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U.S. postal mail in the Washington area 
and at the Commission is subject to 
delay due to heightened security 
precautions. 

The FTC Act and other laws that the 
Commission administers permit the 
collection of public comments to 
consider and use in this proceeding as 
appropriate. The Commission will 
consider all timely and responsive 
public comments that it receives, 
whether filed in paper or electronic 
form. Comments received will be 
available to the public on the FTC Web 
site, to the extent practicable, at http:// 
www.ftc.gov/oslpubliccomments.shtm. 
As a matter of discretion, the FTC makes 
every effort to remove home contact 
information for individuals from the 
public comments it receives before 
placing those comments on the FTC 
Web site. More information, including· 
routine uses permitted by the Privacy 
Act, may be found in the FTC's privacy 
policy, at http://www.ftc.gov/ftcl 
privacy.htm. 

By direction of the Commission. 
Donald S. Clark, 
Secretary. 
[FR Doc. 2011-5757 Filed 3-11- 11; 8:45am] 
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Medicaid Services (CMS), HHS; 
Department of the Treasury. 
ACTION: Proposed rule. 

SUMMARY: This proposed rule sets forth 
a procedural framework for submission 
and review of initial applications for a 
Waiver for State Innovation described in 
section 1332 of the Patient Protection 
and the Affordable Care Act including 
processes to ensure opportunities for 
public input in the development of such 
applications by States and in the 
Federal review of the applications. 
DATES: Comments are due on or before 
May 13, 2011. 

ADDRESSES: Written comments may be 
submitted to any of the addresses 
specified below. Any comment that is 
submitted to one Department will be 
shared with the other Department. 
Please do not submit duplicates. 

Department of the Treasury. 
Interested members of the public are 
invited to submit comments on this 
proposed rule. Comments may be 
submitted to Treasury by either of the 
folloWing methods: Submit electronic 
comments through the Federal 
government e-rulemaking portal, http:// 
www.regulations.gov, or send comments 
in hard copy to: Office of Benefits Tax 
Counsel, Attention: Waivers for State 
Innovation, Room 3050, Department of 
the Treasury, 1500 Pennsylvania 
Avenue, NW., Washington, DC 20220. 

In general, Treasury will post all 
comments to http://www.regulations.gov 
without change, including any business 
or personal information provided such 
as names, addresses, e-mail addresses, 
or telephone numbers. Treasury will 
also make such comments available for 
public inspection and copying in 
Treasury's Library, Room 1428, 1500 
Pennsylvania Avenue, NW. , 
Washington, DC 20220, on official 
business days between the hours of 10 
a.m. and 5 p.m. Eastern Time. Members 
of the public can make an appointment 
to inspect comments by telephoning 
(202) 622-0990. All comments received, 
including attachments and other · 
supporting materials, are part of the 
public record and subject to public 
disclosure. You should only submit 
information that you wish to make 
available publicly. 

Centers for Medicare&' Medicaid 
Services. In commenting, please refer to 
file code CMS-9987-P. Because of staff 
and resource limitations, we cannot 
accept comments by facsimil e (FAX) 
transmission. 

You may submit comments in one of 
four ways (please choose only one of the 
ways listed): 

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

2. By regular mail. You may mail 
written comments to the following 
address ONLY: 

Centers for Medicare & Medicaid 
Services, Department of Health and 
Human Services, Attention: CMS-9987-
P, P.O. Box 8016, Baltimore, MD 21244-
8016. 

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

3. By express or overnight mail. You 
may send written comments to the 
following address ONLY: 

Centers for Medicare & Medicaid 
Services, Department of Health and 
Human Services, Attention: CMS-9987-
P, Mail Stop C4-26-05, 7500 Security 
Boulevard, Baltimore, MD 21244-1850. 

4. By hand or courier. If you prefer, 
you may deliver (by hand or courier) 
your written comments before the close 
of the comment period to either of the 
following addresses: 

a. For delivery in Washington, De
Centers for Medicare & Medicaid 

Services, Department of Health and 
Human Services, Room 445-G, Hubert 
H. Humphrey Building, 200 
Independence Avenue, SW., 
Washington, DC 20201. 

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

b. For delivery in Baltimore, MD
Centers for Medicare & Medicaid 

Services, Department of Health and 
Human Services, 7500 Security 
Boulevard, Baltimore, MD 21244-1850. 

If you intend to deliver your 
comments to the Baltimore address , 
please call telephone number (410) 786-
7195 in advance to schedule your 
arrival with one of our staff members. 

Comments mailed to the addresses 
indicated as appropriate for hand or 
courier delivery may be delayed and 
received after the comment period. 

Submission of comments on 
paperwork requirements. You may 
submit comments on this document's 
paperwork requirements by following 
the instructions at the end of the 
"Collection of Information 
Requirements" section in this document. 

Inspection of Public Comments: All 
comments received before the close of 
the comment period are available for 
viewing by the public, including any 
personally identifiable or confidential 
business information that is included in 
a comment. We post all comments 
received before the close of the 
comment period on the following Web 
site as soon as possible after they have 
been received: http:/ /regulations.gov. 
Follow the search instructions on that 
Web site to view public comments. 

Comments received timely will be 
also available for public inspection as 
they are received, generally beginning 
approximately 3 weeks after publication 
of a document, at the headquarters of 
the Centers for Medicare & Medicaid 
Services, 7500 Security Boulevard, 
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Baltimore, Maryland 21244, Monday 
through Friday of each week from 8:30 
a.m. to 4 p.m. To schedule an 
appointment to view public comments, 
phone 1-80()-743-3951. 
FOR FURTHER INFOR~ATION CONTACT: 

Department of the Treasury: Carrie 
Simons, (202) 622-0044. 

Centers for Medicare & Medicaid 
Services: Ben Walker, (301) 492-4430. 
SUPPLEMENTARY INFORMATION : 

I. Background 
Section 1332 of the Patient Protection 

and Affordable Care Act (the Affordable 
Care Act) (Pub. L. 111-148, enacted on 
March 23, 2010) creates a new Waiver 
for State Innovation and authorizes the 
Secretary of Health and Human Services 
(HHS) and the Secretary of the Treasury 
(the Secretaries) to waive all or any of 
the following requirements falling under 
their respective jurisdictions for health 
insurance coverage within a State for 
plan years beginning on or after January 
1, 2017: 

• Part I of subtitle D of Title I of the 
Affordable Care Act (relating to the 
establishment of qualified health plans); 

• Part II of subtitle D of Title I of the 
Affordable Care Act (relating to 
consumer choices and insurance 
competition through health benefit 
exchanges); 

• Section 1402 of the Affordable Care 
Act (relating to reduced cost sharing for 
individuals enrolling in qualified health 
plans); and 

• Sections 36B (relating to refundable 
credits for coverage under a qualified 
health plan), 4980H (relating to shared 
responsibility for employers regarding 
health coverage), and 5000A (relating to 
the requirement to maintain minimum 
essential coverage) of the Internal 
Revenue Code. 

Section 1332 of the Affordable Care 
Act provides that references in that 
section to "Secretary" refer to the 
Secretary of Health and Human Services 
for waivers relating to Parts I and II of 
subtitle D of Title I of the Affordable 
Care Act and section 1402 of the 
Affordable Care Act, and refer to the 
Secretary of the Treasury for waivers 
relating to sections 36B, 4980H, and 
5000A of the Internal Revenue Code. 

Section 1332(a)(4)(B) ofthe 
Affordable Care Act requires the 
Secretaries to issue regulations that 
provide the following: 

• A process for public notice and 
comment at the State level, including 
public hearings, that is sufficient to 
ensure a meaningful level of public 
input (section 1332(a)(4)(B)(i) of the 
Affordable Care Act) ; 

• A process for the submission of an 
application that ensures the disclosure 

of (A) the provisions of law that the 
State involved seeks to waive, and (B) 
the specific plans of the State to ensure 
that the waiver will be in compliance 
with specified statutory requirements 
relating to the comprehensiveness of 
coverage, affordability of coverage, 
scope of coverage, and the effect on 
Federal deficit (as described below) 
(section 1332(a)(4)(B)(ii) of the 
Affordable Care Act); 

• A process for providing public 
notice and comment after the 
application is received by the applicable 
Secretary or Secretaries, that is 
sufficient to ensure a meaningful level 
of public input and that does not 
impose requirements that are in 
addition to, or duplicative of, 
requirements imposed under the 
Administrative Procedure Act (APA) , or 
requirements that are unreasonable or 
unnecessarily burdensome with respect 
to State compliance (section 
1332(a)(4)(B)(iii) ofthe Affordable Care 
Act); 

• A process for the submission to the 
applicable Secretary or Secretaries of 
periodic reports by the State concerning 
the implementation of the program 
under a waiver (section 1332(a)(4)(B)(iv) 
of the Affordable Care Act); and 

• A process for the periodic 
evaluation by the applicable Secretary 
or Secretaries of the program under a 
waiver (section 1332(a)(4)(B)(v) of the 
Affordable Care Act). 

Although section 1332 of the 
Affordable Care Act does not authorize 
waivers for related programs like 
Medicaid (title XIX of the Social 
Security Act) or the Children's Health 
Insurance Program (title XXI of the 
Social Security Act), those programs 
have existing waiver authorities . Section 
1332(a)(5) of the Affordable Care Act 
requires the Secretaries to develop a 
process for coordinating and 
consolidating the State waiver processes 
applicable under the provisions of 
section 1332 of the Affordable Care Act 
with the existing waiver processes 
applicable under titles XVIII (Medicare), 
XIX (Medicaid), and XXI (Children's 
Health Insurance Program, or CHIP) of 
the Social Security Act, and any waiver 
processes under other Federal laws 
relating to the provision of health care 
items or services. Section 1332(a)(5) of 
the Affordable Care Act further requires 
the process developed by the Secretaries 
to permit a State to submit a single 
application for a waiver under any or all 
of those provisions. 

This proposed rule would implement 
the procedural requirements of section 
1332 of the Affordable Care Act. The 
proposed rule is intended to provide for 
a waiver application process that can be 

coordinated and consolidated with the 
processes for the submission of 
applications for waivers under titles 
XVIII, XIX, and XXI of the Social 
Security Act. 

II. Overview of the Proposed 
Regulations: Section 1332 of the 
Affordable Care Act, Waiver for State 
Innovation (31 CFR Part 33 and 45 CFR 
Part 155) 

A. Introduction 

To implement the provisions of 
section 1332 of the Affordable Care Act, 
the Department of the Treasury 
proposes to add new part 33 to 31 CFR 
subtitle A and the Centers for Medicare 
& Medicaid Services, on behalf of the 
Department of Health and Human 
Services, proposes to add new part 155 
to 45 CFR Subtitle A. These new parts 
would address procedures for State 
development and submission of an 
application for a Waiver for State 
Innovation under section 1332 of the 
Affordable Care Act (referred to in the 
proposed regulations as a section 1332 
waiver), a process for providing public 
notice and opportunity for comment at 
the State and Federal levels , a process 
for the review of applications by the 
Secretaries, and processes for the 
monitoring and evaluation of approved 
section 1332 waivers by the States and 
the Secretaries, including the periodic 
submission of reports by the States to 
the Secretaries. 

B. Coordinated Waiver Process (31 CFR 
33.102 and 45 CFR 155.1302} 

These proposed regulations at 31 CFR 
33.102 and 45 CFR 155.1302 permit, but 
do not require, States to submit a single 
application for a section 1332 waiver 
and a waiver under one or more of the 
existing waiver processes applicable 
under titles XVffi, XIX, and XXI of the 
Social Security Act, or under any other 
Federal law relating to the provision of 
health care items or services, provided 
that the application is consistent with 
the procedures described in these 
proposed regulations, the procedures for 
section 1115 demonstrations, if 
applicable, and the procedures under 
any other applicable Federal law under 
which the State seeks a waiver.l 

The proposed regulations require a 
State seeking a section 1332 waiver to 
submit a waiver application to the 
Secretary of HHS. Upon receipt, the 
Secretary of HHS will transmit any 

1 Although section 1332 of the Affordable Care 
Act does not authorize waivers for related programs 
like Medicaid [title XIX of the Social Security Act) 
or the Children's Health Insurance Program (title 
XXI of the Social Security Act) , those programs 
have existing waiver authorities. 
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application that includes a request for a 
waiver of provisions under the 
jurisdiction of the Secretary of the 
Treasury (sections 36B, 4980H and 
5000A of the Internal Revenue Code) to 
be reviewed in accordance with the 
provisions of these proposed 
regulations. The Secretaries will 
coordinate the review of any application 
that includes a request for a waiver of 
provisions falling under the jurisdiction 
of each of the Departments of Health 
and Human Services and the Treasury 
(the Departments). 

C. Application Procedures (31 CFR 
33.108 and 45 CFR 155.1308) 

These proposed regulations establish 
procedures for the submission of 
applications for an initial section 1332 
waiver. 

Under 31 CFR 33.108(a) and 45 CFR 
155.1308(a) of the proposed regulations, 
the Secretaries will subject each 
application for an initial section 1332 
waiver to a preliminary review, The 
Secretaries will complete the 
preliminary review within 45 days after 
the application is submitted. 

During this preliminary review 
period, the Secretaries will make a 
preliminary determination as to whether 
a State's application complies with the 
requirements set forth in 31 CFR 
33.108(a)(2) and 45 CFR 155.1308(a)(2). 
If the Secretaries determine that an 
application is incomplete, the Secretary 
of HHS will send the State a written 
notice of the elements missing from the 
application. These proposed regulations 
provide that a preliminary 
determination that an application is 
complete does not preclude a finding 
during the 180-day Federal decision
making period that a necessary element 
of the application is missing or 
insufficient, rendering the application 
incomplete. 

These proposed regulations provide 
that a submitted application will not be 
considered received until the 
Secretaries have made this preliminary 
determination that the application is 
complete. This timing protocol is 
necessary to ensure that the Federal 
public notice and comment period and 
the 180-day Federal decision-making 
period are based on applications that 
the Secretaries preliminarily determine 
to be complete, and that all relevant 
information is available for review 
during those periods. · 

The proposed regulations provide 
that, upon a preliminary determination 
by the Secretaries that an application 
they have received is complete, as 
defined under these proposed 
regulations, the Secretary of HHS will 
send the State a written notice 

informing the State that the Secretaries 
have made such a preliminary 
determination, and the date upon which 
they have made that preliminary 
determination. That date will also mark 
the beginning of the Federal public 
notice and comment period and the 180-
day Federal decision-making period. 

Under the proposed regulations, an 
application for initial approval of a 
section 1332 waiver will not be 
considered complete unless the 
application: (1) Complies with the 
application procedures of 31 CFR 
33, 108(a)(2)(iv) and 45 CFR 
155. 1308(a)(2)(iv); (2) provides written 
evidence of the State's compliance with 
the public notice requirements set forth 
in 31 CFR 33.112 and 45 CFR 155.1312; 
and (3) provides all of the following: 

• A comprehensive description of the 
State legislation and program to 
implement a plan meeting the 
requirements for a waiver under section 
1332, as required under section 
1332(a)(1)(B)(i) of the Affordable Care 
Act; 

• A copy of the enacted State 
legislation authorizing such waiver 
request, as required under section 
1332(a)(1)(C) of the Affordable Care Act; 

• A list of the provisions of law that 
the State seeks to waive including a 
brief description of the reason for the 
specific requests ; and 

• The analyses, actuarial 
certifications, data, assumptions, targets 
and other information sufficient to 
provide the Secretaries with the 
necessary data to determine that the 
State's proposed waiver: 

+ Will, as required under section 
1332(b)(1)(A) of the Affordable Care Act 
(the comprehensive coverage 
requirement) , provide coverage that is at 
least as comprehensive as the coverage 
defined in section 1302(b) of the 
Affordable Care Act and offered through 
Exchanges established under Title I of 
the Affordable Care Act as certified by 
the Office of the Actuary of the Centers 
for Medicare and Medicaid Services 
based on sufficient data from the State 
and from comparable States about their 
experience with programs created by the 
Affordable Care Act and the provisions 
of the Affordable Care Act that would be 
waived; 

+ Will, as required under section 
1332(b)(1)(B) of the Affordable Care Act 
(the affordability requirement), provide 
coverage and cost sharing protections 
against excessive out-of-pocket 
spending that are at least as affordable 
as the provisions of Title I of the 
Affordable Care Act would provide; 

+ Will, as required under section 
1332(b)(1)(B)(C) of the Affordable Care 
Act (the scope of coverage requirement), 

provide coverage to at least a 
comparable number of its residents as 
the provisions of Title I of the 
Affordable Care Act would provide; and 

+ Will not, as prohibited under 
section 1332(b)(1)(D) of the Affordable 
Care Act (the Federal deficit 
requirement) , increase the Federal 
deficit. 

