).
(3) The rules of this paragraph (a) are

illustrated by the following examples:
Example 1. (i) Facts. Individual A seeks enroll-

ment in an insured group health plan. The plan terms
permit rescission of coverage with respect to an
individual if the individual engages in fraud or
makes an intentional misrepresentation of a material
fact. The plan requires A to complete a questionnaire
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regarding A’s prior medical history, which affects
setting the group rate by the health insurance issuer.
The questionnaire complies with the other require-
ments of this part. The questionnaire includes the
following question: “Is there anything else relevant
to your health that we should know?” A inadver-
tently fails to list that A visited a psychologist on two
occasions, six years previously. A is later diagnosed
with breast cancer and seeks benefits under the plan.
On or around the same time, the issuer receives
information about A’s visits to the psychologist,
which was not disclosed in the questionnaire.
(ii) Conclusion. In this Example 1, the plan can-

not rescind A’s coverage because A’s failure to dis-
close the visits to the psychologist was inadvertent.
Therefore, it was not fraudulent or an intentional
misrepresentation of material fact.

Example 2. (i) Facts. An employer sponsors a
group health plan that provides coverage for employ-
ees who work at least 30 hours per week. Individual
B has coverage under the plan as a full-time em-
ployee. The employer reassigns B to a part-time
position. Under the terms of the plan, B is no longer
eligible for coverage. The plan mistakenly continues
to provide health coverage, collecting premiums
from B and paying claims submitted by B. After a
routine audit, the plan discovers that B no longer
works at least 30 hours per week. The plan rescinds
B’s coverage effective as of the date that B changed
from a full-time employee to a part-time employee.
(ii) Conclusion. In this Example 2, the plan can-

not rescind B’s coverage because there was no fraud
or an intentional misrepresentation of material fact.
The plan may cancel coverage for B prospectively,
subject to other applicable Federal and State laws.

(b) Compliance with other require-
ments. Other requirements of Federal or
State law may apply in connection with a
rescission of coverage.
(c) Applicability date. The provisions

of this section are applicable to group
health plans and health insurance issuers
for plan years beginning on or after Jan-
uary 1, 2017. Until the applicability date
for this regulation, plans and issuers are
required to continue to comply with the
interim final regulations promulgated by
the Department of Labor at 29 CFR part
2590, contained in the 29 CFR, parts 1927
to end, edition revised as of July 1, 2015.

§ 54.9815–2712T [Removed]

Par. 11. Section 54.9815–2712T is re-
moved.
Par.12. Section 54.9815–2714 is added

to read as follows:

§ 54.9815–2714 Eligibility of children
until at least age 26.

(a) In general—(1) A group health
plan, or a health insurance issuer offering
group health insurance coverage, that

makes available dependent coverage of
children must make such coverage avail-
able for children until attainment of 26
years of age.
(2) The rule of this paragraph (a) is

illustrated by the following example:
Example. (i) Facts. For the plan year beginning

January 1, 2011, a group health plan provides health
coverage for employees, employees’ spouses, and
employees’ children until the child turns 26. On the
birthday of a child of an employee, July 17, 2011, the
child turns 26. The last day the plan covers the child
is July 16, 2011.
(ii) Conclusion. In this Example, the plan satis-

fies the requirement of this paragraph (a) with re-
spect to the child.

(b) Restrictions on plan definition of
dependent – (1) In general. With respect
to a child who has not attained age 26, a
plan or issuer may not define dependent
for purposes of eligibility for dependent
coverage of children other than in terms of
a relationship between a child and the
participant. Thus, for example, a plan or
issuer may not deny or restrict dependent
coverage for a child who has not attained
age 26 based on the presence or absence
of the child’s financial dependency (upon
the participant or any other person); resi-
dency with the participant or with any
other person; whether the child lives,
works, or resides in an HMO’s service
area or other network service area; marital
status; student status; employment; eligi-
bility for other coverage; or any combina-
tion of those factors. (Other requirements
of Federal or State law, including section
609 of ERISA or section 1908 of the
Social Security Act, may require coverage
of certain children.)
(2) Construction. A plan or issuer will

not fail to satisfy the requirements of this
section if the plan or issuer limits depen-
dent child coverage to children under age
26 who are described in section 152(f)(1)
. For an individual not described in section
152(f)(1), such as a grandchild or niece, a
plan may impose additional conditions on
eligibility for dependent child health cov-
erage, such as a condition that the individ-
ual be a dependent for income tax pur-
poses.
(c) Coverage of grandchildren not re-

quired. Nothing in this section requires a
plan or issuer to make coverage available
for the child of a child receiving depen-
dent coverage.
(d) Uniformity irrespective of age. The

terms of the plan or health insurance cov-

erage providing dependent coverage of
children cannot vary based on age (except
for children who are age 26 or older).
(e) Examples. The rules of paragraph

(d) of this section are illustrated by the
following examples:

Example 1. (i) Facts. A group health plan offers
a choice of self-only or family health coverage.
Dependent coverage is provided under family health
coverage for children of participants who have not
attained age 26. The plan imposes an additional
premium surcharge for children who are older than
age 18.
(ii) Conclusion. In this Example 1, the plan vio-

lates the requirement of paragraph (d) of this section
because the plan varies the terms for dependent
coverage of children based on age.

Example 2. (i) Facts. A group health plan offers
a choice among the following tiers of health cover-
age: self-only, self-plus-one, self-plus-two, and self-
plus-three-or-more. The cost of coverage increases
based on the number of covered individuals. The
plan provides dependent coverage of children who
have not attained age 26.
(ii) Conclusion. In this Example 2, the plan does

not violate the requirement of paragraph (d) of this
section that the terms of dependent coverage for
children not vary based on age. Although the cost of
coverage increases for tiers with more covered indi-
viduals, the increase applies without regard to the
age of any child.

Example 3. (i) Facts. A group health plan offers
two benefit packages — an HMO option and an
indemnity option. Dependent coverage is provided
for children of participants who have not attained
age 26. The plan limits children who are older than
age 18 to the HMO option.
(ii) Conclusion. In this Example 3, the plan vio-

lates the requirement of paragraph (d) of this section
because the plan, by limiting children who are older
than age 18 to the HMO option, varies the terms for
dependent coverage of children based on age.

Example 4. (i) Facts. A group health plan spon-
sored by a large employer normally charges a co-
payment for physician visits that do not constitute
preventive services. The plan charges this copay-
ment to individuals age 19 and over, including em-
ployees, spouses, and dependent children, but waives
it for those under age 19.
(ii) Conclusion. In this Example 4, the plan does

not violate the requirement of paragraph (d) of this
section that the terms of dependent coverage for
children not vary based on age. While the require-
ment of paragraph (d) of this section generally pro-
hibits distinctions based upon age in dependent cov-
erage of children, it does not prohibit distinctions
based upon age that apply to all coverage under the
plan, including coverage for employees and spouses
as well as dependent children. In this Example 4, the
copayments charged to dependent children are the
same as those charged to employees and spouses.
Accordingly, the arrangement described in this Ex-
ample 4 (including waiver, for individuals under age
19, of the generally applicable copayment) does
not violate the requirement of paragraph (d) of this
section.
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(f) Applicability date. The provisions
of this section are applicable to group
health plans and health insurance issuers
for plan years beginning on or after Jan-
uary 1, 2017. Until the applicability date
for this regulation, plans and issuers are
required to continue to comply with the
interim final regulations promulgated by
the Department of Labor at 29 CFR part
2590, contained in the 29 CFR, parts 1927
to end, edition revised as of July 1, 2015.

§ 54.9815–2714T [Removed]

Par. 13. Section 54.9815–2714T is re-
moved.
Par.14. Section 54.9815–2719 is added

to read as follows:

§ 54.9815–2719 Internal claims and
appeals and external review processes

(a) Scope and definitions–(1) Scope.
This section sets forth requirements with
respect to internal claims and appeals and
external review processes for group health
plans and health insurance issuers that are
not grandfathered health plans under
§ 54.9815–1251. Paragraph (b) of this
section provides requirements for internal
claims and appeals processes. Paragraph
(c) of this section sets forth rules govern-
ing the applicability of State external re-
view processes. Paragraph (d) of this sec-
tion sets forth a Federal external review
process for plans and issuers not subject to
an applicable State external review pro-
cess. Paragraph (e) of this section pre-
scribes requirements for ensuring that no-
tices required to be provided under this
section are provided in a culturally and
linguistically appropriate manner. Para-
graph (f) of this section describes the au-
thority of the Secretary to deem certain
external review processes in existence on
March 23, 2010 as in compliance with
paragraph (c) or (d) of this section.
(2) Definitions. For purposes of this

section, the following definitions apply –
(i) Adverse benefit determination. An

adverse benefit determination means an
adverse benefit determination as defined
in 29 CFR 2560.503–1, as well as any
rescission of coverage, as described in
§ 54.9815–2712(a)(2) (whether or not, in
connection with the rescission, there is an
adverse effect on any particular benefit at
that time).