Section 1332(a)(3) of the Affordable 
Care Act requires that the Secretaries 
provide for an alternative means by 
which the aggregate amount of tax 
credits or cost-sharing reductions that 
would have been paid had the State not 
received a waiver, be paid to the State 
for purposes of implementing the 
waiver. This amount will be determined 
annually by the Secretaries, on a per 
capita basis , taking into consideration 
the experience of other States for 
participation in an Exchange and tax 
credits and cost-sharing reductions 
provided in such other States. 

To provide information necessary for 
the Secretaries to determine (1) that the 
State's proposed waiver meets the 
comprehensive coverage requirement, 
the affordability requirement, the scope 
of coverage requirement and the Federal 
deficit requirement and (2) the annual 
amount, if any, of foregone tax credits 
and cost-sharing reductions that will be 
paid to the State for purposes of 
implementing the waiver pursuant to 
section 1332(a)(3) of the Affordable Care 
Act, the proposed regulation requires 
that a State's application contain: 

(1) Actuarial analyses and actuarial 
certifications to support the State's 
estimates that the proposed waiver will 
comply with the comprehensive 
coverage requirement, the affordability 
requirement and the scope of coverage 
requirement. 

(2) Economic analyses to support the 
State's estimates that the proposed 
waiver will comply with the 
comprehensive coverage requirement, 
the affordability requirement, the scope 
of coverage requirement and the Federal 
deficit requirement, including: 

• A detailed 10-year budget plan that 
is deficit neutral to the Federal 
government, as prescribed in section 
1332(a)(l)(B)(ii) of the Affordable Care 
Act, and includes all costs under the 
waiver, including administrative costs 
and other costs to the Federal 
government, if applicable; and 

• A detailed analysis regarding the 
estimated impact of the waiver on 
health insurance coverage in the State. 

(3) The data and assumptions used to 
demonstrate that the State's proposal is 
in compliance with the comprehensive 
coverage requirement, the affordability 
requirement, Lhe scope of coverage 
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requirement and the Federal deficit 
requirement, including: 

• Information on the age, income, 
health expenses and current health 
insurance status of the relevant State 
population; the number of employers, 
categorized by number of employees 
and by whether the employer offers 
health insurance; cross-tabulations of 
these variables; and an explanation of 
data sources and quality; and 

• An explanation of the key 
assumptions and methodology used to 
develop the estimates of the effect of the 
waiver on health insurance coverage in 
the State and on the Federal budget, 
such as individual and employer 
participation rates, behavioral changes, 
premium and price effects, and other 
relevant factors. 

(4) Additional information supporting 
the State's J>roposed waiver, including: 

• An explanation as to whether the 
waiver increases or decreases the 
administrative burden on individuals, 
insurers, and employers, and if so, how 
and why; 

• An explanation of whether and how 
the waiver will affect the 
implementation of the provisions of the 
Affordable Care Act which the State is 
not requesting to· waive in the State and 
at the Federal level; 

• An explanation of how the waiver 
will affect residents who need to obtain 
health care services out-of-State, as well 
as the States in which such residents 
may seek such services; 

• If applicable, an explanation of how 
the State will provide the Federal 
government with all information 
necessary to administer lhe waiver at 
the Federal level; and 

• An explanation of how the State's 
proposal will address potential 
individual, employer, insurer, or 
provider compliance, waste, fraud and 
abuse within the State or in other States. 

(5) For purposes of post-award 
monitoring, suggested quarterly, annual, 
and cumulative targets for the 
comprehensive coverage requirement, 
the affordability requirement, the scope 
of coverage requirement and the Federal 
deficit requirement of section 1332(b) of 
the Affordable Care Act. 

(6) Other information consistent with 
guidance provided by the Secretaries. 

Under the proposed regulations, there 
is no minimum time specified between 
the submission of an application and 
start date of the waiver. However, we 
solicit comments on whether a State 
should be required to submit an 
application at least 12 months in 
advance of the requested effective date, 
in order to allow for the effective 
implementation of approved waivers at 
the State level. 

The requirement in the proposed 
regulation that a State provide certain 
analysis, certifications, data, 
assumptions, targets and other 
information as part of a section 1332 
waiver application is designed to ensure 
that a State's development of a waiver 
proposal addresses major relevant issues 
for the State and provides the 
Secretaries with sufficient information 
to fully assess the projected impact of 
section 1332 waiver proposals for the 
statutory requirements and to accurately 
determine the amount to be paid to the 
State for purposes of implementing the 
waiver under section 1332(a)(3) of the 
Affordable Care Act. The Secretaries 
also solicit comments regarding these 
proposed requirements, as well as what 
other types of analysis, certifications, 
data, assumptions, targets and 
information States would consider 
useful in supporting an application for 
a section 1332 waiver and whether these 
regulations should specifically require 
such additional analyses, certifications, 
data, assumptions, targets and 
information to be included as part of a 
section 1332 waiver application. 

Lastly, during the Federal review 
process, the proposed regulation 
provides that the Secretaries may 
request additional supporting 
information from the State as needed to 
address public comments or to address 
issues that arise in reviewing the 
application. 

D. State Public Notice Requirements (31 
CFR 33.112 and 45 CFR 155.1312) 

Consistent with the provisions of 
section 1332 of the Affordable Care Act, 
to facilitate public involvement in the 
review and approval of section 1332 
waiver applications, 31 CFR 33.112(a)(1) 
and 45 CFR 155.1312(a)(1) of the 
proposed regulations require a State to 
provide a public notice and comment 
period sufficient to ensure a meaningful 
level of public input for a section 1332 
waiver application prior to the 
submission of that application to the 
Secretary of HHS for review and 
consideration. In addition, the proposed 
regulations require a State with one or 
more Federally-recognized Indian tribes 
within its borders to consult with those 
Indian tribes in accordance with 
Executive Order 13175. 

Because meaningful input requires 
notice of the nature of the section 1332 
waiver application, as part of the State 
notice and comment period, the 
proposed regulations require a State to 
provide the public with the following 
prior to the submission of an 
application: 

• A comprehensive description of the 
section 1332 waiver application to be 

submitted to the Secretary of HHS, 
including information and assurances 
related to all statutory requirements and 
other information consistent with 
guidance provided by the Secretaries; 

• Where copies of the section 1332 
waiver application are available for 
public review and comment; 

• How and where written comments 
may be submitted and reviewed by the 
public, and the timeframe during which 
public comments may be submitted; and 

• The location, date and time of 
public hearings that will be convened 
by the State to seek public input on the 
section 1332 waiver application. 

31 CFR 33.112(a)(2) and 45 CFR 
155.1312(a)(2) of the proposed 
regulations require States to conduct 
public hearings that provide interested 
parties with the opportunity to learn 
about and comment on the contents of 
the section 1332 waiver application. 

The State public notice and comment 
process must comply with applicable 
civil rights rules for accessibility, which 
require, for example-

• The provision of auxiliary aids and 
services such as interpreters for persons 
wilh disabilities where necessary for 
effective communication; 

• The use of accessible meeting 
places for the hosting of public forums 
provided for in the Rule; 

• Reasonable steps to provide 
meaningful access for limited English 
proficient (LEP) persons, such as the 
inclusion of"tag lines" on State web 
sites containing phone numbers for LEP 
persons to call to reach "language line" 
interpreters for assistance; and 

• Other civil rights requirements 
applicable to the States under the 
Americans with Disabilities Act, section 
504 of the Rehabilitation Act of 1973 
and Title VI of the Civil Rights Act of 
1964, among others. 

E. Federal Public Notice and Approval 
Process (31 CFR 33.116 and 45 CFR 
155.1316) 

Consistent with section 1332 of the 
Affordable Care Act and the Secretaries' 
desire to implement a State waiver 
application process that promotes 
transparency, facilitates public 
involvement and input, and encourages 
sound decision-making at all levels of 
government, 31 CFR 33.116 and 45 CFR 
155.1316 of the proposed regulations 
provide for a Federal public notice and 
comment period following a 
preliminary determination by the 
Secretaries that a State's application for 
a section 1332 waiver is complete. As 
required by section 1332 of the 
Affordable Care Act, the Federal notice 
and comment period is designed to 
ensure a meaningful level of public 
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input, while avoiding the imposition of 
requirements that are in addition to, or 
duplicative of, those imposed under the 
AP A or that are unreasonable or 
unnecessarily burdensome for State 
compliance. 

To facilitate public participation in 
the section 1332 waiver application 
process , the proposed regulations 
require the Secretary of HHS to provide 
the public with notice of a section 1332 
waiver application that has been 
preliminarily determined to be 
complete, including any supplemental 
materials received from a State during 
the Federal public notice and comment 
period, as well as regular updates for the 
status of a State's section 1332 waiver 
application. In addition, the Secretary of 
HHS will provide the public with 
information relating to (A) where copies 
of the section 1332 waiver application 
are available for public review and 
comment; (B) how and where written 
comments may be submitted and 
reviewed by the public, and the 
timeframe during which comments may 
be submitted; and (C) any public 
comments received during the Federal 
public notice and comment period. 

Following the conclusion of the 
Federal notice and comment period, but 
in no event later than 180 days 
following the preliminary determination 
by the Secretaries that a State's 
application for a section 1332 waiver is 
complete, the final decision of the 
Secretaries on a State's section 1332 
waiver application will be issued by the 
Secretary of HHS. 

F. Monitoring and Compliance (31 CFR 
33.120 and 45 CFR 155.1320) 

As section 1332 waivers are likely to 
a have a significant impact on 
individuals, States and the Federal 
government, the proposed regulations 
establish processes and methodologies 
to ensure that the Secretaries receive 
adequate and appropriate information 
regarding the effectiveness of section 
1332 waivers (consistent with section 
1332(a)(4)(B)(iv) of the Affordable Care 
Act). 

Under 31 CFR 33.120(a) and 45 CFR 
155.1320(a) of the proposed regulations, 
a State is required to comply with all 
applicable Federal laws, regulations, 
policy statements and Departmental 
guidance unless a law or regulation has 
specifically been waived. Further, the 
proposed regulations require a State to 
come into compliance with any changes 
in Federal law, regulation, or policy 
affecting section 1332 waivers within 
the timeframes specified in law, 
regulation , interpretive policy, or 
guidance, unless the provision being 
changed is expressly waived, and to 

comply with the terms and conditions 
of the agreement entered into between 
the Secretaries and the State to 
implement a section 1332 waiver, or the 
section 1332 waiver will be suspended 
or terminated in whole or in part by the 
Secretaries. 

Under 31 CFR 33.120(b) and 45 CFR 
155.1320(b) of the proposed regulations, 
as part of the terms and conditions of 
any section 1332 waiver, a State must 
conduct periodic reviews related to the 
implementation of the waiver. The 
Secretaries will review, and when 
appropriate investigate, documented 
complaints that a State is failing to 
materially comply with requirements 
specified in the terms and conditions of 
the section 1332 waiver. In addition, the 
Secretaries will share with the State any 
complaint that has been received, and 
notify the State of any applicable 
monitoring and compliance issues. 

Under 31 CFR 33.120(c) and 45 CFR 
155.1320(c) of the proposed regulations, 
to ensure continued public input after 
the initial 6 months of the waiver's 
implementation, and annually 
thereafter, States are required to hold a 
public forum at which members of the 
public have an opportunity to provide 
comments on the progress of the section 
1332 waiver. The proposed regulation 
further requires States to include a 
summary of this forum to the Secretary 
of HHS as part of the quarterly and 
annual reporting requirements under 31 
CFR 33.124 and 45 CFR 155.1324. 

Under 31 CFR 33.120(c)(1) and 45 
CFR 155.1320(c)(1) of the proposed 
regulations, States are required to 
publish the date, time, and location of 
the public forum in a prominent 
location on the State's public Web site 
at least 30 days prior to the date of the 
planned public forum. 

Under 31 CFR 33.120(d) and 45 CFR 
155.1320(d) of the proposed regulations, 
the Secretaries reserve the right to 
suspend or terminate a section 1332 
waiver, in whole or in part, any time 
before the date of expiration, if the 
Secretaries determine that the State has 
materially failed to comply with the 
terms and conditions of the section 1332 
waiver. In the event that all or a portion 
section 1332 waiver is terminated or 
suspended by the Secretaries, or if all or 
a portion of the section 1332 waiver is 
withdrawn, Federal funding is limited 
to normal closeout costs associated with 
an orderly termination of the section 
1332 waiver, as described in 31 CFR 
33.120(e) and 45 CFR 155.1320(e). 

Under 31 CFR 33.120(1) and 45 CFR 
155.1320(f) of the proposed regulations, 
in the event that the Secretaries 
undertake an independent evaluation of 
any component of the section 1332 

waiver, the State must cooperate fully 
with the Secretaries or the independent 
evaluator selected by the Secretaries. 
This cooperation includes, but is not 
limited to , the submission of all 
necessary data and information to the 
Secretaries or the independent 
evaluator. 

G. State Reporting Requirements {31 
CFR 33.124 and 45 CFR 155.1324) 

Section 1332 of the Affordable Care 
Act requires that the Secretaries provide 
for a procedure for the periodic 
submission of reports by a State 
concerning the implementation of the 
program under a section 1332 waiver. 

In order for the Secretaries to 
effectively monitor the implementation 
of a waiver, the proposed regulations 
require a State to submit a quarterly 
progress report in accordance with the 
terms and conditions of the State's 
section 1332 waiver. States are also 
required to submit an annual report, as 
described in 31 CFR 33.124(b) and 45 
CFR 155.1324(b), documenting the 
following: 

• The progress ofthe section 1332 
waiver; 

• Data on compliance with section 
1332(b)(1)(A) through (D) of the 
Affordable Care Act; 

• A summary of the annual post
award public forum, including all 
public comments received regarding the 
progress of the section 1332 waiver and 
action taken in response to such 
concerns or comments; and 

• Other information consistent with 
the State's approved terms and 
conditions. 

Under 31 CFR 33.124(c) and 45 CFR 
155.1324(c) of the proposed regulations, 
States are required to submit a draft 
annual report to the Secretary of Health 
and Human Services no later than 90 
days after the end of each waiver year. 
Within 60 days ofreceipt of comments 
from the Secretary of Health and Human 
Services, a State is required to submit a 
fmal annual report for the waiver year 
to the Secretary of Health and Human 
Services. Finally, a State is required to 
publish the draft and final annual 
reports on the State's public Web site. 

The Secretaries intend to issue future 
guidance under section 1332 regarding 
periodic reports. 

H. Periodic Evaluation Requirements 
(31 CFR 33.128 and 45 CFR 155.1328) 

Section 1332 of the Affordable Care 
Act requires that the Secretaries provide 
for a procedure for the periodic 
evaluation of section 1332 waivers by 
the Secretary or Secretaries with 
jurisdiction over the provisions for 
which the waiver was granted. These 
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proposed regulations require that each 
periodic evaluation shall include a 
review of all annual reports submitted 
by the State in accordance with 45 CFR 
155.1324 and 31 CFR 33.124 that relate 
to the period of time covered by the 
evaluation. 

As part of this proposed regulation, 
the Secretaries are soliciting public 
comments regarding specific 
components of the periodic evaluation 
of a section 1332 waiver. Potential 
components of a periodic evaluation 
could include, but not be limited to, the 
impact of the waiver on the following: 

• Choice of health plans for 
individuals and employers; 

• Stability of coverage for individuals 
and employers; 

• Small businesses, individuals with 
pre-existing conditions, and the low
income population; 

• The overall health cate system in 
the State; and 

• Other States and the Federal 
government. 

The Secretaries intend to issue future 
guidance under section 1332 regarding 
periodic evaluations. 

ill. Collection of Information 
Requirements 

Under the Paperwork Reduction Act 
of 1995, the Departments are required to 
provide notice in the Federal Register 
and solicit public comment before a 
collection of information requirement is 
approved by the Office of Management 
and Budget (OMB). 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 the 
Departments solicit comment on the 
following issues: 

• The need for the information 
collection and its usefulness in carrying 
out the proper functions of the 
Departments. 

• The accuracy of the Departments' 
estimate of the information collection 
burden. 

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

• Recommendations to minimize the 
information collection burden on the 
affected public, including automated 
collection techniques. 

The Departments have no way to 
accurately quantify the burden until the 
provisions that section 1332 authorizes 
the Secretaries to waive pursuant to an 
application by a State take effect in 
2014. The Departments are soliciting 
public comments on the annual number 
of waiver applications that the 
Departments may receive, and will 
reevaluate this issue in future guidance. 
With that said, the Departments have 

developed estimates of the burden 
associated with information collection 
requirements in this proposed 
regulation. 

The Departments are soliciting public 
comment on each of these issues for the 
following sections of this document that 
contain information collection 
requirements (ICRs): 

A. ICRs Regarding Application 
Procedures (31 CFR 33.108 and 45 CFR 
155.1308} 

31 CFR 33.108 and 45 CFR 155.1308 
of the proposed regulations establish the 
application process for section 1332 
waivers. A State's application for 
approval of a section 1332 waiver must 
be submitted to CMS as both printed 
and electronic documents. Paragraph 
(a)(2)(iv) of 31 CFR 33 .108 and 45 CFR 
155.1308 specify that applications for a 
section 1332 waiver will not be 
considered complete if they do not 
contain written evidence of compliance 
with the State public notice and 
comment process described in 31 CFR 
33.112 and 45 CFR 155.1312, as well as 
the information specified in paragraph 
(a)(2)(iv)(C) and (D) of 31 CFR 33.108 
and 45 CFR 155.1308. 

The burden associated with the 
requirements in 31 CFR 33 .108 and 45 
CFR 155.1308 is the time and effort 
necessary for a State to develop and 
submit a complete application for a 
section 1332 waiver. The Departments 
estimate that it will take 200 hours for 
a State to develop and submit a 
complete section 1332 waiver 
application, at a total cost of $4,134. 

B. ICRs Regarding State Public Notice 
Requirements (31 CFR 33.112 and 45 
CFR 155.1312} 

Paragraph (a)(1) of 31 CFR 33.112 and 
45 CFR 155.1312 of the proposed 
regulations require a State to provide a 
public notice and comment period 
regarding applications for section 1332 
waivers. 31 CFR 33.112 and 45 CFR 
155.1312 specify that prior to 
submitting an application to HHS and 
Treasury for a section 1332 waiver, the 
State must provide a public notice and 
comment period sufficient to ensure a 
meaningful level of public input. The 
public notice must address the 
information requirements listed in 
paragraphs (b)(l) through (4) of 31 CFR 
33 .112 and45 CFR 155.1312. 

The burden estimate associated with 
this requirement is the time and effort 
necessary to develop and publish a 
public notice that complies with the 
aforementioned information 
requirements. The Departments estimate 
that each State submitting an 
application for a section 1332 waiver 

will require 40 hours to comply with the 
requirements in this section, at a total 
cost of $827 per State. 

Paragraph [c) of31 CFR 33.112 and 45 
CFR 155.1312 specify that after issuing 
the public notice and prior to 
submitting an application for a section 
1332 waiver, a State must conduct 
public hearings regarding the State's 
waiver application. The minimum 
burden associated with this requirement 
is the time and effort necessary for a 
State to conduct public hearings prior to 
submitting an application for a section 
1332 waiver. While this requirement is 
subject to the PRA, the Departments 
believe the associated burden is exempt 
under 5 CFR 1320.3(h)(4). Facts or 
opinions submitted in response to 
general solicitations of comments from 
the public, published in the Federal 
Register or other publications , 
regardless of the form or format thereof, 
provided that no person is required to 
supply specific information pertaining 
to the commenter, other than that 
necessary for self-identification, as a 
condition ofthe agency's full 
consideration of the comment are not 
subject to the PRA. 

Paragraph (a)(2) of31 CFR 33.112 and 
45 CFR 155.1312 require States with one 
or more federally-recognized Indian 
tribes to consult with such tribes before 
submitting a section 1332 waiver 
application. Paragraph (a)(2)(iv)(B) of 31 
CFR 33.108 and 45 CFR 155.1308 
explain that documentation of the 
State's public notice, which 
incorporates this consultation, must be 
included in the waiver application. 

The burden associated with these 
requirements is both the time and effort 
necessary for a State to conduct its tribal 
consultations and the time and effort 
necessary to notify CMS of the State's 
compliance with paragraph (a)(2)(iv)(B) 
of 31 CFR 33.108 and 45 CFR 155.1308. 
The Departments estimate that each 
State submitting an application for a 
section 1332 waiver will require 40 
hours to both conduct its tribal 
consultations and to submit the 
aforementioned evidence to CMS, at a 
total cost of $82 7. 

C. ICRs Regarding Monitoring and 
Compliance (31 CFR 33.120 and 45 CFR 
155.1320} 

31 CFR 33.120 and 45 CFR 155.1320 
of the proposed regulations require 
States to periodically perform reviews of 
the implementation of the section 1332 
waiver. The Departments estimate that it 
will take a State 40 hours annually to 
periodically review the waiver's 
implementation, at a total cost of $827. 

Paragraph (c) of31 CFR 33.120 and 45 
CFR 155.1320 of the proposed 
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regul ations furth er spec ifi es tha t at leas t 
6 months a fter the implementa ti o n da te 
of the waiver and annuall y the rea fte r, 
th e Sta le must hold a publi c fo rum to 
solicit comments on th e progress of a 
section 1332 waiver. As p roposed in 
paragrap h (c)(l) of 31 CFR 33.120 and 
45 CFR 155.1320, the Stale must pub I ish 
the date, time, and loca tion of th e publi c 
forum in a prominent location on th e 
State's public Web site, at least 30 days 
pri or to the da te of th e pl anned publi c 
forum. 

The bu rden associu tcd with th ese 
provi sions includes th e time and e [for t 
necessary to conduct the publi c meeting 
and the tim e and effo rt necessary for a 
Sta te to publish the d a te , lime, and 
loca tion of th e publi c forum in il 
prominent loca tion on th e State's public 
Web si te , at least 30 days prior to the 
date of the pl anned publi c fo rum. Whil e 
these requirements are subject to the 
PRA, tho Departments beli eve the 
associated burde n is exempt from th e 
PRA. As disc ussed previ ousl y in thi s 
co ll ection, facts or opinions submitted 
in response to genera l soli c ita ti ons o f 
comm ents from th o publi c , publi sh ed in 
th o Federal Register or other 
publ ication s , regardl ess of the form or 
formal thereo f, prov ided that no person 
is required to suppl y specifi c 
informati on pertaining to the 
commente r, other than that necessary 
for self- identifi cation, as a condition of 
the agency's full consideration of the 
comment are not subject to th e PRA. 
There fo re , the burden associa ted with 
the ann ual publi c hearing requireme nt 
is exe mpt. Similarly, the Departments 
be lieve the t ime and effort necessary for 
a Sta le to publish the date , time , and 
location of the public forum in a 
prominent location on th e Sta te's publi c 
Web s ite is a burden that would be 
incurred in the course of usu11l anci 
customary Sta le bus iness practi ces and 

is th ere fore exe mpt from th e PRA under 
5 CFR 1320.3 (b)(3). 

D. ICRs Regarding Stole Reporting 
Requirem ents (.31 CFR 33. 124 and 45 
CFR 155.1.324) 

Paragraph (a) of31 CFR 33.124 and 45 
CFR 155.13 24 of the proposed 
regulati ons requires States to submit 
quarterly reports to CMS in accordance 
with the terms and conditions of a 
Stat e 's approved sec tion 1332 waiver. 
The hurd r. n assoc iated with this 
reporting requirement is th e tim e and 
e ffort necessa ry to submit quart erly 
reports to CMS. The Departments 
estimate that it will take 10 h ours per 
quarter for each Sta te to compl y with 
this reporting requirement, for a total of 
40 huurs per year . at H total annual cost 
of $827. 

Paragraph (b) of 31 CFR 33.124 and 45 
CFR 155 .1324 of th e proposed 
regulations requires Stales to submit 
annual reports to CMS doc um enting th e 
inform ati on li s ted in paragfilph (b)(1) 
through (4) of 31 CFR 33.124 and 45 
CFR 155 .1324. As part of the submi ssion 
process , pa ragraph (c) of 31 CFR 33 .124 
and 45 CFR 155.1324 requires States to 
submit draft annu al reports to CMS no 
later than 90 days after the end of each 
wa iver year, or as spec ifi ed in the 
State's te rm s and conditi ons. The 
burden associated with this reporting 
requirement is the time and effort 
necessa ry to su bmit dra ft annual reports 
to CMS. The Departments es timate thai 
it will take 24 h ours for each Stale to 
compl y with th is reporting requirement , 
at a total cost of $496. 

Paragraph (c)(1) of 31 CFR 33.1 24 and 
45 CFR 155 .1324 of tho proposed 
regulations spec ifics th at within GO days 
of receipt of comments fTOm CMS , the 
Stale mu st s ubmit to CMS th e final 
annual n'! port for the w~iver yea r. While~ 
thi s requirement is subjec t to th e PRA, 

the Depar tm ents be li eve the assoc ia ted 
burden is exe mpt under 5 CFR 
1320. 3(h) (9). f ac ts or opin ions ob ta ined 
or soli c ited Lhrough non-s ta nd ardi:;:od 
follow-up questi ons des ign ed to cla rify 
res ponses to a pproved collec tions of 
inform ati on am not subj ect to th e PRA. 

Pa ragraph (c)( Z) of 31 CfR 33 .124 and 
45 CFR 155 .1324 of the proposed 
regula ti ons speci fy th a t th e d ril ft a nd 
final an nu al reports m us t be publi shed 
on the S ta te's publi c Web s it e. The 
burden assoc iated with thi s is th e tim e 
and e ffort requi red for a Sta te to p os t th e 
aforemen tioned info rmation on the 
Sta te's p ubli c Web site. The 
Departments es timate tha t it w ill take 2 
hours for each Stale to com p ly w ith th is 
requirement, a t a tota l cost of $42. 

E. ICHs Regarding Periodic Evaluation 
Requirem ents (31 CFR 33. 128 and 45 
CFR 155. 1328) 

31 CFR 33 .128 and 45 CFR 155 .1328 
of th e proposed regul ations spec ify th at 
the Secre tary of Hea lth and Hu man 
Serv ices and th e Secreta ry of the 
Treas ury shall pe riod ica ll y evaluat e th e 
implement a ti on of sec tion 1332 wa ivers . 
One potent ia l opti on for sa ti sfy ing thi s 
requirement is for a Sta te to des ign and 
co ndu ct an evaluati on , w ith Federal 
approval o f tho eva lua ti on des ign and 
inte rim and fin al reports. Tho burden 
associated with thi s approach i.s the 
time and effort necessary to des ign and 
exec ute a n eva lua ti on for a secti on 1332 
w aiver. The Departm ent s es t imale th a t i I 
will take a Sta te 80 hours to develop an 
eva luati on des ign, 80 hours to develop 
and submit an int erim eva luat ion repDrl, 
and 36 hours to pu bli sh CMS-approvod 
eva luati ons on a Sta te's publi c Web si te. 
The Departme nt s es timate th at it w ill 
take a Stale 196 ho urs over th o co urse 
of a !i-year Wfl ive r te rm tn cn rnplc~ t e 
those activ iti es a t a tota l cost of $'1 ,051. 

TABLE 1-ESTIMATED ANNUAL RECORDKEEPING AND REPORTING BURDEN 

Tota l Hourly Tota l labor Total cap-
OMB Respond- Burden per annual labor cost of itallmainfe· Total cost Regulation section(s) control ents Responses response burden cost of reporting nance ($) No. (hours) reponing costs (hours) (S) ($) ($ ) 

31 CFR 33.108 and 45 CFR 155.1308 .... 0938-New X 1 200 n/a 20.67 n/a 0 n/a 
Paragraph (a)( 1) of 31 CFR 33.112 and 0938-New X 1 40 n/a 20.67 n/a 0 n/a 

45 CFR 155.1312. 
Paragraph (a)(2) of 31 CFR 33.112 and 0938-New X 1 40 n1a 20.67 nla 0 nla 

45 CFR 155.1312. 
Paragraph (b)( 1) of 31 CFR 33. 120 and 0938-New X 1 40 n/a 20.67 n/a 0 n/a 

45 CFR 155.1320. 
Paragraph (a) ol 31 CFR 33.124 and 45 0938-New X 4 10 n/a 20.67 n/a 0 n/a 

CFR 155.1324. 
Paragraph (b) of 31 CFR 33.124 and 45 0938-New X 1 24 n/a 20.67 n/a 0 n/a 

CFR 155.1324. 
Paragraph (c)(2) of 31 CFR 33.124 and 0938-New X t 2 n/a 20.67 n/a 0 n/a 

45 CFR 155.1324. 
31 CFR 33.128 and 45 CFR 155.1328 .... . 0938- New X t 196 n/a 20.67 n/a 0 nla 

Total .. ...... ... ..... .. ... ... ... .... ... .. ........... .... . .... ... .. ..... .... X 10 ...... ........... nla . .... ......... ... . nla 0 nla 
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If you comment on these information 
collection and recordkeeping 
requirements, please do either of the 
following: 

1. Submit your comments 
electronically as specified in the 
ADDRESSES section of this proposed rule; 
or 

2. Submit your comments to the 
Office of Information and Regulatory 
Affairs, Office of Management and 
Budget, Attention: CMS Desk Officer 
[CMS-9987-P); Fax: (202) 395-6974; or 
E-mail: OIRA _submission@omb.eop.gov. 

An agency may not conduct or 
sponsor, and a person is not required to 
respond to, a collection of information 
unless it displays a control number 
assigned by OMB. 

IV. Response to Comments 
Because of the large number of public 

comments the Departments normally 
receive on Federal Register documents, 
the Departments are not able to 
acknowledge or respond to them 
individually. The Departments will 
consider all comments the Departments 
receive by the date and time specified 
in the DATES section of this preamble, 
and, when the Departments proceed 
with a subsequent document, the 
Departments will respond to the 
comments in the preamble to that 
document. 