(ii) Appeal (or internal appeal). An
appeal or internal appeal means review
by a plan or issuer of an adverse benefit
determination, as required in paragraph
(b) of this section.
(iii) Claimant. Claimant means an in-

dividual who makes a claim under this
section. For purposes of this section, ref-
erences to claimant include a claimant’s
authorized representative.
(iv) External review. External review

means a review of an adverse benefit de-
termination (including a final internal ad-
verse benefit determination) conducted
pursuant to an applicable State external
review process described in paragraph (c)
of this section or the Federal external re-
view process of paragraph (d) of this sec-
tion.
(v) Final internal adverse benefit de-

termination. A final internal adverse ben-
efit determination means an adverse ben-
efit determination that has been upheld by
a plan or issuer at the completion of the
internal appeals process applicable under
paragraph (b) of this section (or an ad-
verse benefit determination with respect to
which the internal appeals process has
been exhausted under the deemed exhaus-
tion rules of paragraph (b)(2)(ii)(F) of this
section).
(vi) Final external review decision. A

final external review decision means a de-
termination by an independent review or-
ganization at the conclusion of an external
review.
(vii) Independent review organization

(or IRO). An independent review organi-
zation (or IRO) means an entity that con-
ducts independent external reviews of ad-
verse benefit determinations and final
internal adverse benefit determinations
pursuant to paragraph (c) or (d) of this
section.
(viii) NAIC Uniform Model Act. The

NAIC Uniform Model Act means the Uni-
form Health Carrier External Review
Model Act promulgated by the National
Association of Insurance Commissioners
in place on July 23, 2010.
(b) Internal claims and appeals pro-

cess—(1) In general. A group health plan
and a health insurance issuer offering
group health insurance coverage must im-
plement an effective internal claims and
appeals process, as described in this para-
graph (b).

(2) Requirements for group health
plans and group health insurance issuers.
A group health plan and a health insur-
ance issuer offering group health insur-
ance coverage must comply with all the
requirements of this paragraph (b)(2). In
the case of health insurance coverage of-
fered in connection with a group health
plan, if either the plan or the issuer com-
plies with the internal claims and appeals
process of this paragraph (b)(2), then the
obligation to comply with this paragraph
(b)(2) is satisfied for both the plan and the
issuer with respect to the health insurance
coverage.
(i) Minimum internal claims and ap-

peals standards. A group health plan and
a health insurance issuer offering group
health insurance coverage must comply
with all the requirements applicable to
group health plans under 29 CFR
2560.503–1, except to the extent those
requirements are modified by paragraph
(b)(2)(ii) of this section. Accordingly, un-
der this paragraph (b), with respect to
health insurance coverage offered in con-
nection with a group health plan, the
group health insurance issuer is subject to
the requirements in 29 CFR 2560.503–1
to the same extent as the group health
plan.
(ii) Additional standards. In addition to

the requirements in paragraph (b)(2)(i) of
this section, the internal claims and ap-
peals processes of a group health plan and
a health insurance issuer offering group
health insurance coverage must meet the
requirements of this paragraph (b)(2)(ii).
(A) Clarification of meaning of ad-

verse benefit determination. For purposes
of this paragraph (b)(2), an “adverse ben-
efit determination” includes an adverse
benefit determination as defined in para-
graph (a)(2)(i) of this section. Accord-
ingly, in complying with 29 CFR
2560.503–1, as well as the other provi-
sions of this paragraph (b)(2), a plan or
issuer must treat a rescission of coverage
(whether or not the rescission has an ad-
verse effect on any particular benefit at
that time) as an adverse benefit determi-
nation. (Rescissions of coverage are sub-
ject to the requirements of § 54.9815–
2712.)
(B) Expedited notification of benefit

determinations involving urgent care. The
requirements of 29 CFR 2560.503–
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1(f)(2)(i) (which generally provide, among
other things, in the case of urgent care
claims for notification of the plan’s benefit
determination (whether adverse or not) as
soon as possible, taking into account the
medical exigencies, but not later than 72
hours after the receipt of the claim) continue
to apply to the plan and issuer. For purposes
of this paragraph (b)(2)(ii)(B), a claim in-
volving urgent care has the meaning given
in 29 CFR 2560.503–1(m)(1), as deter-
mined by the attending provider, and the
plan or issuer shall defer to such determina-
tion of the attending provider.
(C) Full and fair review. A plan and

issuer must allow a claimant to review the
claim file and to present evidence and
testimony as part of the internal claims
and appeals process. Specifically, in addi-
tion to complying with the requirements
of 29 CFR 2560.503–1(h)(2) —
(1) The plan or issuer must provide the

claimant, free of charge, with any new or
additional evidence considered, relied
upon, or generated by the plan or issuer
(or at the direction of the plan or issuer) in
connection with the claim; such evidence
must be provided as soon as possible and
sufficiently in advance of the date on
which the notice of final internal adverse
benefit determination is required to be
provided under 29 CFR 2560.503–1(i) to
give the claimant a reasonable opportunity
to respond prior to that date; and
(2) Before the plan or issuer can issue

a final internal adverse benefit determina-
tion based on a new or additional ratio-
nale, the claimant must be provided, free
of charge, with the rationale; the rationale
must be provided as soon as possible and
sufficiently in advance of the date on
which the notice of final internal adverse
benefit determination is required to be
provided under 29 CFR 2560.503–1(i) to
give the claimant a reasonable opportunity
to respond prior to that date. Notwith-
standing the rules of 29 CFR 2560.503–
1(i), if the new or additional evidence is
received so late that it would be impossi-
ble to provide it to the claimant in time for
the claimant to have a reasonable oppor-
tunity to respond, the period for providing
a notice of final internal adverse benefit
determination is tolled until such time as
the claimant has a reasonable opportunity
to respond. After the claimant responds,
or has a reasonable opportunity to respond

but fails to do so, the plan administrator
shall notify the claimant of the plan’s ben-
efit determination as soon as a plan acting
in a reasonable and prompt fashion can
provide the notice, taking into account the
medical exigencies.
(D) Avoiding conflicts of interest. In

addition to the requirements of 29 CFR
2560.503–1(b) and (h) regarding full and
fair review, the plan and issuer must en-
sure that all claims and appeals are adju-
dicated in a manner designed to ensure the
independence and impartiality of the per-
sons involved in making the decision. Ac-
cordingly, decisions regarding hiring,
compensation, termination, promotion, or
other similar matters with respect to any
individual (such as a claims adjudicator or
medical expert) must not be made based
upon the likelihood that the individual
will support the denial of benefits.
(E) Notice. A plan and issuer must pro-

vide notice to individuals, in a culturally
and linguistically appropriate manner (as
described in paragraph (e) of this section)
that complies with the requirements of 29
CFR 2560.503–1(g) and (j). The plan and
issuer must also comply with the addi-
tional requirements of this paragraph
(b)(2)(ii)(E).
(1) The plan and issuer must ensure

that any notice of adverse benefit determi-
nation or final internal adverse benefit de-
termination includes information suffi-
cient to identify the claim involved
(including the date of service, the health
care provider, the claim amount (if appli-
cable), and a statement describing the
availability, upon request, of the diagnosis
code and its corresponding meaning, and
the treatment code and its corresponding
meaning).
(2) The plan and issuer must provide to

participants and beneficiaries, as soon as
practicable, upon request, the diagnosis
code and its corresponding meaning, and
the treatment code and its corresponding
meaning, associated with any adverse
benefit determination or final internal ad-
verse benefit determination. The plan or
issuer must not consider a request for such
diagnosis and treatment information, in
itself, to be a request for an internal appeal
under this paragraph (b) or an external
review under paragraphs (c) and (d) of
this section.

(3) The plan and issuer must ensure
that the reason or reasons for the adverse
benefit determination or final internal ad-
verse benefit determination includes the
denial code and its corresponding mean-
ing, as well as a description of the plan’s
or issuer’s standard, if any, that was used
in denying the claim. In the case of a
notice of final internal adverse benefit de-
termination, this description must include
a discussion of the decision.
(4) The plan and issuer must provide a

description of available internal appeals
and external review processes, including
information regarding how to initiate an
appeal.
(5) The plan and issuer must disclose

the availability of, and contact informa-
tion for, any applicable office of health
insurance consumer assistance or om-
budsman established under PHS Act sec-
tion 2793 to assist individuals with the
internal claims and appeals and external
review processes.
(F) Deemed exhaustion of internal

claims and appeals processes – (1) In the
case of a plan or issuer that fails to strictly
adhere to all the requirements of this para-
graph (b)(2) with respect to a claim, the
claimant is deemed to have exhausted the
internal claims and appeals process of this
paragraph (b), except as provided in para-
graph (b)(2)(ii)(F)(2) of this section. Ac-
cordingly the claimant may initiate an ex-
ternal review under paragraph (c) or (d) of
this section, as applicable. The claimant is
also entitled to pursue any available rem-
edies under section 502(a) of ERISA or
under State law, as applicable, on the ba-
sis that the plan or issuer has failed to
provide a reasonable internal claims and
appeals process that would yield a deci-
sion on the merits of the claim. If a claim-
ant chooses to pursue remedies under sec-
tion 502(a) of ERISA under such
circumstances, the claim or appeal is
deemed denied on review without the ex-
ercise of discretion by an appropriate fi-
duciary.
(2) Notwithstanding paragraph