V. Regulatory Impact Statement 
The Departments have examined the 

impacts of this proposed rule as 
required by Executive Order 13563 on 
Improving Regulation and Regulatory 
Review (January 18, 2011), Executive 
Order 12866 on Regulatory Planning 
and Review (September 30, 1993), the 
Regulatory Flexibility Act (RF A) (5 
U.S.C. 601 et seq.), section 202 of the 
Unfunded Mandates Reform Act of 1995 
(Pub. L. 104-4), Executive Order 13132 
on Federalism (August 4, 1999), and the 
Congressional Review Act (5 U.S.C. 
804(2)). 

Executive Order 12866 directs 
agencies to assess all costs and benefits 
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). This rule has been 
designated a "significant regulatory 
action" although not economically 
significant, under section 3(f) of 
Executive Order 12866. Accordingly, 
the rule has been reviewed by the Office 
of Management and Budget. 

The RF A requires agencies to analyze 
options for regulatory relief for small 
entities, if a rule has a significant impact 

on a substantial number of small 
entities. For purposes of the RF A, small 
entities include small businesses, 
nonprofit organizations, and small 
governmental jurisdictions. Most 
hospitals and most other health care 
providers and suppliers are small 
entities, either by being nonprofit 
organizations or by meeting the SBA 
definition of a small business and 
having revenues of less than $7 million 
to $34.5 million in any 1 year. (For 
details, see the Small Business 
Administration's final rule that set forth 
size standards for health care industries, 
at 65 FR 69432, November 17, 2000.) 
Individuals and States are not included 
in the definition of a small entity. The 
Departments are not preparing an 
analysis for the RFA because the 
Departments have determined, and the 
Secretaries certify, that this proposed 
rule will not have a significant impact 
on a substantial number of small 
entities. 

Section 202 of the Unfunded 
Mandates Reform Act of 1995 (UMRA) 
(Pub. L. 104-4) also requires that 
agencies assess anticipated costs and 
benefits before issuing any rule whose 
mandates require spending in any 1 year 
of $100 million in 1995 dollars, updated 
annually for inflation. In 2011, that 
threshold is approximately $136 
million. Because this rule does not 
mandate State participation in section 
1332 waivers, there is no obligation for 
the State to make any change to their 
existing programs. As a result, there is 
no mandate for the State. Therefore, the 
Departments estimate this rule will not 
mandate expenditures in the threshold 
amount of $136 million in any 1 year. 

Executive Order 13132 establishes 
certain requirements that an agency 
must meet when it promulgates a 
proposed rule (and subsequent final 
rule) that imposes substantial direct 
requirement costs on State and local 
governments, preempts State law, or 
otherwise has Federalism implications. 
Since this regulation would not impose 
costs on State or local governments, the 
requirements of Executive Order 13132 
are not applicable. In accordance with 
the provisions of Executive Order 
12866, this regulation was reviewed by 
the Office of Management and Budget. 

List of Subjects 

31 CFR Part 33 

Health care, Health insurance, 
Reporting and recordkeeping 
requirements. 

45 CFR Part 155 
Health care, Health insurance , 

Reporting and recordkeeping 
requirements. 

Department of the Treasury 

31 CFR Subtitle A 

For the reasons set forth in the 
preamble, the Department of the 
Treasury proposes to amend 31 CFR 
subtitle A to add new part 33 to read as 
follows: 

PART 33-WAIVERS FOR STATE 
INNOVATION 

Sec. 
33.100 Basis and purpose. 
33.102 Coordinated waiver process. 
33.104 Definitions. 
33.108 Application procedures. 
33.112 State public notice requirements. 
33.116 Federal public notice and approval 

process. 
33.120 Monitoring and compliance. 
33.124 State reporting requirements. 
33.128 Periodic evaluation requirements. 

Authority: Sec. 1332, Pub. L. 111- 148, 124 
Stat. 119 

§33.1 00 Basis and purpose. 
(a) Statutory basis. This part 

implements provisions of section 1332 
of the Patient Protection and Affordable 
Care Act (Affordable Care Act), Public 
Law 111-148, relating to Waivers for 
State Innovation, which the Secretary 
may authorize for plan years beginning 
on or after January 1, 2017. Section 1332 
ofthe Affordable Care Act requires the 
Secretary to issue regulations that 
provide for all of the following: 

(1) A process for public notice and 
comment at the State level, including 
public hearings, sufficient to ensure a 
meaningful level of public input. 

(2) A process for the submission of an 
application that ensures the disclosure 
of all of the following: 

(i) The provisions of law that the State 
involved seeks to waive. 

(ii) The specific plans of the State to 
ensure that the waiver will meet all 
requirements specified in section 1332 
of the Affordable Care Act. 

(3) A process for the provision of 
public notice and comment after a 
waiver application is received by the 
Secretary of Health and Human 
Services, that is sufficient to ensure a 
meaningful level of public input and 
that does not impose requirements that 
are in addition to, or duplicative of, 
requirements imposed under the 
Administrative Procedures Act, or 
requirements that are unreasonable or 
unnecessarily burdensome with respect 
to State compliance. 

(4) A process for the submission of 
reports to the Secretary by a State 
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relating to the implementation of a 
waiver. 

(5) A process for the periodic 
evaluation by the Secretary of programs 
under waivers. 

(b) Purpose. This part sets forth 
certain procedural requirements for 
Waivers for State Innovation under 
section 1332 of the Affordable Care Act. 

§ 33.1 02 Coordinated waiver process. 

(a) Coordination with applications for 
waivers under other Federal laws. A 
State may submit a single application to 
the Secretary of Health and Human 
Services for a waiver under section 1332 
of the Affordable Care Act and a waiver 
under one or more of the existing waiver 
processes applicable under titles XVIII, 
XIX, and XXI of the Social Security Act, 
or under any other Federal law relating 
to the provision of health care items or 
services, provided that such application 
is consistent with the procedures 
described in this part, the procedures 
for section 1115 demonstrations, if 
applicable, and the procedures under 
any other applicable Federal law under 
which the State seeks a waiver. 

(b) Coordinated process for section 
1332 waivers. A State seeking a section 
1332 waiver must submit a waiver 
application to the Secretary of Health 
and Human Services. Any application 
submitted to the Secretary of Health and 
Human Services that requests to waive 
sections 36B, 4980H, and 5000A of the 
Internal Revenue Code, in accordance 
with section 1332(a)(2)(D) of the 
Affordable Care Act, shall upon receipt 
be transmitted by the Secretary of 
Health and Human Services to the 
Secretary to be reviewed in accordance 
with 31 CFR part 33. 

§33.104 Definitions. 
For the purposes of this part: 
Complete application means an 

application that has been submitted and 
for which the Secretary and the 
Secretary of Health and Human Services 
have made a preliminary determination 
that it includes all required information 
and satisfies all requirements that are 
described in§ 33 .108(a)(2)(iv). 

Public notice means a notice issued 
by a government agency or legislative 
body that contains sufficient detail to 
notify the public at large of a proposed 
action consistent with§ 33.112. 

Section 1332 waiver means a Waiver 
for State Innovation under section 1332 
of the Affordable Care Act. 

§ 33.1 08 Application procedures. 
(a) Initial waiver applications-(1) 

Acceptable formats for applications. (i) 
Applications for initial approval of a 
section 1332 waiver shall be submitted 

in both printed and electronic formats to 
the Secretary of Health and Human 
Services. 

(ii) [Reserved) 
(2) Guidelines for applications. (i) 

Each application for a section 1332 
waiver will be subject to a preliminary 
review by the Secretary and the 
Secretary of Health and Human 
Services, who will make a preliminary 
determination that the application is 
complete. A submitted application will 
not be deemed received until the 
Secretary and the Secretary of Health 
and Human Services have made the 
preliminary determination that the 
application is complete. 

(A) The Secretary and the Secretary of 
Health and Human Services will 
complete the preliminary review of the 
application within 45 days after it is 
submitted. 

(B) If the Secretary and the Secretary 
of Health and Human Services 
determine that the application is not 
complete, the Secretary of Health and 
Human Services will send the State a 
written notice ofthe elements missing 
from the application. 

(C) The preliminary determination 
that an application is complete does not 
preclude a finding during the 180-day 
Federal decision-making period that a 
necessary element of the application is 
missing or insufficient. 

(ii) Upon making the preliminary 
determination that an application is 
complete, as defined in this part, the 
Secretary of Health and Human Services 
will send the State a written notice 
informing the State that the Secretary 
and the Secretary of Health and Human 
Services have made such a preliminary 
determination. That date will also mark 
the beginning of the Federal public 
notice process and the 180-day Federal 
decision-making period. 

(iii) Upon receipt of a complete 
application for an initial section 1332 
waiver, the Secretary of Health and 
Human Services will-

(A) Make available to the public the 
application, and all related State 
submissions, including all supplemental 
information received from the State 
following the receipt of a complete 
application for a section 1332 waiver. 

(B) Indicate the status of the 
application. 

(iv) An application for initial approval 
of a section 1332 waiver will not be 
considered complete unless the 
application meets all of the following 
conditions: 

(A) Complies with paragraph (a) of 
this section. 

(B) Provides written evidence of the 
State's compliance with the public 

notice requirements set forth in 
§ 33.112. 

(C) Provides all of the following: 
(1) A comprehensive description of 

the State legislation and program to 
implement a plan meeting the 
requirements for a waiver under section 
1332; 

(2) A copy of the enacted State 
legislation authorizing such waiver 
request, as required under section 
1332(a)(1)(C) ofthe Affordable Care Act; 

(3) A list of the provisions of law that 
the State seeks to waive, including a 
brief description of the reason for the 
specific requests; and 

(4) The analyses, actuarial 
certifications, data, assumptions, 
analysis, targets and other information 
set forth in paragraph (a)(2)(iv)(D) of this 
section sufficient to provide the 
Secretary and the Secretary of Health 
and Human Services with the necessary 
data to determine that the State's 
proposed waiver: 

(i) Will, as required under section 
1332(b)(1)(A) of the Affordable Care Act 
(the comprehensive coverage 
requirement), provide coverage that is at 
least as comprehensive as the coverage 
defined in section 1302(b) of the 
Affordable Care Act and offered through 
Exchanges established under the 
Affordable Care Act as certified by the 
Office of the Actuary of the Centers for 
Medicare and Medicaid Services based 
on sufficient data from the State and 
from comparable States about their 
experience with programs created by the 
Affordable Care Act and the provisions 
of the Affordable Care Act that the State 
seeks to waive; 

(ii1 Will, as required under section 
1332(b)(1)(B) of the Affordable Care Act 
(the affordability requirement), provide 
coverage and cost sharing protections 
against excessive out-of-pocket 
spending that are at least as affordable 
as the provisions of Title I of the 
Affordable Care Act would provide; 

(iii) Will, as required under section 
1332(b)(1)(C) of the Affordable Care Act 
(the scope of coverage requirement) , 
provide coverage to at least a 
comparable number of its residents as 
the provisions of Title I of the 
Affordable Care Act would provide; and 

(iv) Will not, as prohibited under 
section 1332(b)(1)(D) of the Affordable 
Care Act (the Federal defi cit 
requirement), increase the Federal 
deficit. 

(D) Contains the following supporting 
information: 

(1) Actuarial analyses and actuarial 
certifications. Actuarial analyses and 
actuarial certifications to support the 
State's estimates that the proposed 
waiver will comply with the 
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comprehensive coverage requirement, 
the affordability requirement, and the 
scope of coverage requirement. 

(2) Economic analyses. Economic 
analyses to support the State's estimates 
that the proposed waiver will comply 
with the comprehensive coverage 
requirement, the affordability 
requirement, the scope of coverage 
requirement and the Federal deficit 
requirement, including: 

(i) A detailed 10-year budget plan that 
is deficit neutral to the Federal 
government, as prescribed by section 
1332(a)(1)(B)(ii) of the Affordable Care 
Act, and includes all costs under the 
waiver, including administrative costs 
and other costs to the Federal 
government, if applicable; and 

(ii1 A detailed analysis regarding the 
estimated impact of the waiver on 
health insurance coverage in the State. 

(3) Data and assumptions. The data 
and assumptions used to demonstrate 
that the State's proposed waiver is in 
compliance with the comprehensive 
coverage requirement, the affordability 
requirement, the scope of coverage 
requirement and the Federal deficit 
requirement, including: 

(i) Information on the age, income, 
health expenses and current health 
insurance status of the relevant State 
population; the number of employers by 
number of employees and whether the 
employer offers insurance; cross
tabulations of these variables; and an 
explanation of data sources and quality; 
and 

(ii) An explanation of the key 
assumptions used to develop the 
estimates of the effect of the waiver on 
coverage and the Federal budget, such 
as individual and employer 
participation rates , behavioral changes, 
premium and price effects, and other 
relevant factors. 

(4) Additional information. 
Additional information supporting the 
State's proposed waiver, including: 

(I1 An explanation as to whether the 
waiver increases or decreases the 
administrative burden on individuals, 
insurers, and employers , and if so, how 
and why; 

(ii) An explanation of how the waiver 
will affect the implementation of the 
provisions of the Affordable Care Act 
which the State is not requesting to 
waive in the State and at the Federal 
level; 

(iii) An explanation of how the waiver 
will affect residents who need to obtain 
health care services out-of-State, as well 
as the States in which such residents 
may seek such services; 

(iv) If applicable, an explanation as to 
how the State will provide the Federal 
government with all information 

necessary to administer the waiver at 
the Federal level; and 

(v) An explanation of how the State's 
proposal will address potential 
individual, employer, insurer, or 
provider compliance, waste, fraud and 
abuse within the State or in other States. 

(5) Reporting targets. Quarterly, 
annual, and cumulative targets for the 
comprehensive coverage requirement, 
the affordability requirement, the scope 
of coverage requirement, and the 
Federal deficit requirement. 

(6) Other information. Other 
information consistent with guidance 
provided by the Secretary and the 
Secretary of Health and Human 
Services. 

(b) Additional supporting 
information. (1) During the Federal 
review process, the Secretary may 
request additional supporting 
information from the State as needed to 
address public comments or to address 
issues that arise in reviewing the 
application. 

(2) Requests for additional 
information, and responses to such 
requests, will be made available to the 
public in the same manner as 
information described in § 33.116(b). 

§33.112 State public notice requirements. 

(a) General. (1) Prior to submitting an 
application for a new section 1332 
waiver to the Secretary of Health and 
Human Services for review and 
consideration, a State must provide a 
public notice and comment period 
sufficient to ensure a meaningful level 
of public input for the application for a 
section 1332 waiver. 

(2) Such public notice and comment 
period shall include, for a State with 
one or more federally-recognized Indian 
tribes within its borders, a separate 
process for meaningful consultation 
with such tribes. 

(b) Public notice and comment period. 
The State shall make available at the 
beginning of the public notice and 
comment period, through its Web site or 
other effective means of 
communication, and shall update as 
appropriate, a public notice that 
includes all ofthe following: 

(1) A comprehensive description of 
the application for a section 1332 
waiver lo be submitted to the Secretary 
of Health and Human Services 
including information and assurances 
related to all statutory requirements and 
other information consistent with 
guidance provided by the Secretary and 
the Secretary of Health and Human 
Services. 

(2) Information relating to where 
copies of the application for a section 

1332 waiver are available for public 
review and comment. 

(3) Information relating to how and 
where written comments may be 
submitted and reviewed by the public, 
and the timeframe during which 
comments will be accepted. 

(4) The location, date, and time of 
public hearings that will be convened 
by the State to seek public input on the 
application for a section 1332 waiver. 

(c) Public hearings. (1) After issuing 
the public notice and prior to 
submitting an application for a new 
section 1332 waiver, a State must 
conduct public hearings regarding the 
State's application. 

(2) Such public hearings shall provide 
an interested party the opportunity to 
learn about and comment on the 
contents of the application for a section 
1332 waiver. 