(b)(2)(ii)(F)(1) of this section, the internal
claims and appeals process of this para-
graph (b) will not be deemed exhausted
based on de minimis violations that do not
cause, and are not likely to cause, preju-
dice or harm to the claimant so long as the
plan or issuer demonstrates that the viola-
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tion was for good cause or due to matters
beyond the control of the plan or issuer
and that the violation occurred in the con-
text of an ongoing, good faith exchange of
information between the plan and the
claimant. This exception is not available if
the violation is part of a pattern or practice
of violations by the plan or issuer. The
claimant may request a written explana-
tion of the violation from the plan or is-
suer, and the plan or issuer must provide
such explanation within 10 days, includ-
ing a specific description of its bases, if
any, for asserting that the violation should
not cause the internal claims and appeals
process of this paragraph (b) to be deemed
exhausted. If an external reviewer or a
court rejects the claimant’s request for
immediate review under paragraph
(b)(2)(ii)(F)(1) of this section on the basis
that the plan met the standards for the ex-
ception under this paragraph (b)(2)(ii)(F)(2),
the claimant has the right to resubmit and
pursue the internal appeal of the claim. In
such a case, within a reasonable time after
the external reviewer or court rejects the
claim for immediate review (not to exceed
10 days), the plan shall provide the claim-
ant with notice of the opportunity to re-
submit and pursue the internal appeal of
the claim. Time periods for re-filing the
claim shall begin to run upon claimant’s
receipt of such notice.
(iii) Requirement to provide continued

coverage pending the outcome of an ap-
peal. A plan and issuer subject to the
requirements of this paragraph (b)(2) are
required to provide continued coverage
pending the outcome of an appeal. For this
purpose, the plan and issuer must comply
with the requirements of 29 CFR
2560.503–1(f)(2)(ii), which generally
provides that benefits for an ongoing
course of treatment cannot be reduced or
terminated without providing advance
notice and an opportunity for advance
review.
(c) State standards for external re-

view—(1) In general. (i) If a State exter-
nal review process that applies to and is
binding on a health insurance issuer offer-
ing group health insurance coverage in-
cludes at a minimum the consumer pro-
tections in the NAIC Uniform Model Act,
then the issuer must comply with the ap-
plicable State external review process and
is not required to comply with the Federal

external review process of paragraph (d)
of this section. In such a case, to the extent
that benefits under a group health plan are
provided through health insurance cover-
age, the group health plan is not required
to comply with either this paragraph (c) or
the Federal external review process of
paragraph (d) of this section.
(ii) To the extent that a group health

plan provides benefits other than through
health insurance coverage (that is, the plan
is self-insured) and is subject to a State
external review process that applies to and
is binding on the plan (for example, is not
preempted by ERISA) and the State ex-
ternal review process includes at a mini-
mum the consumer protections in the
NAIC Uniform Model Act, then the plan
must comply with the applicable State ex-
ternal review process and is not required
to comply with the Federal external re-
view process of paragraph (d) of this sec-
tion. Where a self-insured plan is not sub-
ject to an applicable State external review
process, but the State has chosen to ex-
pand access to its process for plans that
are not subject to the applicable State
laws, the plan may choose to comply with
either the applicable State external review
process or the Federal external review
process of paragraph (d) of this section.
(iii) If a plan or issuer is not required

under paragraph (c)(1)(i) or (c)(1)(ii) of
this section to comply with the require-
ments of this paragraph (c), then the plan
or issuer must comply with the Federal
external review process of paragraph (d)
of this section, except to the extent, in the
case of a plan, the plan is not required
under paragraph (c)(1)(i) of this section to
comply with paragraph (d) of this section.
(2) Minimum standards for State exter-

nal review processes. An applicable State
external review process must meet all the
minimum consumer protections in this
paragraph (c)(2). The Department of
Health and Human Services will deter-
mine whether State external review pro-
cesses meet these requirements.
(i) The State process must provide for

the external review of adverse benefit de-
terminations (including final internal ad-
verse benefit determinations) by issuers
(or, if applicable, plans) that are based on
the issuer’s (or plan’s) requirements for
medical necessity, appropriateness, health

care setting, level of care, or effectiveness
of a covered benefit.
(ii) The State process must require is-

suers (or, if applicable, plans) to provide
effective written notice to claimants of
their rights in connection with an external
review for an adverse benefit determina-
tion.
(iii) To the extent the State process

requires exhaustion of an internal claims
and appeals process, exhaustion must be
unnecessary where the issuer (or, if appli-
cable, the plan) has waived the require-
ment; the issuer (or the plan) is considered
to have exhausted the internal claims and
appeals process under applicable law (in-
cluding by failing to comply with any of
the requirements for the internal appeal
process, as outlined in paragraph (b)(2) of
this section); or the claimant has applied
for expedited external review at the same
time as applying for an expedited internal
appeal.
(iv) The State process provides that the

issuer (or, if applicable, the plan) against
which a request for external review is filed
must pay the cost of the IRO for conduct-
ing the external review. Notwithstanding
this requirement, a State external review
process that expressly authorizes, as of
November 18, 2015, a nominal filing fee
may continue to permit such fees. For this
purpose, to be considered nominal, a filing
fee must not exceed $25; it must be re-
funded to the claimant if the adverse ben-
efit determination (or final internal ad-
verse benefit determination) is reversed
through external review; it must be
waived if payment of the fee would im-
pose an undue financial hardship; and
the annual limit on filing fees for any
claimant within a single plan year must
not exceed $75.
(v) The State process may not impose a

restriction on the minimum dollar amount
of a claim for it to be eligible for external
review. Thus, the process may not impose,
for example, a $500 minimum claims
threshold.
(vi) The State process must allow at

least four months after the receipt of a
notice of an adverse benefit determination
or final internal adverse benefit determi-
nation for a request for an external review
to be filed.
(vii) The State process must provide

that IROs will be assigned on a random
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basis or another method of assignment
that assures the independence and impar-
tiality of the assignment process (such as
rotational assignment) by a State or inde-
pendent entity, and in no event selected by
the issuer, plan, or the individual.
(viii) The State process must provide

for maintenance of a list of approved
IROs qualified to conduct the external re-
view based on the nature of the health care
service that is the subject of the review.
The State process must provide for ap-
proval only of IROs that are accredited by
a nationally recognized private accredit-
ing organization.
(ix) The State process must provide

that any approved IRO has no conflicts of
interest that will influence its indepen-
dence. Thus, the IRO may not own or
control, or be owned or controlled by a
health insurance issuer, a group health
plan, the sponsor of a group health plan, a
trade association of plans or issuers, or a
trade association of health care providers.
The State process must further provide
that the IRO and the clinical reviewer
assigned to conduct an external review
may not have a material professional, fa-
milial, or financial conflict of interest with
the issuer or plan that is the subject of the
external review; the claimant (and any
related parties to the claimant) whose
treatment is the subject of the external
review; any officer, director, or manage-
ment employee of the issuer; the plan ad-
ministrator, plan fiduciaries, or plan em-
ployees; the health care provider, the
health care provider’s group, or practice
association recommending the treatment
that is subject to the external review; the
facility at which the recommended treat-
ment would be provided; or the developer
or manufacturer of the principal drug, de-
vice, procedure, or other therapy being
recommended.
(x) The State process allows the claim-

ant at least five business days to submit to
the IRO in writing additional information
that the IRO must consider when conduct-
ing the external review, and it requires
that the claimant is notified of the right to
do so. The process must also require that
any additional information submitted by
the claimant to the IRO must be for-
warded to the issuer (or, if applicable, the
plan) within one business day of receipt
by the IRO.

(xi) The State process must provide
that the decision is binding on the plan or
issuer, as well as the claimant except to
the extent the other remedies are available
under State or Federal law, and except that
the requirement that the decision be bind-
ing shall not preclude the plan or issuer
from making payment on the claim or
otherwise providing benefits at any time,
including after a final external review de-
cision that denies the claim or otherwise
fails to require such payment or benefits.
For this purpose, the plan or issuer must
provide benefits (including by making
payment on the claim) pursuant to the
final external review decision without de-
lay, regardless of whether the plan or is-
suer intends to seek judicial review of the
external review decision and unless or un-
til there is a judicial decision otherwise.
(xii) The State process must require,

for standard external review, that the IRO
provide written notice to the issuer (or, if
applicable, the plan) and the claimant of
its decision to uphold or reverse the ad-
verse benefit determination (or final inter-
nal adverse benefit determination) within
no more than 45 days after the receipt of
the request for external review by the
IRO.
(xiii) The State process must provide

for an expedited external review if the
adverse benefit determination (or final in-
ternal adverse benefit determination) con-
cerns an admission, availability of care,
continued stay, or health care service for
which the claimant received emergency
services, but has not been discharged from
a facility; or involves a medical condition
for which the standard external review
time frame would seriously jeopardize the
life or health of the claimant or jeopardize
the claimant’s ability to regain maximum
function. As expeditiously as possible but
within no more than 72 hours after the
receipt of the request for expedited exter-
nal review by the IRO, the IRO must
make its decision to uphold or reverse the
adverse benefit determination (or final in-
ternal adverse benefit determination) and
notify the claimant and the issuer (or, if
applicable, the plan) of the determination.
If the notice is not in writing, the IRO
must provide written confirmation of the
decision within 48 hours after the date of
the notice of the decision.