(d) Submission of initial application. 
After the State public notice and 
comment period has concluded, the 
State may submit an application to the 
Secretary of Health and Human Services 
for an initial waiver in accordance with 
the requirements set forth in § 33.108. 

§33.116 Federal public notice and 
approval process. 

(a) General. The Federal public notice 
and approval process begins on the first 
business day after the Secretary and the 
Secretary of Health and Human Services 
determine that all elements for a 
complete application were documented 
and submitted to the Secretary of Health 
and Human Services. 

(b) Public notice and comment period. 
(1) Following a determination that a 
State's application for a section 1332 
waiver is complete, the Secretary and 
the Secretary of Health and Human 
Services will provide for a public notice 
and comment period that is sufficient to 
ensure a meaningful level of public 
input and that does not impose 
requirements that are in addition to, or 
duplicative of, requirements imposed 
under the Administrative Procedures 
Act, or requirements that are 
unreasonable or unnecessarily 
burdensome with respect to State 
compliance. 

(2) At the beginning of the Federal 
notice and comment period, the 
Secretary of Health and Human Services 
will make available through its Web site 
and otherwise, and shall update as 
appropriate, public notice that includes 
all of the following: 

(i) The complete application for a 
section 1332 waiver, updates for the 
status of the State's application, and any 
supplemental materials received from 
the State prior to and during the Federal 
public notice and comment period. 
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(ii) Information relating to where 
copies of the application for a section 
1332 waiver are available for public 
review and comment. 

(iii) Information relating to how and 
where written comments may be 
submitted and reviewed by the public, 
and the timeframe during which 
comments will be accepted. 

(iv) Any public comments received 
during the Federal public notice and 
comment period. 

(c) Approval of a section 1332 waiver 
application. The final decision of the 
Secretary and the Secretary of Health 
and Human Services on a State 
application for a section 1332 waiver 
will be issued by the Secretary of Health 
and Human Services no later than 180 
days after the determination by the 
Secretary and the Secretary of Health 
and Human Services that a complete 
application was received in accordance 
with § 33.108. 

§33.120 Monitoring and compliance. 

(a) General. (1) Following the 
issuance of a final decision to approve 
a section 1332 waiver by the Secretary 
and the Secretary of Health and Human 
Services, a State must comply with all 
applicable Federal laws, regulations, 
interpretive policy statements and 
interpretive guidance unless expressly 
waived. A State must, within the 
timeframes specified in law, regulation, 
policy, or guidance, come into 
compliance with any changes in Federal 
law, regulation, or policy affecting 
section 1332 waivers, unless the 
provision being changed is expressly 
waived. 

(2) A State must comply with the 
terms and conditions of the agreement 
between the Secretary, the Secretary of 
Health and Human Services, and the 
State to implement a section 1332 
waiver. 

(b) Implementation reviews. (1) The 
terms and conditions of an approved 
section 1332 waiver will provide that 
the State will perform periodic reviews 
of the implementation of the section 
1332 waiver. 

(2) The Secretary and the Secretary of 
Health and Human Services will review 
documented complaints that a State is 
failing to comply with requirements 
specified in the terms and conditions of 
any approved section 1332 waiver. 

(3) The Secretary and the Secretary of 
Health and Human Services will 
promptly share with a State any 
complaint that the Secretary and the 
Secretary of Health and Human Services 
has received and will also provide 
notification of any applicable 
monitoring and compliance issues. 

(c) Post award. Within 6 months after 
the implementation date of a section 
1332 waiver and annually thereafter, a 
State must hold a public forum to solicit 
comments on the progress of a section 
1332 waiver. The State must hold the 
public forum at which members of the 
public have an opportunity to provide 
comments and must provide a summary 
of the forum to the Secretary of Health 
and Human Services as part of the 
quarterly report specified in§ 33.124(a) 
that is associated with the quarter in 
which the forum was held, as well as in 
the annual report specified in 
§ 33.124(b) that is associated with the 
year in which the forum was held. 

(1) The State must publish the date, 
time, and location of the public forum 
in a prominent location on the State's 
public Web site, at least 30 days prior 
to the date of the planned public forum. 

(2) [Reserved) 
(d) Terminations and suspensions. 

The Secretary and the Secretary of 
Health and Human Services reserve the 
right to suspend or terminate a section 
1332 waiver in whole or in part, at any 
time before the date of expiration, 
whenever the Secretaries determine that 
a State has materially failed to comply 
with· the terms of a section 1332 waiver. 

(e) Closeout costs. If all or part of a 
section 1332 waiver is terminated or 
suspended, or if a portion of a section 
1332 waiver is withdrawn, Federal 
funding is limited to normal closeout 
costs associated with an orderly 
termination, suspension, or withdrawal, 
including service costs during any 
approved transition period, and 
administrative costs of disenrolling 
participants. 

(f) Federal evaluators. (1) A State 
must fully cooperate with the Secretary, 
the Secretary of Health and Human 
Services, or an independent evaluator 
selected by the Secretary or the 
Secretary of Health and Human Services 
to undertake an independent evaluation 
of any component of a section 1332 
waiver. · 

(2) As part of this required 
cooperation, a State must submit all 
requested data and information to the 
Secretary, the Secretary of Health and 
Human Services, or the independent 
evaluator. 

§ 33.124 State reporting requirements. 

(a) Quarterly reports. A State must 
submit quarterly reports to the Secretary 
of Health and Human Services in 
accordance with the terms and 
conditions of the State's section 1332 
waiver. These quarterly reports must 
include, but are not limited to, reports 
of any ongoing operational challenges 

and plans for and results of associated 
corrective actions . 

(b) Annual reports. A State must 
submit an annual report to the Secretary 
of Health and Human Services 
documenting all of the following: 

(1) The progress of the section 1332 
waiver. 

(2) Data on compliance with section 
1332(b)(1)(A) through (D) of the 
Affordable Care Act. 

(3) A summary of the annual post
award public forum, held in accordance 
with§ 33.120(c), including all public 
comments received at such forum 
regarding the progress of the section 
1332 waiver and action taken in 
response to such concerns or comments. 

(4) Other information consistent the 
State's approved terms and conditions. 

(c) Submitting and publishing annual 
reports. A State must submit a draft 
annual report to the Secretary of Health 
and Human Services no later than 90 
days after the end of each waiver year, 
or as specified in the waiver's terms and 
conditions. 

(1) Within 60 days of receipt of 
comments from the Secretary of Health 
and Human Services , a State must 
submit to the Secretary of Health and 
Human Services a final annual report 
for the waiver year. 

(2) The draft and final annual reports 
are to be published on a State's public 
Web site within 30 days of submission 
and approval to the Secretary of Health 
and Human Services, respectively. 

§ 33.128 Periodic evaluation requirements. 

(a) General. (1) The Secretary and the 
Secretary of Health and Human Services 
shall periodically evaluate the 
implementation of a program under a 
section 1332 waiver consistent with 
guidance published by the Secretary 
and the Secretary of Health and Human 
Services and any terms and conditions 
governing the section 1332 waiver. 

(2) Each periodic evaluation must 
include a review of the annual report or 
reports submitted by the State in 
accordance with§ 33.124 that relate to 
the period 'of time covered by the 
evaluation. 

Department of Health and Human 
Services 

45 CFR Subtitle A 

For the reasons set forth in the 
preamble, the Department of Health and 
Human Services proposes to amend 45 
CFR subtitle A, subchapter B to add new 
Part 155 to read as follows: 
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PART 155-WAIVERS FOR STATE 
INNOVATION 

Subparts A Through M [Reserved) 

Subpart N-State Flexibility 

Sec. 
155.1300 Basis and purpose. 
155.1302 Coordinated waiver process. 
155.1304 Defini tions. 
155.1308 Application pru~;cdures. 
155.1312 State public notice requirements. 
155.1316 Federal public notice and 

approval process. 
155.1320 Monitoring and compl iance. 
155.1324 State reporting requirements. 
155.1328 Periodic evaluation requiremen ts. 

Authority: Se~ 1332. Pu~ L 111-148.124 
Stat. 119. 

Subparts A Through M (Reserved) 

Subpart N-State Flexibility 

§ 155.1300 Basis and purpose. 
(a) Statutory basis. T hi s subpart 

implements provisions of section 1332 
of the Pa tient Prot ec tion and Affordable 
Care Act (Affordable Care Act) , Public 
Law 111 - 148, rela ting to Waivers for 
Stale Innovation , which Lbe Secretary 
may au lhorize for plan years beginning 
on or after January 1. 2017. Section 1332 
of the Affordable Care Act requires the 
Secretary to issue regu lat ions that 
provide for all of the following: 

(1) A process for public notice and 
commen t at the State level. including 
public hearings, sufficient to ens ure a 
meaningfu l level of public input. 

(2) A process for the s ubmission of an 
application that ensures th e disclosure 
of all o f the fo ll owing: 

(i) The provisions of law that the Sta te 
involved seeks to waive. 

(ii) The specific plans of th e Slate to 
ensure that the waiver wi ll muulall 
requirements specified in seclion1332. 

(3) A process for the provision of 
public notice and comment after a 
waiver application is received by Lho 
Secretary, U1at is sufficient to ens ure a 
meaningful level of public input and 
that docs not impose req uirem ents that 
are in addition to. or duplicative of. 
requirements imposed under the 
Administrative Procedures Act, or 
requiremen ts that arc unreasonable or 
unnecessarily burdenso me w ith respect 
to Stale compliance. 

(4) A process for the submission of 
reports to tho Secretary by a Slate 
relating to the implementation of a 
waiver. 

(5) A process for the periodic 
evaluation by the Secretary of programs 
under waivers. 

(b) Purpose. Thi s subpart se ts forth 
~;ertain procedural requiremen ts for 
Waivers for Slate Innovation under 
section 1332 of the Affordable Care Act. 

§ 155.1302 Coordinated waiver process. 
(a) Coordination with applications for 

waivers under oth er Federolla ws. A 
Slate may s ubmit a s ing le app li cation to 
the Secretary for a waiver und er sect ion 
1332 of the Affordabl e Care Act a nd a 
waiver under one or m ore o f the existing 
waiver processes applicable under ti tles 
XVTII , XIX, and XXI o f th e Social 
Security Act. or under any o th er Federal 
law relating to the provision of health 
care items o r serv ices, provided tha t 
such app li ca tion is co nsist ent wi th the 
procedures described in thi s part, the 
procedures for secti on 1115 
demonstrations. if app li cab le, anrl th n 
procedures under a ny o th er app licable 
Federal law under whi c h the S ta te seeks 
a w a iver. 

(b) Coordinated process for section 
1332 waivers. A State seeki ng a section 
1332 waiver must subm it a waiver 
app li cat ion to the Secretary. Any 
application s ubmitted to th e Secretary 
that reques ts to waive section s 368, 
4980H, and 5000A of th e Int ernal 
Reven ue Code , in accordance with 
sect ion 1332(a)(2)(D) uf the Affordable 
Care Act , sh a ll upon receipt be 
transmitt ed by the Secretary to th e 
Secre ta ry o f th e Treasury to be reviewed 
in accordance wi th 31 CFR part 33. 

§ 155.1304 Definitions. 

For the p urposes o f this subpart: 
Complete application means an 

a ppli ca ti on th fl t has been s ubmi tted and 
for whi ch tho Secre tary a nd th e 
Secretary of th e Treasury have made a 
preliminary determination that it 
includes all required information and 
sa ti sfies a ll requirements th a t arc 
described in§ 155.1308(n)(2)(iv) . 

Public notice mea ns a notice issued 
by a government agency or legis lat ive 
body that co ntains sufficient detail to 
no tify the public at lflrgo of a proposed 
action consis tent with § 155.1312. 

Section 1332 waiver means a Waiver 
for Stale Inn ovation under scclion1332 
o f the Affordable Care Act. 

§ 155.1308 Application procedures. 
(a) Tnitiol waiver applications-(1) 

Acceptable formats for applications. (i) 
Applications for initia l approva l of a 
sectio n 1332 waiver sha ll be sub mitted 
in both pr int ed a nd e lec troni c formats to 
I he Secrntary. 

(ii) [Rcscrvod l 
(2) Gu idelines for applications. (i) 

Each appli~;a lion for a section 1332 
wa iver will be subject to a preliminary 
review by th e Secretary a nd th e 
Secretary of the Treasury will make a 
preliminary de te rmin a ti on th a t th e 
applica ti on is co mpl ete. A submi tted 
application will not be deem ed received 
until the Secretary a nd th e . cc:retary o f 

tho Treasury have made the preliminary 
determination that ihe application is 
co mplete. 

(A) The Secretary and th e Secretary of 
the Treasury will complete th o 
preliminary review of the application 
wi thin 45 days after it is submitted. 

(B) If tho Secretary and tho Secretary 
of tJ1c Treasury determine that th o 
ap pli ca tion is not co mpl e te, th e 
Secretary will send the Stale a written 
not ice of th e clements missing from the 
app li cation. 

(C) The preliminary determination 
tlutl on application is complete docs nut 
preclude a finding during the 180-day 
Federal decision-making period that a 
necessary c le ment of the application is 
miss ing or insufficient. 

(ii) Upon making the preliminary 
de te rmination th a t an appl icalion is 
co mplete. as defined in this part. the 
Secretary will send tho State a written 
notice informing th e State th a t. th e 
Secretary and the Secretary of the 
Treasury have made such a preliminary 
determin11tion. That date will a lso mark 
the beginning of tho Federal public 
notice process and the 180-day Federa l 
decis ion-making period. 

(iii) Upon receipt of a comp lete 
appl ication for Ml in iti al sect inn 1332 
waiver, the Secretary will-

(A) Make available to Lhe public the 
application, and all related State 
submissions. including all supplemental 
information received from the State 
fo ll owing Lhc receipt of a complete 
appli ca ti on for a section 1332 waiver. 

(B) Tn dicate th e s tatus of the 
app li ca tion. 

(iv) An application for initi al ;tpprnval 
of a section 1332 waiver will not be 
considered comple te unl ess the 
app l icalion m eets all of the following 
condi ti ons: 

(A) Complies with paragraph (a) of 
this section. 

(B) Provides written evidence of the 
Sta te's compliance with tho public 
notice requireme nts sol forth in 
§ 155.1312. 

(C) Provides all of the following: 
(1) A co mpreh ensive description of 

the State legislation a nd program to 
implemen t a plan meeting th e 
requirements for a waiver under secti on 
1332: 

(2) A copy of I he enacted State 
logislation nulhorizing such waiver 
request, as required under section 
1332(a}(1)(C) of the Affordable Care Act; 

(3) A li s t of the provisions o f law that 
tho State seeks to waive in c lu ding a 
bri e f d escription of th o reason for th e 
spec ifi c requests; and 

(4) The analyses. actuarial 
ccrti fi cat ions. dala, assumptions, 
a na lysis. targets a n d other information 
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set forth in pa ragraph (a)(2)(iv)(D) of thi s 
section sufficient to provid e the 
Secreta ry and th e Secreta ry of th e 
Treasury with the necessary data to 
determine tha t th e State's proposed 
waiver: 

(i) Will, as required under secti on 
1332(b)(1 )(A) of th e Affordable Care Act 
(the co mpreh ensive coverage 
requirement), provide coverage tha t is a t 
least as comprehensive as the coverage 
de fin ed in secti on 1302 (b) of th e 
Affordable Care Act and o ffered through 
Exchanges es tablished un der th e 
Affordable Care Act as certified by th e 
Office of th e Actuary of the Cen ters for 
Med ica re and Medicaid Services based 
on sufficient data from the State and 
from comparable States about their 
experience with p rogra ms crei:l ted uy th e 
Affordable Care Act and the prov isions 
of the Affordable Care Ac t that the State 
seeks to wa ive: 

(ii} Will, as required under section 
1332(b)(l)(B) of the Affordable Care Act 
(the a ffordabil ity requirement), provide 
coverage and cost sharing protections 
against excess ive out-of-pocket 
spending that arc at least as affordable 
i:IS the provis ions of Ti tl e I of th e 
Affordable Care Acl wou ld provide; 

(iii) Will. as requ ired under secti on 
1332(b)(1)(C) of the Afford able Care Act 
(th e scope of coverage requiremen t). 
provide coverage to at lea~! i:l 
co mparable number o f its residents as 
the provisions of Titl e I of the 
Affordab le Care Act wo uld provide: and 

(iv) Will not, as prohibi ted under 
sect ion 1332(b)[1)(D) of the Affordabl e 
Care Act. (the Federal deficit 
requirement). increase the Federal 
de fi cit. 