(xiv) The State process must require
that issuers (or, if applicable, plans) in-
clude a description of the external review
process in or attached to the summary
plan description, policy, certificate, mem-
bership booklet, outline of coverage, or
other evidence of coverage it provides to
participants, beneficiaries, or enrollees,
substantially similar to what is set forth in
section 17 of the NAIC Uniform Model
Act.
(xv) The State process must require

that IROs maintain written records and
make them available upon request to the
State, substantially similar to what is set
forth in section 15 of the NAIC Uniform
Model Act.
(xvi) The State process follows proce-

dures for external review of adverse ben-
efit determinations (or final internal ad-
verse benefit determinations) involving
experimental or investigational treatment,
substantially similar to what is set forth in
section 10 of the NAIC Uniform Model
Act.
(3) Transition period for external re-

view processes—(i) Through December
31, 2017, an applicable State external re-
view process applicable to a health insur-
ance issuer or group health plan is consid-
ered to meet the requirements of PHS Act
section 2719(b). Accordingly, through
December 31, 2017, an applicable State
external review process will be considered
binding on the issuer or plan (in lieu of the
requirements of the Federal external re-
view process). If there is no applicable
State external review process, the issuer or
plan is required to comply with the re-
quirements of the Federal external review
process in paragraph (d) of this section.
(ii) An applicable State external review

process must apply for final internal ad-
verse benefit determinations (or, in the
case of simultaneous internal appeal and
external review, adverse benefit determi-
nations) provided on or after January 1,
2018. The Federal external review process
will apply to such internal adverse benefit
determinations unless the Department of
Health and Human Services determines
that a State law meets all the minimum
standards of paragraph (c)(2) of this sec-
tion. Through December 31, 2017, a State
external review process applicable to a
health insurance issuer or group health
plan may be considered to meet the min-
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imum standards of paragraph (c)(2) of this
section, if it meets the temporary stan-
dards established by the Secretary in guid-
ance for a process similar to the NAIC
Uniform Model Act.
(d) Federal external review process. A

plan or issuer not subject to an applicable
State external review process under para-
graph (c) of this section must provide an
effective Federal external review process
in accordance with this paragraph (d) (ex-
cept to the extent, in the case of a plan, the
plan is described in paragraph (c)(1)(i) of
this section as not having to comply with
this paragraph (d)). In the case of health
insurance coverage offered in connection
with a group health plan, if either the plan
or the issuer complies with the Federal
external review process of this paragraph
(d), then the obligation to comply with
this paragraph (d) is satisfied for both the
plan and the issuer with respect to the
health insurance coverage. A Multi State
Plan or MSP, as defined by 45 CFR
800.20, must provide an effective Federal
external review process in accordance
with this paragraph (d). In such circum-
stances, the requirement to provide exter-
nal review under this paragraph (d) is sat-
isfied when a Multi State Plan or MSP
complies with standards established by
the Office of Personnel Management.
(1) Scope —(i) In general. The Federal

external review process established pursu-
ant to this paragraph (d) applies to the
following:
(A) An adverse benefit determination

(including a final internal adverse benefit
determination) by a plan or issuer that
involves medical judgment (including, but
not limited to, those based on the plan’s or
issuer’s requirements for medical neces-
sity, appropriateness, health care setting,
level of care, or effectiveness of a covered
benefit; its determination that a treatment
is experimental or investigational; its de-
termination whether a participant or ben-
eficiary is entitled to a reasonable alterna-
tive standard for a reward under a
wellness program; or its determination
whether a plan or issuer is complying with
the nonquantitative treatment limitation
provisions of Code section 9812 and
§ 54.9812, which generally require,
among other things, parity in the applica-
tion of medical management techniques),
as determined by the external reviewer. (A

denial, reduction, termination, or a failure
to provide payment for a benefit based on
a determination that a participant or ben-
eficiary fails to meet the requirements for
eligibility under the terms of a group
health plan or health insurance coverage is
not eligible for the Federal external re-
view process under this paragraph (d));
and
(B) A rescission of coverage (whether

or not the rescission has any effect on any
particular benefit at that time).
(ii) Examples. The rules of paragraph

(d)(1)(i) of this section are illustrated by
the following examples:

Example 1. (i) Facts. A group health plan pro-
vides coverage for 30 physical therapy visits gener-
ally. After the 30th visit, coverage is provided only if
the service is preauthorized pursuant to an approved
treatment plan that takes into account medical ne-
cessity using the plan’s definition of the term. Indi-
vidual A seeks coverage for a 31st physical therapy
visit. A’s health care provider submits a treatment
plan for approval, but it is not approved by the plan,
so coverage for the 31st visit is not preauthorized.
With respect to the 31st visit, A receives a notice of
final internal adverse benefit determination stating
that the maximum visit limit is exceeded.
(ii) Conclusion. In this Example 1, the plan’s

denial of benefits is based on medical necessity and
involves medical judgment. Accordingly, the claim
is eligible for external review under paragraph
(d)(1)(i) of this section. Moreover, the plan’s notifi-
cation of final internal adverse benefit determination
is inadequate under paragraphs (b)(2)(i) and
(b)(2)(ii)(E)(3) of this section because it fails to
make clear that the plan will pay for more than 30
visits if the service is preauthorized pursuant to an
approved treatment plan that takes into account med-
ical necessity using the plan’s definition of the term.
Accordingly, the notice of final internal adverse ben-
efit determination should refer to the plan provision
governing the 31st visit and should describe the
plan’s standard for medical necessity, as well as how
the treatment fails to meet the plan’s standard.

Example 2. (i) Facts. A group health plan does
not provide coverage for services provided out of
network, unless the service cannot effectively be
provided in network. Individual B seeks coverage for
a specialized medical procedure from an out-of-
network provider because B believes that the proce-
dure cannot be effectively provided in network. B
receives a notice of final internal adverse benefit
determination stating that the claim is denied be-
cause the provider is out-of-network.
(ii) Conclusion. In this Example 2, the plan’s

denial of benefits is based on whether a service can
effectively be provided in network and, therefore,
involves medical judgment. Accordingly, the claim
is eligible for external review under paragraph
(d)(1)(i) of this section. Moreover, the plan’s notice
of final internal adverse benefit determination is in-
adequate under paragraphs (b)(2)(i) and
(b)(2)(ii)(E)(3) of this section because the plan does
provide benefits for services on an out-of-network

basis if the services cannot effectively be provided in
network. Accordingly, the notice of final internal
adverse benefit determination is required to refer to
the exception to the out-of-network exclusion and
should describe the plan’s standards for determining
effectiveness of services, as well as how services
available to the claimant within the plan’s network
meet the plan’s standard for effectiveness of ser-
vices.

(2) External review process standards.
The Federal external review process es-
tablished pursuant to this paragraph (d) is
considered similar to the process set forth
in the NAIC Uniform Model Act and,
therefore satisfies the requirements of
paragraph (d)(2), if such process provides
the following.
(i) Request for external review. A

group health plan or health insurance is-
suer must allow a claimant to file a request
for an external review with the plan or
issuer if the request is filed within four
months after the date of receipt of a notice
of an adverse benefit determination or fi-
nal internal adverse benefit determination.
If there is no corresponding date four
months after the date of receipt of such a
notice, then the request must be filed by
the first day of the fifth month following
the receipt of the notice. For example, if
the date of receipt of the notice is October
30, because there is no February 30, the
request must be filed by March 1. If the
last filing date would fall on a Saturday,
Sunday, or Federal holiday, the last filing
date is extended to the next day that is not
a Saturday, Sunday, or Federal holiday.
(ii) Preliminary review — (A) In gen-

eral. Within five business days following
the date of receipt of the external review
request, the group health plan or health
insurance issuer must complete a prelim-
inary review of the request to determine
whether:
(1) The claimant is or was covered

under the plan or coverage at the time the
health care item or service was requested
or, in the case of a retrospective review,
was covered under the plan or coverage at
the time the health care item or service
was provided;
(2) The adverse benefit determination

or the final adverse benefit determination
does not relate to the claimant’s failure to
meet the requirements for eligibility under
the terms of the group health plan or
health insurance coverage (e.g., worker
classification or similar determination);

Bulletin No. 2015–49 December 7, 2015767



(3) The claimant has exhausted the
plan’s or issuer’s internal appeal process
unless the claimant is not required to ex-
haust the internal appeals process under
paragraph (b)(1) of this section; and
(4) The claimant has provided all the

information and forms required to process
an external review.
(B) Within one business day after com-

pletion of the preliminary review, the plan
or issuer must issue a notification in writ-
ing to the claimant. If the request is com-
plete but not eligible for external review,
such notification must include the reasons
for its ineligibility and current contact in-
formation, including the phone number,
for the Employee Benefits Security Ad-
ministration. If the request is not com-
plete, such notification must describe the
information or materials needed to make
the request complete, and the plan or is-
suer must allow a claimant to perfect the
request for external review within the
four-month filing period or within the 48
hour period following the receipt of the
notification, whichever is later.
(iii) Referral to Independent Review

Organization — (A) In general. The
group health plan or health insurance is-
suer must assign an IRO that is accredited
by URAC or by similar nationally-
recognized accrediting organization to
conduct the external review. The IRO re-
ferral process must provide for the follow-
ing:
(1) The plan or issuer must ensure that

the IRO process is not biased and ensures
independence;
(2) The plan or issuer must contract

with at least three (3) IROs for assign-
ments under the plan or coverage and ro-
tate claims assignments among them (or
incorporate other independent, unbiased
methods for selection of IROs, such as
random selection); and
(3) The IRO may not be eligible for

any financial incentives based on the like-
lihood that the IRO will support the denial
of benefits.
(4) The IRO process may not impose

any costs, including filing fees, on the
claimant requesting the external review.
(B) IRO contracts. A group health plan

or health insurance issuer must include the
following standards in the contract be-
tween the plan or issuer and the IRO:

(1) The assigned IRO will utilize legal
experts where appropriate to make cover-
age determinations under the plan or cov-
erage.
(2) The assigned IRO will timely no-

tify a claimant in writing whether the re-
quest is eligible for external review. This
notice will include a statement that the
claimant may submit in writing to the
assigned IRO, within ten business days
following the date of receipt of the notice,
additional information. This additional in-
formation must be considered by the IRO
when conducting the external review. The
IRO is not required to, but may, accept
and consider additional information sub-
mitted after ten business days.
(3) Within five business days after the

date of assignment of the IRO, the plan or
issuer must provide to the assigned IRO
the documents and any information con-
sidered in making the adverse benefit de-
termination or final internal adverse ben-
efit determination. Failure by the plan or
issuer to timely provide the documents
and information must not delay the con-
duct of the external review. If the plan or
issuer fails to timely provide the docu-
ments and information, the assigned IRO
may terminate the external review and
make a decision to reverse the adverse
benefit determination or final internal ad-
verse benefit determination. Within one
business day after making the decision,
the IRO must notify the claimant and the
plan.
(4) Upon receipt of any information

submitted by the claimant, the assigned
IRO must within one business day for-
ward the information to the plan or issuer.
Upon receipt of any such information, the
plan or issuer may reconsider its adverse
benefit determination or final internal ad-
verse benefit determination that is the sub-
ject of the external review. Reconsidera-
tion by the plan or issuer must not delay
the external review. The external review
may be terminated as a result of the re-
consideration only if the plan decides,
upon completion of its reconsideration, to
reverse its adverse benefit determination
or final internal adverse benefit determi-
nation and provide coverage or payment.
Within one business day after making
such a decision, the plan must provide
written notice of its decision to the claim-
ant and the assigned IRO. The assigned

IRO must terminate the external review
upon receipt of the notice from the plan or
issuer.
(5) The IRO will review all of the

information and documents timely re-
ceived. In reaching a decision, the as-
signed IRO will review the claim de novo
and not be bound by any decisions or
conclusions reached during the plan’s or
issuer’s internal claims and appeals pro-
cess applicable under paragraph (b). In
addition to the documents and information
provided, the assigned IRO, to the extent
the information or documents are avail-
able and the IRO considers them appro-
priate, will consider the following in
reaching a decision:
(i) The claimant’s medical records;
(ii) The attending health care profes-

sional’s recommendation;
(iii) Reports from appropriate health

care professionals and other documents
submitted by the plan or issuer, claimant,
or the claimant’s treating provider;
(iv) The terms of the claimant’s plan or

coverage to ensure that the IRO’s decision
is not contrary to the terms of the plan or
coverage, unless the terms are inconsistent
with applicable law;
(v) Appropriate practice guidelines,

which must include applicable evidence-
based standards and may include any
other practice guidelines developed by the
Federal government, national or profes-
sional medical societies, boards, and asso-
ciations;
(vi) Any applicable clinical review cri-

teria developed and used by the plan or
issuer, unless the criteria are inconsistent
with the terms of the plan or coverage or
with applicable law; and
(vii) To the extent the final IRO deci-

sion maker is different from the IRO’s
clinical reviewer, the opinion of such clin-
ical reviewer, after considering informa-
tion described in this notice, to the extent
the information or documents are avail-
able and the clinical reviewer or reviewers
consider such information or documents
appropriate.
(6) The assigned IRO must provide

written notice of the final external review
decision within 45 days after the IRO re-
ceives the request for the external review.
The IRO must deliver the notice of the
final external review decision to the
claimant and the plan or issuer.
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(7) The assigned IRO’s written notice
of the final external review decision must
contain the following:
(i) A general description of the reason

for the request for external review, includ-
ing information sufficient to identify the
claim (including the date or dates of ser-
vice, the health care provider, the claim
amount (if applicable), and a statement
describing the availability, upon request,
of the diagnosis code and its correspond-
ing meaning, the treatment code and its
corresponding meaning, and the reason
for the plan’s or issuer’s denial);
(ii) The date the IRO received the as-

signment to conduct the external review
and the date of the IRO decision;
(iii) References to the evidence or doc-

umentation, including the specific cover-
age provisions and evidence-based stan-
dards, considered in reaching its decision;
(iv) A discussion of the principal rea-

son or reasons for its decision, including
the rationale for its decision and any
evidence-based standards that were relied
on in making its decision;
(v) A statement that the IRO’s deter-

mination is binding except to the extent
that other remedies may be available un-
der State or Federal law to either the
group health plan or health insurance is-
suer or to the claimant, or to the extent the
health plan or health insurance issuer vol-
untarily makes payment on the claim or
otherwise provides benefits at any time,
including after a final external review de-
cision that denies the claim or otherwise
fails to require such payment or benefits;
(vi) A statement that judicial review

may be available to the claimant; and
(vii) Current contact information, in-

cluding phone number, for any applicable
office of health insurance consumer assis-
tance or ombudsman established under
PHS Act section 2793.
(viii) After a final external review de-

cision, the IRO must maintain records of
all claims and notices associated with the
external review process for six years. An
IRO must make such records available for
examination by the claimant, plan, issuer,
or State or Federal oversight agency upon
request, except where such disclosure
would violate State or Federal privacy
laws.
(iv) Reversal of plan’s or issuer’s de-

cision. Upon receipt of a notice of a final

external review decision reversing the ad-
verse benefit determination or final ad-
verse benefit determination, the plan or
issuer immediately must provide coverage
or payment (including immediately autho-
rizing care or immediately paying bene-
fits) for the claim.
(3) Expedited external review. A group

health plan or health insurance issuer must
comply with the following standards with
respect to an expedited external review:
(i) Request for external review. A

group health plan or health insurance is-
suer must allow a claimant to make a
request for an expedited external review
with the plan or issuer at the time the
claimant receives:
(A) An adverse benefit determination if

the adverse benefit determination involves
a medical condition of the claimant for
which the timeframe for completion of an
expedited internal appeal under paragraph
(b) of this section would seriously jeopar-
dize the life or health of the claimant or
would jeopardize the claimant’s ability to
regain maximum function and the claim-
ant has filed a request for an expedited
internal appeal; or
(B) A final internal adverse benefit de-

termination, if the claimant has a medical
condition where the timeframe for com-
pletion of a standard external review
would seriously jeopardize the life or
health of the claimant or would jeopardize
the claimant’s ability to regain maximum
function, or if the final internal adverse
benefit determination concerns an admis-
sion, availability of care, continued stay,
or health care item or service for which
the claimant received emergency services,
but has not been discharged from the fa-
cility.
(ii) Preliminary review. Immediately

upon receipt of the request for expedited
external review, the plan or issuer must
determine whether the request meets the
reviewability requirements set forth in
paragraph (d)(2)(ii) of this section for
standard external review. The plan or is-
suer must immediately send a notice that
meets the requirements set forth in para-
graph (d)(2)(ii)(B) for standard review to
the claimant of its eligibility determina-
tion.
(iii) Referral to independent review or-

ganization. (A) Upon a determination that
a request is eligible for expedited external

review following the preliminary review,
the plan or issuer will assign an IRO pur-
suant to the requirements set forth in para-
graph (d)(2)(iii) of this section for stan-
dard review. The plan or issuer must
provide or transmit all necessary docu-
ments and information considered in mak-
ing the adverse benefit determination or
final internal adverse benefit determina-
tion to the assigned IRO electronically or
by telephone or facsimile or any other
available expeditious method.
(B) The assigned IRO, to the extent the

information or documents are available
and the IRO considers them appropriate,
must consider the information or docu-
ments described above under the proce-
dures for standard review. In reaching a
decision, the assigned IRO must review
the claim de novo and is not bound by any
decisions or conclusions reached during
the plan’s or issuer’s internal claims and
appeals process.
(iv) Notice of final external review de-

cision. The plan’s or issuer’s contract with
the assigned IRO must require the IRO to
provide notice of the final external review
decision, in accordance with the require-
ments set forth in paragraph (d)(2)(iii)(B)
of this section, as expeditiously as the
claimant’s medical condition or circum-
stances require, but in no event more than
72 hours after the IRO receives the re-
quest for an expedited external review. If
the notice is not in writing, within 48
hours after the date of providing that no-
tice, the assigned IRO must provide writ-
ten confirmation of the decision to the
claimant and the plan or issuer.
(4) Alternative, Federally-administered

external review process. Insured coverage
not subject to an applicable State external
review process under paragraph (c) of this
section may elect to use either the Federal
external review process, as set forth under
paragraph (d) of this section or the
Federally-administered external review pro-
cess, as set forth by HHS in guidance. In
such circumstances, the requirement to pro-
vide external review under this paragraph
(d) is satisfied.
(e) Form and manner of notice — (1)

In general. For purposes of this section, a
group health plan and a health insurance
issuer offering group health insurance
coverage are considered to provide rele-
vant notices in a culturally and linguisti-
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cally appropriate manner if the plan or
issuer meets all the requirements of
paragraph (e)(2) of this section with re-
spect to the applicable non-English lan-
guages described in paragraph (e)(3) of
this section.
(2) Requirements. (i) The plan or issuer

must provide oral language services (such
as a telephone customer assistance ho-
tline) that includes answering questions in
any applicable non-English language
and providing assistance with filing
claims and appeals (including external
review) in any applicable non-English
language;
(ii) The plan or issuer must provide,

upon request, a notice in any applicable
non-English language; and
(iii) The plan or issuer must include in

the English versions of all notices, a state-
ment prominently displayed in any appli-
cable non-English language clearly indi-
cating how to access the language services
provided by the plan or issuer.
(3) Applicable non-English language.