(D) Con tains the followi ng supporting 
information: 

(1) Actuarial analyses and actuarial 
certifications. Actuaria l analyses and 
actuarial certification s to support the 
Stille's estimates that th e proposed 
waiver will comply wi th th e 
co mprehensive coverage n:quirernent, 
the affordabi lity requirement. and the 
scope of coverage requirement : 

(2) Economic analyses. Economic 
ana lyses to support tho State's es tima tes 
that the proposed waiver will comply 
with the comprehensive coverage 
requirement. th e afTordab ilit y 
requirement. the scope of coverage 
requirement and th e Federal defic it 
requirement, including: 

(i) A de tail ed 10-year budget pla n thai 
is defici t neut ral to th e Fodera! 
government, as prescribed by section 
1332(a)(1)(8)(ii) of the Affordable Care 
Act. and includes all costs under the 
waiver, including administrative cos ts 
and other costs to the Federa l 
government. if applicable: and 

(ill A detailed analys is regard ing lh e 
es timated impact of th o waiver on 
health insurance coverage in th e State. 

(3) Dolo and assumptions. The data 
and i:lssum pti ons used to demonstrate 
th a t th e Slate's proposed waiver is in 
compl iance with th e comprehensive 
cove rage roqu irornon l, tho affordabi lit y 
requirement, the scope of coverage 
requi remen t and the Federal defi ci t 
requirement. including: 

(i) Informati on on th e age. income. 
health expenses and cu rrent health 
insurance sta tus of the relevant State 
population; th e number of employers by 
number of empl oyees and whether the 
empl oyer offers insurance; r.ross
labulations of these variables; and an 
exp lana tion of data sou rces and quality: 
and 

(ii) An exp lanation of the key 
assum ptions uscdlo develop the 
es timates of th e effect of th e waiver on 
coverage and tho Federa l bu !gel, such 
as individual and employe r 
participation rates, behavioral changes, 
premium and price e ffects. and oth er 
relevant fa c tors. 

(4 ) Additional info rmation. 
Addition al information supporti ng the 
Slate's proposed waiver, inclu ding: 

(i) An explanation as to whether the 
waiver increases or dccreilscs th e 
ad mini strative burden on individuals , 
insurers. and employers, and if so, how 
and why: 

(ii) An exp lanation of how the waiver 
will a ffect the implementa tion of th e 
provisions of the Affordable Care Act 
which th e State is not requ es ting to 
waive in the Stale and at the Federa l 
level: 

(iii) An explana ti on of how th e waiver 
will affect res idents who need to obta in 
health c<~re servi ces out-of-Sla te, as well 
as the States in which such resi dents 
may seek such servi ces: 

(iv) If applicable. an explanation as to 
how th e State will provide the Federa l 
government w ith a ll in for mati on 
necessary to ad mini ster th e wa iver at 
the Federal level ; and 

(v) An explanatio n of how the Sta te's 
proposal will address po tenti al 
individual, employer , insurer, or 
provider co mpli ance , was te. fraud and 
abuse within the Slate or in other States . 

(5) Reporting targe ts. Quarterl y. 
an nua l, an d cumulat ive targe ts for the 
comprehensive coverage requireme nt , 
the affordabi lit y requiremen t, lhc scope 
of coverage requiremen t and the Federa l 
de fi cit requirement. 

(6) Other information. Othr.r 
informati on consist ent with gu ida nce 
provi ded by th e Secretary and the 
Secretary of th e Treasury. 

(b) Additional supporting 
information . (1) During th e Federal 

review process. th e Secretary may 
request addi ti onal supporti ng 
information from the Stale as needed to 
address pub! ic comments or to address 
issues that arise in reviewing th e 
app lication. 

(2) Requ es ts for additional 
inform ation, and responses to such 
requests , will be mad u avai lable to the 
publi c in the same manner as 
information described in§ 155.1316(b). 

§155.1312 State public notice 
requirements. 

(a) General. (1) Prior to submitting an 
app li calion for a new section 133 2 
waiver lo the Secretary for review and 
co nsiderati on. a State must provide a 
p ubli c notice and comment per iod 
sufficien t to ens ure a meaningful level 
of public inplil for the applica tion ror a 
section 1332 waiver. 

(2) Such public notice a nd comment 
period shall include, fur a Sti:tle with 
one or more Federally-recognized 
Indian tribes within .its borders. a 
separa te process for meaningful 
co nsultation with such tribes. 

(b) Public notice and comment periorl. 
The Stale sha ll make available at the 
beginning of the p ublic notice and 
comment period, through it s Web si te or 
o th er effective means of 
communi ca tion. and shall updat e as 
appropriate, a public notice !hal 
incl udes all of the following: 

(1) A comprehensive descripl ion of 
the app lici:ltion fur a sect ion 1332 
waiver to be submitted to the Secretary 
including information and assurances. 
re lated t.o all statu tory requirements ond 
o th er information consist ent with 
guidance provided by the Secretary and 
the Secretary of th e Treasury. 

(2) Information re lating to where 
copies of the application for a section 
1332 waiver are i:IVailable for public 
review and comm ent. 

(3) Information relating to how and 
where written comments may be 
submitted and reviewed by the public, 
and th e timeframe during w h ich 
co mme nts will be accepted. 

(4) The location , date, and lime of 
public h earings tha t will be convened 
by the Stale to seck public input on the 
appli cation for a sect ion 1332 waiver. 

(c) Public hearings. (1) After issuing 
the public notice and prior to 
submitting on application for u new 
section 1332 Wi:liver, a State rnusl 
conduct public hearings regarding the 
State's appl ica li on . 

(2) Such public hearings sha ll provide 
an interested party the opportunity to 
learn about and comment on the 
conten ts of the application for a sect ion 
1332 waiver. 
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(d) Submission of initial application . 
After the State public notice and 
comment period has concluded, the 
State may submit an application to the 
Secretary for an initial waiver in 
accordance with the requirements set 
forth in§ 155.1308. 

§ 155.1316 Federal public notice and 
approval process. 

(a) General. The Federal public notice 
and approval process begins on the first 
business day after the Secretary and the 
Secretary of the Treasury determine that 
all elements for a complete application 
were documented and submitted to the 
Secretary. 

(b) Public notice and comment period. 
(1) Following a determination that a 
State's application for a section 1332 
waiver is complete, the Secretary and 
the Secretary of the Treasury will 
provide for a public notice and 
comment period that is sufficient to 
ensure a meaningful level of public 
input and that does not impose 
requirements that are in addition to, or 
duplicative of, requirements imposed 
under the Administrative Procedures 
Act, or requirements that are 
unreasonable or unnecessarily 
burdensome with respect to State 
compliance. 

(2) At the beginning of the Federal 
notice and comment period, the 
Secretary will make available through 
its Web site and otherwise, and shall 
update as appropriate, public notice that 
includes all of the following: 

(i) The complete application for a 
section 1332 waiver, updates for the 
status of the State's application, and any 
supplemental materials received from 
the State prior to and during the Federal 
public notice and comment period. 

(ii) Information relating to where 
copies of the application for a section 
1332 waiver are available for public 
review and comment. 

(iii) Information relating to how and 
where written comments may be 
submitted and reviewed by the public, 
and the timeframe during which 
comments will be accepted. 

(iv) Any public comments received 
during the Federal public notice and 
comment period. 

(c) Approval of a section 1332 waiver 
application . The final decision of the 
Secretary and the Secretary of the 
Treasury on a State application for a 
section 1332 waiver will be issued by 
the Secretary no later than 180 days 
after the determination by the Secretary 
and the Secretary of the Treasury that a 
complete application was received in 
accordance with§ 155.1308. 

§ 155.1320 Monitoring and compliance. 
(a) General. (1) Following the 

issuance of a final decision to approve 
a section 1332 waiver by the Secretary 
and the Secretary of the Treasury, a 
State must comply with all applicable 
Federal laws, regulations, interpretive 
policy statements and interpretive 
guidance unless expressly waived. A 
State must, within the timeframes 
specified in law, regulation, policy or 
guidance, come into compliance with 
any changes in Federal law, regulation, 
or policy affecting section 1332 waivers, 
unless the provision being changed is 
expressly waived. 

(2) A State must comply with the 
terms and conditions of the agreement 
between the Secretary, the Secretary of 
the Treasury, and the State to 
implement a section 1332 waiver. 

(b) Implementation reviews. (1) The 
terms and conditions of an approved 
section 1332 waiver will provide that 
the State will perform periodic reviews 
of the implementation of the section 
1332 waiver. 

(2) The Secretary and the Secretary of 
the Treasury will review documented 
complaints that a State is failing to 
comply with requirements specified in 
the terms and conditions of any 
approved section 1332 waiver. 

[3) The Secretary and the Secretary of 
the Treasury will promptly share with a 
State any complaint that the Secretary 
and the Secretary of the Treasury has 
received and will also provide 
notification of any applicable 
monitoring and compliance issues. 

(c) Post award. Within at least 6 
months after the implementation date of 
a section 1332 waiver and annually 
thereafter, a State must hold a public 
forum to solicit comments on the 
progress of a section 1332 waiver. The 
State must hold the public forum at 
which members of the public have an 
opportunity to provide comments and 
must provide a summary of the forum 
to the Secretary as part of the quarterly 
report specified in§ 155.1324(a) that is 
associated with the quarter in which the 
forum was held, as well as in the annual 
report specified in§ 155.1324(b) that is 
associated with the year in which the 
forum was held. 

(1) The State must publish the date, 
time, and location ofthe public forum 
in a prominent location on the State's 
public Web site, at least 30 days prior 
to the date of the planned public forum. 

(2) [Reserved] 
(d) Terminations and suspensions. 

The Secretary and the Secretary of the 
Treasury reserve the right to suspend or 
terminate a section 1332 waiver in 
whole or in part, at any time before the 
date of expiration, whenever the 

Secretaries determine that a State has 
materially failed to comply with the 
terms of a section 1332 waiver. 

(e) Closeout costs. If all or part of a 
section 1332 waiver is terminated or 
suspended, or if a portion of a section 
1332 waiver is withdrawn, Federal 
funding is limited to normal closeout 
costs associated with an orderly 
termination, suspension, or withdrawal, 
including service costs during any 
approved transition period, and 
administrative costs of disenrolling 
participants. 

(f) Federal evaluators. (1) A State 
must fully cooperate with the Secretary, 
the Secretary of the Treasury, or an 
independent evaluator selected by the 
Secretary or the Secretary of the 
Treasury to undertake an independent 
evaluation of any component of a 
section 1332 waiver. 

(2) As part ofthis required 
cooperation, a State must submit all 
requested data and information to the 
Secretary, the Secretary of the Treasury, 
or the independent evaluator. 

§ 155.1324 State reporting requirements. 

(a) Quarterly reports. A State must 
submit quarterly reports to the Secretary 
in accordance with the terms and 
conditions of the State's section 1332 
waiver. These quarterly reports must 
include, but are not limited to, reports 
of any ongoing operational challenges 
and plans for and results of associated 
corrective actions. 

(b) Annual reports. A State must 
submit an annual report to the Secretary 
documenting all of the following: 

(1) The progress of the section 1332 
waiver. 

(2) Data on compliance with section 
1332(b)(1)(A) through (D) of the 
Affordable Care Act. 

(3) A summary of the annual post
award public forum, held in accordance 
with§ 155.1320(c), including all public 
comments received at such forum 
regarding the progress of the section 
1332 waiver and action taken in 
response to such concerns or comments. 

(4) Other information consistent the 
State's approved terms and conditions. 

(c) Submitting and publishing annual 
reports. A State must submit a draft 
annual report to the Secretary no later 
than 90 days after the end of each 
waiver year, or as specified in the 
waiver's terms and conditions. 

(1) Within 60 days of receipt of 
comments from the Secretary, a Stale 
must submit to the Secretary the final 
annual report for the waiver year. 

(2) The draft and final annual reports 
are to be published on a State's public 
Web site within 30 days of submission 
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and approval to the Secretary, 
respectively. 

§ 155.1328 Periodic evaluation 
requirements. 

[a) General. (1] The Secretary and the 
Secretary of the Treasury shall 
periodically evaluate the 
implementation of a program under a 
section 1332 waiver consisleni with 
guidance published by the Secretary 
and the Secretary of the Treasury and 
any terms and conditions governing th e 
section 1332 waiver. 

[2) Each periodic evaluation must 
include a review oft he annual report or 
reports submitted by the State in 
accordance with§ 155.1324 thai re late 
to the period of lime covered by the 
evaluation. 

Authority: Sec. 1332 of the Patient 
Protection and Affordable Care Act (Pub. L. 
111-148). 

Approved: february 22, 2011. 

Donald M. Berwick, 
Administrator, CentP.rs fnr Medicare & 
Medicaid Services. 

Approved: March 4. 2011. 

Kathleen Sebelius, 
Secretary of Health and Human Services. 

Approved: March 7, 2011. 

Michael F. Mundaca, 
Assistant Secretary of the Treasury ('!'ax 
Policy). 
IFR Doc. 20t1-551l:l Filed :J-10-11: 11 :15 ami 

BILLING CODE 451Q-29-P, 412Q-01-P 

ENVIRONMENTAL PROTECTION 
AGENCY 

40 CFR Part 52 

[EPA-R03-0AR-2011-o099; FRL- 9280-2] 

Approval and Promulgation of Air 
Quality Implementation Plans; 
Pennsylvania; Adoption of Control 
Techniques Guidelines for Flat Wood 
Paneling Surface Coating Processes 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Proposed rule. 

SUMMARY: EPA is proposing to approve 
a Stale Implementation Plan (SIP) 
revision submitted by the 
Commonwea lth of Pennsylvania 
(Pennsylvania). This SIP revision 
includes amendments lo Chapter 121-
General Provisions and Chapter 129-
Standards for Sources of Title 25 of tho 
Pennsylvania Code. Pennsylvania's SIP 
revision meets the requirement to adop t 
Reasonably Available Control 
Technology (RACT) for sources covered 
by EPA's Control Techniques 
Guidelines [CTG) standards for Oat 

wood paneling surface coating processes 
and will help Pennsylvania atta in and 
maintain th e National Ambient Air 
Quali ty Standard [NAAQS) for ozone. 
This action is being taken under I he 
Clean Air Acl (CAA). 
DATES: Written co mme nt s must be 
received on or before April13 , 2011. 
ADDRESSES: Submit vour commen ts, 
identifi ed by Docket'lO Number EPA
R03-0AR-2011-0099 by one of th e 
following me thods: 

A. hllp:llwww.regulalions.gov. Follow 
th e on -l ine instructi ons for submit t ing 
commen ts. 

B. E-mail: 
fema ndez.cristina@epo.gov. 

C. Moil: EPA-R03-0AR- 2011-0099, 
Cristina Fernandez. Associa te Director, 
Office of Air Program Planning, 
Mnilcode 3AP30, U.S. Environmental 
Proleclion Agency, Region lll, 1650 
Arch Street, Phi ladelphia, Pennsylvania 
19103. 