With respect to an address in any United
States county to which a notice is sent, a
non-English language is an applicable
non-English language if ten percent or
more of the population residing in the
county is literate only in the same non-
English language, as determined in guid-
ance published by the Secretary.
(f) Secretarial authority. The Secretary

may determine that the external review
process of a group health plan or health
insurance issuer, in operation as of March
23, 2010, is considered in compliance
with the applicable process established
under paragraph (c) or (d) of this section if
it substantially meets the requirements of
paragraph (c) or (d) of this section, as
applicable.
(g) Applicability date. The provisions

of this section are applicable to group
health plans and health insurance issuers
for plan years beginning on or after Jan-
uary 1, 2017. Until the applicability date
for this regulation, plans and issuers are
required to continue to comply with the
interim final regulations promulgated by
the Department of Labor at 29 CFR part
2590, contained in the 29 CFR, parts 1927
to end, edition revised as of July 1, 2015.
Par.15. Section 54.9815–2719A is

added to read as follows:

§ 54.9815–2719A Patient protections.

(a) Choice of health care professional
– (1) Designation of primary care provid-
er—(i) In general. If a group health plan,
or a health insurance issuer offering group
health insurance coverage, requires or
provides for designation by a participant
or beneficiary of a participating primary
care provider, then the plan or issuer must
permit each participant or beneficiary to
designate any participating primary care
provider who is available to accept the
participant or beneficiary. In such a case,
the plan or issuer must comply with the
rules of paragraph (a)(4) of this section by
informing each participant of the terms of
the plan or health insurance coverage re-
garding designation of a primary care pro-
vider.
(ii) Construction. Nothing in paragraph

(a)(1)(i) of this section is to be construed
to prohibit the application of reasonable
and appropriate geographic limitations
with respect to the selection of primary
care providers, in accordance with the
terms of the plan or coverage, the under-
lying provider contracts, and applicable
State law.
(iii) Example. The rules of this para-

graph (a)(1) are illustrated by the follow-
ing example:

Example. (i) Facts. A group health plan requires
individuals covered under the plan to designate a
primary care provider. The plan permits each indi-
vidual to designate any primary care provider par-
ticipating in the plan’s network who is available to
accept the individual as the individual’s primary care
provider. If an individual has not designated a pri-
mary care provider, the plan designates one until one
has been designated by the individual. The plan
provides a notice that satisfies the requirements of
paragraph (a)(4) of this section regarding the ability
to designate a primary care provider.

(ii) Conclusion. In this Example, the
plan has satisfied the requirements of
paragraph (a) of this section.
(2) Designation of pediatrician as pri-

mary care provider—(i) In general. If a
group health plan, or a health insurance
issuer offering group health insurance
coverage, requires or provides for the des-
ignation of a participating primary care
provider for a child by a participant or
beneficiary, the plan or issuer must permit
the participant or beneficiary to designate
a physician (allopathic or osteopathic)
who specializes in pediatrics (including
pediatric subspecialties, based on the

scope of that provider’s license under ap-
plicable State law) as the child’s primary
care provider if the provider participates
in the network of the plan or issuer and is
available to accept the child. In such a
case, the plan or issuer must comply with
the rules of paragraph (a)(4) of this sec-
tion by informing each participant of the
terms of the plan or health insurance cov-
erage regarding designation of a pediatri-
cian as the child’s primary care provider.
(ii) Construction. Nothing in paragraph

(a)(2)(i) of this section is to be construed
to waive any exclusions of coverage under
the terms and conditions of the plan or
health insurance coverage with respect to
coverage of pediatric care.
(iii) Examples. The rules of this para-

graph (a)(2) are illustrated by the follow-
ing examples:

Example 1. (i) Facts. A group health plan’s
HMO designates for each participant a physician
who specializes in internal medicine to serve as the
primary care provider for the participant and any
beneficiaries. Participant A requests that Pediatrician
B be designated as the primary care provider for A’s
child. B is a participating provider in the HMO’s
network and is available to accept the child.
(ii) Conclusion. In this Example 1, the HMO

must permit A’s designation of B as the primary care
provider for A’s child in order to comply with the
requirements of this paragraph (a)(2).

Example 2. (i) Facts. Same facts as Example 1,
except that A takes A’s child to B for treatment of the
child’s severe shellfish allergies. B wishes to refer
A’s child to an allergist for treatment. The HMO,
however, does not provide coverage for treatment of
food allergies, nor does it have an allergist partici-
pating in its network, and it therefore refuses to
authorize the referral.
(ii) Conclusion. In this Example 2, the HMO has

not violated the requirements of this paragraph (a)(2)
because the exclusion of treatment for food allergies
is in accordance with the terms of A’s coverage.

(3) Patient access to obstetrical and
gynecological care—(i) General rights—
(A) Direct access. A group health plan, or
a health insurance issuer offering group
health insurance coverage, described in
paragraph (a)(3)(ii) of this section may
not require authorization or referral by the
plan, issuer, or any person (including a
primary care provider) in the case of a
female participant or beneficiary who
seeks coverage for obstetrical or gyneco-
logical care provided by a participating
health care professional who specializes
in obstetrics or gynecology. In such a
case, the plan or issuer must comply with
the rules of paragraph (a)(4) of this sec-
tion by informing each participant that the
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plan may not require authorization or re-
ferral for obstetrical or gynecological care
by a participating health care professional
who specializes in obstetrics or gynecol-
ogy. The plan or issuer may require such
a professional to agree to otherwise ad-
here to the plan’s or issuer’s policies
and procedures, including procedures
regarding referrals and obtaining prior
authorization and providing services
pursuant to a treatment plan (if any)
approved by the plan or issuer. For pur-
poses of this paragraph (a)(3), a health
care professional who specializes in ob-
stetrics or gynecology is any individual
(including a person other than a physi-
cian) who is authorized under applicable
State law to provide obstetrical or gyne-
cological care.
(B) Obstetrical and gynecological

care. A group health plan or health insur-
ance issuer described in paragraph
(a)(3)(ii) of this section must treat the
provision of obstetrical and gynecological
care, and the ordering of related obstetri-
cal and gynecological items and services,
pursuant to the direct access described
under paragraph (a)(3)(i)(A) of this sec-
tion, by a participating health care profes-
sional who specializes in obstetrics or gy-
necology as the authorization of the
primary care provider.
(ii) Application of paragraph. A group

health plan, or a health insurance issuer
offering group health insurance coverage,
is described in this paragraph (a)(3) if the
plan or issuer—
(A) Provides coverage for obstetrical

or gynecological care; and
(B) Requires the designation by a par-

ticipant or beneficiary of a participating
primary care provider.
(iii) Construction. Nothing in para-

graph (a)(3)(i) of this section is to be
construed to—
(A) Waive any exclusions of coverage

under the terms and conditions of the plan
or health insurance coverage with respect
to coverage of obstetrical or gynecologi-
cal care; or
(B) Preclude the group health plan or

health insurance issuer involved from re-
quiring that the obstetrical or gynecolog-
ical provider notify the primary care
health care professional or the plan or
issuer of treatment decisions.

(iv) Examples. The rules of this para-
graph (a)(3) are illustrated by the follow-
ing examples:

Example 1. (i) Facts. A group health plan re-
quires each participant to designate a physician to
serve as the primary care provider for the participant
and the participant’s family. Participant A, a female,
requests a gynecological exam with Physician B, an
in-network physician specializing in gynecological
care. The group health plan requires prior authoriza-
tion from A’s designated primary care provider for
the gynecological exam.
(ii) Conclusion. In this Example 1, the group

health plan has violated the requirements of this
paragraph (a)(3) because the plan requires prior au-
thorization from A’s primary care provider prior to
obtaining gynecological services.

Example 2. (i) Facts. Same facts as Example 1
except that A seeks gynecological services from C,
an out-of-network provider.
(ii) Conclusion. In this Example 2, the group

health plan has not violated the requirements of this
paragraph (a)(3) by requiring prior authorization be-
cause C is not a participating health care provider.

Example 3. (i) Facts. Same facts as Example 1
except that the group health plan only requires B to
inform A’s designated primary care physician of
treatment decisions.
(ii) Conclusion. In this Example 3, the group

health plan has not violated the requirements of this
paragraph (a)(3) because A has direct access to B
without prior authorization. The fact that the group
health plan requires notification of treatment deci-
sions to the designated primary care physician does
not violate this paragraph (a)(3).