D. Hand Delivery: Altho previously
listed EPA Region III address . Such 
deliveries are only accepted during the 
Docket's normal hours of operation, and 
special arrangements shou ld be made 
for de live ries of boxed information. 

Instru ctions: Direct your comments to 
Docket rD No. EPA-R03-0AR-2011-
0099. EPA's pol icy is that a ll comments 
received will be included in th e public 
docket withou t chango, and may be 
made avai lab le on lin e at http:// 
www.regulations.gov, inc lu ding any 
personal information provided. un less 
the comment includes information 
c laimed to bo Confidential Business 
Information [CBI) or other information 
whose disclosure is restri cted by statut e. 
Do nol submi t informa ti on th ai you 
cons ider to be CB! or ot herw ise· 
protected through hllp :/1 
www.regulalions.gov or e· lll ail. The 
http://www.regula tions.gov Web silo is 
an "anonymous access" system, which 
means EPA will nol know your identity 
or contact information un less you 
provide it in the body of your commen t. 
If you send an e- mail com ment directly 
to EPA without going through hLip:/1 
ww~o~r. regu lalions.gov, your e-mai l 
address will be automatica lly captured 
and included as part of th e comment 
that is pl aced in the publ ic docket and 
made available on the Internet. If vou 
submit an electronic comment, EPA 
recommends that you in clud e your 
name and other con tact information in 
the body of your comment and with any 
disk or CD-ROM you submit. If EPA 
cannot read your comment due to 
technical difficulties and cannot con tac t 
yo u for clarification , EPA may not be 
able to co nsider vour commen t. 
Electronic fi les should avoid the usc of 

special characters, any form of 
encryption, and be free of any defects or 
viruses. 

Docket: All documents in the 
e lec troni c docket are listed in the 
hllp:llwww.regulalions.gov index. 
Although listed in the index . some 
information is not publicly available, 
i.e .. CBI or other information whose 
disc losure is restri cted by s tatu te. 
Certain other material, such as 
copyrighlncl maleri <li . is not placnd on 
tho Internet and will be publicl y 
avai lable only in hard copy form . 
Publicly ava ilable docket materials arc 
ava ilable either e lectronically in hllp:/1 
www.regulalians.gov or in hard copy 
during normal business hours at the /\ir 
Protection Division , U.S. Environmental 
Protection Agency, Region Ill, 1650 
Arch Street. Ph i ladelphia . Pennsylvania 
19103. Copies of the Stale su.bmillal arc 
avai lable at the Pennsylvania 
Department of .Environmental 
Protection, Bureau of Air Quality 
Control, P.O. Box 8468 , 400 Markel 
Street, Harrisburg, Pennsylvania 17105. 
FOR FURTHER INFORMATION CONTACT: 
Irene Shandruk, [215) 814-2166 , or by 
e-mail al slwndruk.irene@epa.gov. 
SUPPLEMENTARY INFORMATION : On 
january4, 2011, the Pennsylvania 
Department of Environmental Protection 
(PADEP) submitted to EPA a SIP 
revis ion concerning th e adoption of th e 
CTG for flat wood paneling surface 
coaling processes. 

I. Background 

Scclion 172(c)(l) of the CAA provides 
that SIPs for nonatlainmcnl areas rnusl 
include reasonably available con trol 
measures [RACM). including RAGr for 
sources of emissions. Section 
182(b)(2)[A) provides that for certa in 
nunattainment areas, Stales must revise 
their SIPs to include RACT for sources 
of volatile organic compo und s (VOC) 
em issio ns covered by a CTG doc ument 
issued after November 15, 1990 and 
prior tu til e m:ea's uate of allainnwnl. 

erGs arc intended lo provide slate 
and local air pollution control 
au thoriti es information that should 
assist them in determining RACT for 
VOCs from various sources. including 
nat wood paneling surface coatings. In 
developing these CfGs, EPA. among 
other things , evaluated th e sources of 
VOC emissions from this indus try and 
the available control approaches for 
addressing these emissions, including 
the cos ts of such approaches. Based on 
available information and data, EPA 
provided recommendations for RACT 
for VOCs from nat wood paneling. 

In June 197!! , .EPA published a CTG 
for nat wood paneling coa tings [EPA-
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in the definition of a small e ntity. The 
Depa rtments are not preparing fln 
analys is for the RFA because the 
Departments have determined, and the 
Secretaries certify, that these final ru les 
will not have a significant economic 
impact on a substantial numbnr of small 
en tities. 

Section 202 of the Unfunded 
Mandates Reform Act of 1995 (UMRA) 
(Pub. L. 104-4) also requires that 
agencies assess anticipated cos ts and 
benefits before issuing any rule whose 
mandates require spending in any 1 year 
of $100 million or more in 1995 dollars, 
updated annually for innation . In 2011, 
that threshold is approximately $136 
million . Because these rules do nol 
mandate State participation in section 
1332 waivers, there is no obligation for 
the Stale to make any change to their 
existing programs. As a result , there is 
no mandate for the Stale. Therefore, the 
Departments estimate those rules will 
not mandate expenditures in the 
threshold amount of $136 million in any 
1 year. 

Executive Order 13132 es tablishes 
c.;e rtain requireme nts that an agcnc.;y 
must meet when it promu lgates a 
proposed rule (and subsequent final 
rule) that imposes substan t ial direc t 
requirement costs on State and local 
governments. preempts Stat e law, or 
otherwise has Fede ralism implications. 
Since these regu lations would not 
impose costs on State or local 
governments. the requirements of 
Executive Order 13132 arc not 
applicable. In accordance with th e 
provisions of Executive Order 12866. 
these regulations were reviewed by the 
Office of Management and Budget. 

List ofSubjects 

3 1 CFR Part 33 

Hea lth care, Health insurance. 
Reporting and recordkecping 
mquiremehts. 

45 CFR Part 155 

llea lth care. Health insurnncc, 
Reporting and record keeping 
requirements. 

Department of the Treasury 

31 CFR Subtitle A 

For the reasons set for th in t.hc 
preamble, the Depflrtme nt of the 
Treasury amends 31 CFR subtitle A by 
add ing part 33 to read as follows : 

PART 33-WAIVERS FOR STATE 
INNOVATION 

Sec. 
33.100 Basis and purpose. 
33.102 Coordinated waiver process. 
33. 104 Definitions. 

33.108 Application procedures. 
33. 112 State public notit:c rcq uirurnents. 
33.116 Federal public notice and approvol 

process. 
33.120 Monitoring and compliance. 
33.124 St>~ln reporting rn<]uirements. 
33.128 Periodic eva luation requirements. 

Authori ty: Sec. 1332, l'ub. L. 111 - 148 , 124 
Stat. 119. 

§33.100 Basis and purpose. 
(a) Stalulory basis. This part 

imp lements provisions of section 1332 
of the Patient Prot ec t ion Hnd Affordable 
Care Act (Affordab le Care Act) . Public 
Law 111 - 148, rclat ing to Waive rs for 
S tale Innova tion , which the Secretary 
may authorize for p lan years beginn ing 
on or after January 1, 2017. Sec tion 1332 
of the Affordable Care Ac t requires the 
Secre tary to issue regu lations that 
provide for all of the fol lowing: 

(1) A proc.;oss for public noti ce and 
comment a t the State level, including 
public hea rings, s uffi c ient to ensure a 
meaningful level of publi c input. 

(2) A process for th e submission of an 
application thnt ensures the disclosure 
of all of the ful lowing: 

(i) The prov isions of law that the Stale 
involved seeks to waive. 

(ii) Th e specific p lans of the State to 
ensure that tho wa iver wi ll meet a ll 
requ irem en ts spec ified in section 1332 
of the Affordable Care Act. 

(3) A process for the provision of 
public no t icc and comment after a 
waiver application is receive d by the 
Secretary of Health and Human 
Services, that is sufficient to e nsure a 
meaningful level of public input and 
that does not impose requirements that 
are in addition to, or duplicative of, 
requ irements imposed under the 
Adminis trative Proced ures Act, or 
requireme nts that. arc unreasonable or 
unnecessarily burdensome with respect 
to Sta te compliance. 

(4) A process for the submi ss ion of 
reports to th e SecrtJiary by a Stale 
relating to the implem enta tion of a 
waiver. 

(5) A process for the periodic 
eva luation by the Secretary of programs 
under waivers. 

(b) Purpos1:1 . This jJHrt sets furth 
certain proc.;cdura l req ui rements for 
Waivers for S late In novation under 
sec lion 1332 of th e A ffordab lc Care Ac.;l. 

§ 33.102 Coordinated waiver process. 
(a) Coordination wilh applications for 

waiv1:1rs under other Fedemllaws. A 
Sta te may submit a single ap pli ca tion to 
the Secretary of Health and Human 
Services for a waiver und er section 1332 
of the Affordable Care Act and a waiver 
under one or more of the existing waiver 
processes applicable under titles XVIII. 
XfX. and XXI of the Social Sec urity Act , 

or under nny other Federal law relating 
to the provision of hea lth c.;are it e ms or 
services, provided that such application 
is consistent with the procedures 
d escribed in this part , the procedures 
for demonstrations under sect ion 1115 
of thn Sncial Ser.urity Act, if applicable. 
a nd the procedures under any other 
applicable Federa l law under whi ch the 
Stale seeks a waiver. 

(b) Coordinated process jar section 
13.12 woiVfm;. A Stale seeking a soclion 
13 32 waiver must submit a waiver 
application to the Secretary of Health 
a nd Human Services. Any applica ti on 
submitt.ed to the Secrelarv o f Health and 
Human Se rvi ces tha t req~esls to w a ive 
sect ions 36.8, 4980H, or 5000A of the 
Internal Reve nu e Code, in acconlam:u 
with section 1332(a)(2)(D) of the 
Affordable Care Act. shall upon receipt 
be transmitted by the Secretary of 
Hea lth and Human Services to th e 
Secretary to be reviewed in accordance 
wilh this part. 

§ 33.104 Definitions. 

For the purposes of this part: 
Complete application means an 

application that has been submitted and 
for which tho Secre tary and the 
Secretary of Health and Human Services 
have made a preliminary determin ation 
that it includes all req uired information 
and satisfies all requirements tha t. arc 
described in§ 33.108(0. 

Public notice means a notice i sued 
by a government agency or legis lative 
body that con tains su fficient detail to 
notify th e public at large of a proposed 
action consistent with § 33 .112. 

Seclion 1332 waiver means a Waiver 
for S tate Innovation under section 1332 
of tho Affordable Care Act. 

§ 33.108 Applicat ion procedures. 
(a) Acceptable formals for 

applications. Applications for initial 
approval of a section 1332 waiver s hall 
be submitted in electronic formal to th e 
Secretary of Health and Human 
Services. 

(b) Application timing. Applications 
for initi ;ll approval of a section 13:12 
waiver mu s t be submitted sufficient tv in 
advance of the requ ested effec tive da-te 
to al low for an appropriate 
impl e mentation timeline. 

(c ) Prelimjnary rmriew. Each 
application for a secti on 1332 waiver 
will bo s ubjec t to a preliminary rev iew 
by the Secretary and the Secretary of 
Health and Huma n Sorvic.;cs, who will 
ma ke a preliminary det ermination thai 
the application is complete. A 
submitted application will not be 
deemed received until the Secretary and 
the Secre tary of Health and Human 
Services have made the preliminary 
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determination that the application is 
comrlete. 

(1 The Secretary and the Secretary of 
Heallh and Human Services will 
complete the preliminary review of the 
application within 45 days after it is 
submitted. 

(2) If th e Secretary an d the Secretary 
of Health and Human Services 
determine that the Hf.lplication is not 
complete, the Secretary of Health and 
Human Services will send the State a 
written notice of the clements missing 
from the application. 

(3) The preliminary determination 
that an application is complete does not 
preclude a finding during the 180-day 
Federa l decision-making period that a 
necessary element of the application is 
missing or insuffi c ient. 

(d) Notification of preliminary 
determination. Upon making the 
preliminary de termination that an 
application is complete, as defined in 
this part , the Secretary of Health and 
Human Services will send the Stale a 
written notice informing the Stale that 
the Secretary and the Secretary of 
Health and Human Services have made 
such a preliminary determination. That 
dale will also mark the beginning of the 
Federal public notice process and th e 
180-day Federal decision-making 
period. 

(c) Public notice of completed 
application. Upon receipt of a complete 
application for an initial section 1332 
waiver, the Secretary of Health and 
Human Se rvices will-

(1) Make available to the public th e 
application. and all related Stale 
submissions, including i!ll supplemental 
information received from tho State 
following tho receipt of a complete 
application for a section 1332 waiver. 

(2) Indicate the status of the 
apj)lication. 

(f) Criteria for a complete opplicotion. 
An application for initial approval of a 
section 1332 waiver will not be 
co nsidered complete unless the 
application meets all of the following 
conditions : 

(1) Complies with paragraphs (a) 
through (f) of this section. 

(2) Provides written evidence of the 
Stale's compliance with the public 
noti ce requirements sot forth in 
§ 33.112, including a description of the 
key issues raised during tho State publi c 
notice and comment period. 

(3) Provides all of the following : 
(i) A comprehensive description of 

the Stale legis IHI ion 11 nrl progra m to 
implement a plan moo ting the 
requirements for a wai\·cr und er sec ti on 
1332; 

(ii) A copy of the enacted Stale 
legislation that provides the Stale with 

authority to implement the proposed 
waiver, as required under section 
1332(<1)(1 )(C) of th e Affordable Care Act; 

(iii) A I isl o f the provisio ns of law I hat 
the Slate seeks to waive, inc luding a 
doscript ion of the reason for the speci fie 
requests: and 

(iv) The analyses, ac tuarial 
certifications, data, assum pi ions. 
ana lys is, targe ts and other information 
set forth in p11ragraph (f)(4) of this 
section sufficionllo provide the 
Secretary and the Secretary of Health 
and Human Services with the necessary 
data to determine that the Stale's 
proposed waiver: 

(A) As required under section 
1332(b)(1 )(A) of the Affordable CHro Act 
(the comprehensive coverage 
requirement). will provide coverage that 
is at least as comprehensive as the 
coverage defined in section 1302(b) of 
the Affordable Care Act and offered 
through Exchanges es tab li shed under 
the Affordable Cnre Act as certifi ed by 
the Offi ce of the Actuary of the Centers 
for Medicare & Medicaid Services based 
on sufficient data from the Stale a nd 
from comparable States about their 
experience with programs created by the 
Affordable Care Act and I he provisions 
of the Affon.laule Care Act that the Slate 
seeks to waive ; 

(B) As required under section 
1332(b)(1)(B) of the Affordable Care Act 
(the affordability requirement), will 
provide coverage and cos t sharing 
protections against excessive ou t-of
pocket spending lhHI are at lP.fl~l as 
afford ab le as the provisions of Title I o f 
th o Affordable Care Act wou ld provide: 

(C) As required under sect ion 
1332(b)(1 )(C) of the Affordable Care Act 
(the scope of coverage requirement). 
will provide coverage lo al leas t a 
comparable number of its residents as 
the provisions of Title I of the 
Affordable Care Act would provide; and 

(D) As prohibited under section 
1332(b)(1 )(D) of the Affordable Care Act 
(the Federal deficit requiremen t). will 
not increase the Federal deficit . 

(4) Contains tho following supporting 
information: 

(i) Actuorial analyses and actuarial 
certificolions. Actuarial analyses and 
ac tuarial certificatio ns to support the 
Stale's estimates that the proposed 
waiver will comply with th e 
compre hensive coverage requiremen t, 
the affordability requirement , and the 
scope of coverage requirement. 