Example 4. (i) Facts. A group health plan re-
quires each participant to designate a physician to
serve as the primary care provider for the participant
and the participant’s family. The group health plan
requires prior authorization before providing benefits
for uterine fibroid embolization.
(ii) Conclusion. In this Example 4, the plan re-

quirement for prior authorization before providing
benefits for uterine fibroid embolization does not
violate the requirements of this paragraph (a)(3) be-
cause, though the prior authorization requirement
applies to obstetrical services, it does not restrict
access to any providers specializing in obstetrics or
gynecology.

(4) Notice of right to designate a pri-
mary care provider—(i) In general. If a
group health plan or health insurance is-
suer requires the designation by a partic-
ipant or beneficiary of a primary care pro-
vider, the plan or issuer must provide a
notice informing each participant of the
terms of the plan or health insurance cov-
erage regarding designation of a primary
care provider and of the rights –
(A) Under paragraph (a)(1)(i) of this

section, that any participating primary
care provider who is available to accept
the participant or beneficiary can be des-
ignated;

(B) Under paragraph (a)(2)(i) of this
section, with respect to a child, that any
participating physician who specializes in
pediatrics can be designated as the pri-
mary care provider; and
(C) Under paragraph (a)(3)(i) of this

section, that the plan may not require au-
thorization or referral for obstetrical or
gynecological care by a participating
health care professional who specializes
in obstetrics or gynecology.
(ii) Timing. The notice described in

paragraph (a)(4)(i) of this section must be
included whenever the plan or issuer pro-
vides a participant with a summary plan
description or other similar description of
benefits under the plan or health insurance
coverage.
(iii) Model language. The following

model language can be used to satisfy the
notice requirement described in paragraph
(a)(4)(i) of this section:
(A) For plans and issuers that require

or allow for the designation of primary
care providers by participants or benefi-
ciaries, insert:
[Name of group health plan or health insurance
issuer] generally [requires/allows] the designa-
tion of a primary care provider. You have the
right to designate any primary care provider
who participates in our network and who is
available to accept you or your family mem-
bers. [If the plan or health insurance coverage
designates a primary care provider automati-
cally, insert: Until you make this designation,
[name of group health plan or health insurance
issuer] designates one for you.] For informa-
tion on how to select a primary care provider,
and for a list of the participating primary care
providers, contact the [plan administrator or
issuer] at [insert contact information].

(B) For plans and issuers that require or
allow for the designation of a primary care
provider for a child, add:
For children, you may designate a pe-

diatrician as the primary care provider.
(C) For plans and issuers that provide

coverage for obstetric or gynecological
care and require the designation by a par-
ticipant or beneficiary of a primary care
provider, add:
You do not need prior authorization from
[name of group health plan or issuer] or from
any other person (including a primary care
provider) in order to obtain access to obstetri-
cal or gynecological care from a health care
professional in our network who specializes in
obstetrics or gynecology. The health care pro-
fessional, however, may be required to comply
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with certain procedures, including obtaining
prior authorization for certain services, follow-
ing a pre-approved treatment plan, or proce-
dures for making referrals. For a list of partic-
ipating health care professionals who
specialize in obstetrics or gynecology, contact
the [plan administrator or issuer] at [insert con-
tact information].

(b) Coverage of emergency services—
(1) Scope. If a group health plan, or a
health insurance issuer offering group
health insurance coverage, provides any
benefits with respect to services in an
emergency department of a hospital, the
plan or issuer must cover emergency ser-
vices (as defined in paragraph (b)(4)(ii) of
this section) consistent with the rules of
this paragraph (b).
(2) General rules. A plan or issuer sub-

ject to the requirements of this paragraph
(b) must provide coverage for emergency
services in the following manner –
(i) Without the need for any prior au-

thorization determination, even if the
emergency services are provided on an
out-of-network basis;
(ii) Without regard to whether the

health care provider furnishing the emer-
gency services is a participating network
provider with respect to the services;
(iii) If the emergency services are pro-

vided out of network, without imposing
any administrative requirement or limita-
tion on coverage that is more restrictive
than the requirements or limitations that
apply to emergency services received
from in-network providers;
(iv) If the emergency services are pro-

vided out of network, by complying with
the cost-sharing requirements of para-
graph (b)(3) of this section; and
(v) Without regard to any other term or

condition of the coverage, other than –
(A) The exclusion of or coordination of

benefits;
(B) An affiliation or waiting period

permitted under part 7 of ERISA, part A
of title XXVII of the PHS Act, or chapter
100 of the Internal Revenue Code; or
(C) Applicable cost sharing.
(3) Cost-sharing requirements – (i)

Copayments and coinsurance. Any cost-
sharing requirement expressed as a co-
payment amount or coinsurance rate im-
posed with respect to a participant or
beneficiary for out-of-network emer-
gency services cannot exceed the cost-
sharing requirement imposed with re-

spect to a participant or beneficiary if
the services were provided in-network.
However, a participant or beneficiary
may be required to pay, in addition to
the in-network cost sharing, the excess
of the amount the out-of-network pro-
vider charges over the amount the plan
or issuer is required to pay under this
paragraph (b)(3)(i). A group health plan
or health insurance issuer complies with
the requirements of this paragraph
(b)(3) if it provides benefits with respect
to an emergency service in an amount at
least equal to the greatest of the three
amounts specified in paragraphs
(b)(3)(i)(A), (B), and (C) of this section
(which are adjusted for in-network cost-
sharing requirements).
(A) The amount negotiated with in-

network providers for the emergency ser-
vice furnished, excluding any in-network
copayment or coinsurance imposed with
respect to the participant or beneficiary.
If there is more than one amount nego-
tiated with in-network providers for the
emergency service, the amount de-
scribed under this paragraph
(b)(3)(i)(A) is the median of these
amounts, excluding any in-network co-
payment or coinsurance imposed with
respect to the participant or beneficiary.
In determining the median described in
the preceding sentence, the amount ne-
gotiated with each in-network provider
is treated as a separate amount (even if
the same amount is paid to more than
one provider). If there is no per-service
amount negotiated with in-network pro-
viders (such as under a capitation or
other similar payment arrangement), the
amount under this paragraph
(b)(3)(i)(A) is disregarded.
(B) The amount for the emergency ser-

vice calculated using the same method the
plan generally uses to determine payments
for out-of-network services (such as the
usual, customary, and reasonable
amount), excluding any in-network co-
payment or coinsurance imposed with re-
spect to the participant or beneficiary. The
amount in this paragraph (b)(3)(i)(B) is
determined without reduction for out-of-
network cost sharing that generally ap-
plies under the plan or health insurance
coverage with respect to out-of-network
services. Thus, for example, if a plan
generally pays 70 percent of the usual,

customary, and reasonable amount for
out-of-network services, the amount in
this paragraph (b)(3)(i)(B) for an emer-
gency service is the total (that is, 100
percent) of the usual, customary, and
reasonable amount for the service, not
reduced by the 30 percent coinsurance
that would generally apply to out-of-
network services (but reduced by the
in-network copayment or coinsurance
that the individual would be responsible
for if the emergency service had been
provided in-network).
(C) The amount that would be paid

under Medicare (part A or part B of title
XVIII of the Social Security Act, 42
U.S.C. 1395 et seq.) for the emergency
service, excluding any in-network copay-
ment or coinsurance imposed with respect
to the participant or beneficiary.
(ii) Other cost sharing. Any cost-

sharing requirement other than a copay-
ment or coinsurance requirement (such as
a deductible or out-of-pocket maximum)
may be imposed with respect to emer-
gency services provided out of network if
the cost-sharing requirement generally ap-
plies to out-of-network benefits. A deduct-
ible may be imposed with respect to out-
of-network emergency services only as
part of a deductible that generally applies
to out-of-network benefits. If an out-of-
pocket maximum generally applies to out-
of-network benefits, that out-of-pocket
maximum must apply to out-of-network
emergency services.
(iii) Special rules regarding out-of-

network minimum payment standards –
(A) The minimum payment standards set
forth under paragraph (b)(3) of this sec-
tion do not apply in cases where State law
prohibits a participant or beneficiary from
being required to pay, in addition to the
in-network cost sharing, the excess of the
amount the out-of-network provider
charges over the amount the plan or issuer
provides in benefits, or where a group
health plan or health insurance issuer is
contractually responsible for such
amounts. Nonetheless, in such cases, a
plan or issuer may not impose any copay-
ment or coinsurance requirement for out-
of-network emergency services that is
higher than the copayment or coinsurance
requirement that would apply if the ser-
vices were provided in network.
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(B) A group health plan and health
insurance issuer must provide a partici-
pant or beneficiary adequate and promi-
nent notice of their lack of financial re-
sponsibility with respect to the amounts
described under this paragraph (b)(3)(iii),
to prevent inadvertent payment by the par-
ticipant or beneficiary.
(iv) Examples. The rules of this para-

graph (b)(3) are illustrated by the follow-
ing examples. In all of these examples, the
group health plan covers benefits with re-
spect to emergency services.

Example 1. (i) Facts. A group health plan im-
poses a 25% coinsurance responsibility on individ-
uals who are furnished emergency services, whether
provided in network or out of network. If a covered
individual notifies the plan within two business days
after the day an individual receives treatment in an
emergency department, the plan reduces the coinsur-
ance rate to 15%.
(ii) Conclusion. In this Example 1, the require-

ment to notify the plan in order to receive a reduction
in the coinsurance rate does not violate the require-
ment that the plan cover emergency services without
the need for any prior authorization determination.
This is the result even if the plan required that it be
notified before or at the time of receiving services at
the emergency department in order to receive a re-
duction in the coinsurance rate.

Example 2. (i) Facts. A group health plan im-
poses a $60 copayment on emergency services with-
out preauthorization, whether provided in network or
out of network. If emergency services are preautho-
rized, the plan waives the copayment, even if it later
determines the medical condition was not an emer-
gency medical condition.
(ii) Conclusion. In this Example 2, by requiring

an individual to pay more for emergency services if
the individual does not obtain prior authorization, the
plan violates the requirement that the plan cover
emergency services without the need for any prior
authorization determination. (By contrast, if, to have
the copayment waived, the plan merely required that
it be notified rather than a prior authorization, then
the plan would not violate the requirement that the
plan cover emergency services without the need for
any prior authorization determination.)

Example 3. (i) Facts. A group health plan covers
individuals who receive emergency services with
respect to an emergency medical condition from an
out-of-network provider. The plan has agreements
with in-network providers with respect to a certain
emergency service. Each provider has agreed to pro-
vide the service for a certain amount. Among all the
providers for the service: one has agreed to accept
$85, two have agreed to accept $100, two have
agreed to accept $110, three have agreed to accept
$120, and one has agreed to accept $150. Under the
agreement, the plan agrees to pay the providers 80%
of the agreed amount, with the individual receiving
the service responsible for the remaining 20%.
(ii) Conclusion. In this Example 3, the values

taken into account in determining the median are
$85, $100, $100, $110, $110, $120, $120, $120, and
$150. Therefore, the median amount among those

agreed to for the emergency service is $110, and the
amount under paragraph (b)(3)(i)(A) of this section
is 80% of $110 ($88).

Example 4. (i) Facts. Same facts as Example 3.
Subsequently, the plan adds another provider to its
network, who has agreed to accept $150 for the
emergency service.
(ii) Conclusion. In this Example 4, the median

amount among those agreed to for the emergency
service is $115. (Because there is no one middle
amount, the median is the average of the two middle
amounts, $110 and $120.) Accordingly, the amount
under paragraph (b)(3)(i)(A) of this section is 80%
of $115 ($92).

Example 5. (i) Facts. Same facts as Example 4.
An individual covered by the plan receives the emer-
gency service from an out-of-network provider, who
charges $125 for the service. With respect to services
provided by out-of-network providers generally, the
plan reimburses covered individuals 50% of the rea-
sonable amount charged by the provider for medical
services. For this purpose, the reasonable amount for
any service is based on information on charges by all
providers collected by a third party, on a zip code by
zip code basis, with the plan treating charges at a
specified percentile as reasonable. For the emer-
gency service received by the individual, the reason-
able amount calculated using this method is $116.
The amount that would be paid under Medicare for
the emergency service, excluding any copayment or
coinsurance for the service, is $80.
(ii) Conclusion. In this Example 5, the plan is

responsible for paying $92.80, 80% of $116. The
median amount among those agreed to for the emer-
gency service is $115 and the amount the plan would
pay is $92 (80% of $115); the amount calculated
using the same method the plan uses to determine
payments for out-of-network services — $116 —
excluding the in-network 20% coinsurance, is
$92.80; and the Medicare payment is $80. Thus, the
greatest amount is $92.80. The individual is respon-
sible for the remaining $32.20 charged by the out-
of-network provider.

Example 6. (i) Facts. Same facts as Example 5.
The group health plan generally imposes a $250
deductible for in-network health care. With respect
to all health care provided by out-of-network pro-
viders, the plan imposes a $500 deductible. (Covered
in-network claims are credited against the deduct-
ible.) The individual has incurred and submitted
$260 of covered claims prior to receiving the emer-
gency service out of network.
(ii) Conclusion. In this Example 6, the plan is not

responsible for paying anything with respect to the
emergency service furnished by the out-of-network
provider because the covered individual has not sat-
isfied the higher deductible that applies generally to
all health care provided out of network. However,
the amount the individual is required to pay is cred-
ited against the deductible.

(4) Definitions. The definitions in this
paragraph (b)(4) govern in applying the
provisions of this paragraph (b).
(i) Emergency medical condition. The

term emergency medical condition means
a medical condition manifesting itself by
acute symptoms of sufficient severity (in-

cluding severe pain) so that a prudent lay-
person, who possesses an average knowl-
edge of health and medicine, could
reasonably expect the absence of immedi-
ate medical attention to result in a condi-
tion described in clause (i), (ii), or (iii) of
section 1867(e)(1)(A) of the Social Secu-
rity Act (42 U.S.C. 1395dd(e)(1)(A)). (In
that provision of the Social Security Act,
clause (i) refers to placing the health of
the individual (or, with respect to a preg-
nant woman, the health of the woman or
her unborn child) in serious jeopardy;
clause (ii) refers to serious impairment to
bodily functions; and clause (iii) refers to
serious dysfunction of any bodily organ or
part.)
(ii) Emergency services. The term

emergency servicesmeans, with respect to
an emergency medical condition –
(A) A medical screening examination

(as required under section 1867 of the
Social Security Act, 42 U.S.C. 1395dd)
that is within the capability of the emer-
gency department of a hospital, including
ancillary services routinely available to
the emergency department to evaluate
such emergency medical condition, and
(B) Such further medical examination

and treatment, to the extent they are
within the capabilities of the staff and
facilities available at the hospital, as are
required under section 1867 of the Social
Security Act (42 U.S.C. 1395dd) to stabi-
lize the patient.
(iii) Stabilize. The term to stabilize,

with respect to an emergency medical
condition (as defined in paragraph
(b)(4)(i) of this section) has the meaning
given in section 1867(e)(3) of the Social
Security Act (42 U.S.C. 1395dd(e)(3)).
(c) Applicability date. The provisions

of this section are applicable to group
health plans and health insurance issuers
for plan years beginning on or after Jan-
uary 1, 2017. Until the applicability date
for this regulation, plans and issuers are
required to continue to comply with the
interim final regulations promulgated by
the Department of Labor at 29 CFR part
2590, contained in the 29 CFR, parts 1927
to end, edition revised as of July 1, 2015.

§ 54.9815–2719AT [Removed]

Par. 16. Section 54.9815–2719AT is
removed.
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§ 54.9815–2719T [Removed]

Par. 17. Section 54.9815–2719T is re-
moved.

Section 42.—Low-Income
Housing Credit

The adjusted applicable federal short-term, mid-
term, and long-term rates are set forth for the month of
December 2015. See Rev. Rul. 2015–25, page 695.

Section 280G.—Golden
Parachute Payments

Federal short-term, mid-term, and long-term
rates are set forth for the month of December 2015.
See Rev. Rul. 2015–25 , page 695.

Section 382.—Limitation
on Net Operating Loss
Carryforwards and Certain
Built-In Losses Following
Ownership Change

The adjusted applicable federal long-term rate is
set forth for the month of December 2015. See Rev.
Rul. 2015–25 , page 695.

Section 412.—Minimum
Funding Standards

The adjusted applicable federal short-term, mid-
term, and long-term rates are set forth for the month of
December 2015. See Rev. Rul. 2015–25, page 695.

Section 467.—Certain
Payments for the Use of
Property or Services

The adjusted applicable federal short-term, mid-
term, and long-term rates are set forth for the month
of December 2015. See Rev. Rul. 2015–25, page
695.

Section 468.—Special
Rules for Mining and Solid
Waste Reclamation and
Closing Costs

The adjusted applicable federal short-term, mid-
term, and long-term rates are set forth for the month of
December 2015. See Rev. Rul. 2015–25, page 695.

Section 482.—Allocation of
Income and Deductions
Among Taxpayers

Federal short-term, mid-term, and long-term
rates are set forth for the month of December 2015.
See Rev. Rul. 2015–25, page 695.

Section 483.—Interest on
Certain Deferred Payments

The adjusted applicable federal short-term, mid-
term, and long-term rates are set forth for the month of
December 2015. See Rev. Rul. 2015–25, page 695.

Section 642.—Special
Rules for Credits and
Deductions

Federal short-term, mid-term, and long-term
rates are set forth for the month of December 2015.
See Rev. Rul. 2015–25, page 695.

Section 807.—Rules for
Certain Reserves

The adjusted applicable federal short-term, mid-
term, and long-term rates are set forth for the month of
December 2015. See Rev. Rul. 2015–25, page 695.

Section 846.—Discounted
Unpaid Losses Defined

The adjusted applicable federal short-term, mid-
term, and long-term rates are set forth for the month of
December 2015. See Rev. Rul. 2015–25, page 695.

Section 1288.—Treatment
of Original Issue Discount
on Tax-Exempt Obligations

The adjusted applicable federal short-term, mid-
term, and long-term rates are set forth for the month
of December 2015. See Rev. Rul. 2015–25, page
695.

Section 7520.—Valuation
Tables

The adjusted applicable federal short-term, mid-
term, and long-term rates are set forth for the month of
December 2015. See Rev. Rul. 2015–25, page 695.

Section 7872.—Treatment
of Loans With Below-
Market Interest Rates

The adjusted applicable federal short-term, mid-
term, and long-term rates are set forth for the month
of December 2015. See Rev. Rul. 2015–25, page
695.
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