(ii) Economic analyses. Economic 
analyses to support the Stale 's osl imates 
that the proposed waiver will co mply 
with th e comprehensive coverage 
requirement. the aiTordability 
requirement, th e scope of coverage 

requirem ent and th o Federal defic it 
requireme nt. including: 

(A) A detailed 1 0-year budget plan 
that is deficit neutral to the Federal 
government, as prescribed by section 
1332(a)(1)(B)(ii) of the Affordable Care 
Act. and in cludes a ll costs under the 
waiver, including administrative costs 
<:tlld other costs to the Fl-!drmtl 
government , if applicable; and 

(B) A detail ed analysis regarding th e 
estimated impact of the waiver on 
health insurance coverage in th e Stale. 

(iii) Data and assumptions. The data 
and assumptions used to demonstrate 
that the Stale's proposed waiver is in 
compliance with tho comprehensive 
coverage ru4uiremenl, the affordab ility 
requirement, the scope of coverage 
requirement and th e Federal deficit 
requirement. including: 

(A) Information on the age, income, 
health expenses and current health 
insurance status o f th e re leva nt Stale 
population: the number of employers by 
number of employees and whether the 
employer offers insu rance; cross
labu.lations of th ese \7ariablcs; and an 
exp lanation of da ta sources and qualit y: 
and 

(B) An explanation of the key 
assumptions used to develop th e 
es timates of the effect of I he waiver on 
coverage and the Federal budget. such 
as individual and employer 
participation rates, behavioral changes, 
prem ium and pri ce effects, and other 
rel evant factors. 

(iv) Implementation timeline. A 
detai led draft timcline for th e Slnle's 
implementation of the prupo~ed w<Jiver. 

(v) Additional information. 
Additional informat ion supporting th e 
Stato's proposed waiver, inc luding: 

(A) An exp lana tion as to whether tho 
waiver increases or decreases tho 
administrative burden on individual s, 
insurers . and employers, and if so. how 
and why; 

(B) An explanation of how the waiver 
will affect the implementation of th e 
provisions of tho Affordable Care Act 
which the Sla te is not requesting to 
wa ive in the State and at tho Federal 
level: 

(C) An explanation of how the waiver 
will affec t residents who need lo obtain 
health care services out-of-St a le. as well 
as the Slates in which such residents 
may seek such services ; 

(D) Jf applicable . an exp lana ti on as to 
how tho Slate will provide th e Federal 
government with all information 
necessa ry to ad mini ster tho waiver at 
the red erall evel; and 

(E) An explanation of how th e State's 
proposal will address potential 
individual. employer, insurer, or 
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provider compliance, waste, fraud and 
abuse within the State or in other States. 

(vi) Reporting targets. Quarterly, 
an nual , and cumulative targets for the 
comprehensive coverage requirement, 
the affordabilily requirement, the scope 
of coverage requirement. and the 
Federal deficit requirement. 

(vii) Other information. Other 
information consist ent wilh guidance 
provided by the Secretary and the 
Secretary of Health and Human 
Services. 

(g) Additional supporting 
information. (1) During the Federal 
review process. tho Secretary may 
request add itional supporting 
information from the Stale via the 
Secretary of Health and Human Services 
as needed lo address public comments 
or to address issues th at arise in 
reviewing the application. 

(2) Requests for additional 
information. and responses lo s uch 
requests, will be made available to the 
public in th e same manner as 
information described in § 33.116(b). 

§ 33.112 State public notice requirements. 
(a) Generol. (1) Prior to submit ting an 

application for a new section 1332 
waiver to th e Secretary of Health and 
Human Services for review and 
consideration, a State m usl provide a 
public notice and com ment period 
sufficien t Ia ensure a meaningful level 
of public input for the app lication for a 
section 1332 waiver. 

(2) Such public notice and comment 
period shall include, for a Slate wi th 
one or more Federally-recognized 
Indian tribes within its borders, a 
separate process for meaningful 
consu lta ti on with such tr ibes. 

[b) Public notice and comment period. 
Tho Stale sha ll make ava ilable al I he 
beginning of the public notice and 
comment period, through its Web si te or 
other effect ive moans of 
communica tion, and shall upda te as 
appropriate, a public no ti ce that 
includes a ll of the following: 

(1) A comprehensive description of 
the application for a section 1332 
waiver to be submitted to the Secretary 
of Hea lth and Human Services 
including information and assurances 
re lat ed to al l statutory requirem ents and 
o th er information co nsistent wi th 
guidance provided by th o Secretary and 
the Secretary of Health ancllluman 
Services. 

(2) Information relating to where 
copies of th e application for a section 
1332 waiver are avai labl e for pub lic 
review and comment. 

(3) Information relating lo how and 
where written comments may be 
submitted and reviewed by the public. 

and th e tim oframo during which 
co mments wi ll be accepted. 

(4) The location. el ate, and limo of 
public hearings tha i will be convened 
by the Stale to seek publi c input on th e 
application for a sec ti on 1332 waiver. 

(c) Public hearings. (1) After issuing 
the public noti ce and prior to 
submitting an applica tion for a new 
section 1332 waiver. a State must 
conduct publ ic heari ngs regarding the 
State's app lica tion . 

(2) Such publi c hearing~ shall prov ide 
an intores lccl party th o opportunity lo 
learn abou t and co mm en t on th e 
co nt en ts of tho app li cation for a sect ion 
1332 waiver. 

(d) Submission of initial applica tion. 
Arter Lhe Sta le publi c notice :111d 
comment period has concluded, th e 
Slate may submit an appli cati on to the 
Secretary of Health and Huma n Services 
for an initial waiver in accordance with 
the requirements set forth in §33.108 . 

§ 33.116 Federal public notice and 
approval process. 

(a) General. The Federa l public notice 
and approval process begins on the first 
business d ay after th e Secretary and the 
Secretary of Hea lth and Human Services 
determin e tha t a ll elemen ts for a 
complete upplica l ion were documented 
and submitted to th o Secretary of Health 
and Human Services. 

(b) Public notice and comment period. 
(1) Following a determination that a 
State's application for a section 1332 
waiver is co mplete, tho Secretary and 
the Secretary of Health and Human 
Services wi ll provide for n public noti ce 
and comm ent period thai is sufficient to 
ensure a moaningfullcvol of publ ic 
input and tha i docs no t impose 
requirements that arc in addition Ia. or 
dup li cative of, req uirem ent s im posed 
und er lhu Adnt inis lra li vo Procodmes 
Ac t, or requ iromont.s I hal arc 
unreasonabl e or unnecessaril y 
burdensome wi th rospecl lo State 
compliance. 

(2) AI th e beginning of th o Federal 
nolice and commen t period, the 
Secretary o f Health and Human Services 
will make avai lab le through its Web sil o 
and oth erwise, and sha ll update as 
appropria te, pub li c noti ce th at includes 
all of the following: 

(i) Tho complc tn application for a 
section 1332 waiver. upda tes for th e 
sta tus of the Slate's appl ication. and any 
supplementa l materials received fTom 
tho State p ri or to and during the Federal 
publ ic nolicP. anrl common! pP.riod. 

(ii) Informati on relating to wh ere 
cop ies of th e app l ica l ion for a sec tion 
1332 waiver arc ava il ab le for pub lic 
review and comm ent. 

(iii) Information relating to how and 
where written comments may be 
submitted and reviewed by the public , 
and the tim ofram o during whic!t 
comments will be accepted. 

(iv) Any pub li c commen ts received 
during the Federa l public notice nnd 
commen t period. 

(c) Approval of a section 1332 waiver 
application. The final decision of tho 
Secretary and tho Secretary of Health 
and Human Services on a State 
application for a scction1332 waiver 
will be issued by tho Secretary of Health 
and Human Services no letter titan 180 
days after lhe determination by tho 
Secretary nnd tho Secretary of Health 
and Human Services that a complete 
appli ca tion was received in accordance 
with §33.108. 

§ 33.120 Monitoring and compliance. 
(a) General. (1) Following the 

issuance of a final decision to approve 
a section 1332 waiver by tho Secretary 
and the Secretary of Health ancli-TutTH:IIl 
Services, a Stale must comply with all 
appli cab le Federal laws. regulations. 
interpretive policy slalomcn ls and 
interpretive guidance unless expressly 
waived. A Stale must, within lho 
timefra mos spec ifi ed in law, regulation, 
po li cy, or guidance , comE! into 
compliance with any changes in Federal 
law. regulation. or pol icy affe ling 
section 1332 waivers, unless the 
provision ch anged is expressly waived. 

(2) A Slate must comply with the 
terms and conditions of tho agroomont 
between the Secretary, the Secretary of 
Health and Human Services, and the 
Stale to implement a section 1332 
waiver. 

(b) Irnplemenlalion reviews. (1) Tho 
lcr rns and conditions of an approved 
section 1332 waiver will provide that 
t.hc Stale will perform periodic reviews 
of the implementation of Lhe section 
1332 waiver. 

(2) Tho Secretary and tho Secretary of 
Hea lt h and Human Services will review 
documented complaints that a Stale is 
failing to comp ly with requirements 
specified in the terms and conditions of 
any approved section 1332 waiver. 

(3) The Secretary and th e Secretary of 
Health and Human Services will 
promptl y share with a State any 
co m p laint that the Secretary and tho 
Secretary of Health and Human Services 
has received and will also provide 
notifi cati on of any applicable 
moni toring and compliance issues. 

(c) Post award. Within 6 months after 
th o implemonlalion date of a sect ion 
1332 waiver and annua ll y thereafter, a 
Stale tnu sl hold a public forum lo solicit 
comments on the progress of a sect ion 
1332 waiver. The State must hold the 
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public forum at which members of th e 
public have an opportunity to provide 
comments and must provide a summary 
of tho forum to the Secretary of Health 
and Human Services as part of tho 
quarterly report spocillod in§ 33.124(a) 
that is associa ted with the quarter in 
which the forum was held, as well as in 
the annua l report specified in 
§33.124(b) that is associated with th e 
yea r in which the forum was held. 

(1) Tho Sta te must publish the date. 
time. and location of the public forum 
in a prominent location on th o State's 
public Web silo. at least 30 days prior 
to the date of the planned public forum. 

(2) !Reserved] 
(d) Terminations und suspensions. 

The Secretary and the Secretary of 
Health and Human Se rvices rese rve the 
right to suspend or terminate a sec ti on 
1332 waiver in whole or in part, at any 
time before the date of expiration, 
whenever the Secretaries determine that 
a Stale has materially failed to comply 
with th o terms of a section 1332 waiver. 

(c) Closeout costs. If all or part of a 
section 1332 waiver is terminated or 
suspended. or if a portion of a section 
1332 waiver is withdrawn, Federal 
funding is limited to normAl closeout 
costs associated with an orderly 
termination, suspension, or withdrawal, 
including service costs during any 
approved transition period, and 
admin istrative costs of disenrolling 
participants. 

(0 Federal evoluotors. (1) A State 
must fully cooperate with tho Secretary. 
the Secretary of Hea lth and Human 
Services, or an independent evaluator 
selected by the Secretary or tho 
Secretary of Health and Human Services 
to undertake an independent eva lu at ion 
of any component of a section 1332 
waiver. 

(2) As pari of this required 
coopera tion. a State must submit a ll 
requested data and info rmation to th e 
Secretary, the Secretary of Health and 
Human Services, or the independent 
evaluator. 

§ 33.1 24 State reporting requirements. 

(a) Quarterly reports. A Stale must 
submit quarterly reports to the Secretary 
of Health and Hum an Services in 
accordance with th e terms and 
co nditions of the State's sP.ct ion 1:132 
waiver. Those quarterly reports must 
include, but arc not limited to, report· 
or any ongoing opera ti ona l challenges 
and plans for and results of associa ted 
correr.tive ac tions. 

(b) Annual report.~. A State must 
submit an annual report lo the Secre tary 
of Health and Human Serv ices 
documenting all of tho following : 

(1) The progress of tho section 1332 
waiver. 

(2) Data on compliance with section 
1332(b)(1J(A) th rough (D) of the 
Affurdaule Care Act. 

(3) A summary of th e annual post
award public forum , he ld in accordance 
with§ 33.120(c). inc:li1ding al l public 
commen ts recoivocl at such forum 
regarding the progress of tho section 
1332 waiver and ac tion taken in 
response to such concern s or comments. 

(4) Other informa tion consistent w ith 
the State's approved te rms and 
conditions. 

(c) Subm ilt ing and publishing annual 
reports. A State must submi t a draft 
ann ua l report to th e Secretary of Hea lt h 
and Human Services no later than 90 
days after the end of each waiver year, 
or as specified in the waiver's terms and 
conditi ons. 

(1) Within 60 days of receipt of 
commen ts from the Secretary of Health 
and Human Services, a Slate mus t 
submi t to the Secre tary of Healt h and 
Human Services a final annual report 
for the waiver year. 

(2) The draft and fin al annual reports 
arc to be published on a Slate's public 
Weu site wi thin 30 days of submi ss ion 
to and approval by th e Sccrctilfy of 
Health and Hum an Services, 
respectively. 

§ 33.128 Periodic evaluation requirements. 

(a) The Secretary and the Secretary of 
Hea lth and Human Serv ices shall 
periodically eval uate the 
im plemen tat ion of a program under a 
secti on 1332 waiver consisten t wit h 
guidance published uy the Secretary 
and the Secretary of Health and Human 
Services and any terms and conditions 
governing the sect ion 1332 waiver. 

(b) Each periodic evalua tion must 
include a review o r the annua l report or 
reports submitted by the Stale in 
accordance w ith §33.124 that relate to 
I lw peri on of I i mil covP.rP.rl hy l hP. 
eva I uation . 

Department of Health and Human 
Services 

45 CFR Subtitle A 

Fur the reasons set rorth in the 
preamble , the Department of Hea lth and 
Human Services ame nd s 45 CFR subtitl e 
A. subchapter B by add ing parl155 to 
read as follows: 

PART 155-WAIVERS FOR STATE 
INNOVATION 

Subparts A Through M [Reserved) 

Subpart N- State Flexibilfty 

Sec. 
155 .1 300 Basis and purpose. 
155.1302 Coordinated waiver process. 

155.1304 Definitions. 
155.1308 Applica tion procedures. 
155.1312 State public notice requirements. 
·r 55.131 () federal public noti cu and 

approval process. 
15S.1:120 Monitoring and r.ompliance. 
155.1324 State reporting requirements . 
155.1:128 Poriorli c ow1luation requiremnnts. 

Authority: Soc. 1332. Pub. L. 111-148 , 124 
Stat. 119. 

Subparts A Through M [Reserved] 

Subpart N-State Flexibility 

§ 155.1300 Basis and purpose. 

(a) StatutOiy basis. This subpart 
im plP.mP.nts provi~ions of sect ion 1332 
of the Affordable Care Act, relating to 
Waivers for Slate Innovation. whi ch the 
Secretary may aut horize for plan years 
beginning on or after January 1. 2017. 
Section 1332 of the Affordable Care 1\ ct 
requires the Secretary to issue 
regulations that providu fur all of the 
following: 

(1) A process for public notice and 
co mm en t at the Stale level, including 
public hearings, sufficient to e nsure a 
meaningful level of public input. 

(2) A process for the submission or All 

app li ca tion that ensures the disclosure 
or all of th e ro ll owing: 

(i) Tho provisions oflaw that tho Stale 
involved seeks to waive. 

(ii) The spec ific plans of th o State to 
ensure that the waiver will meet a ll 
requirements specified in section 1332. 

(3) A process for the provi ·ion of 
public notice and commen t after a 
waiver appl ication is received by tho 
Secreta.ry, that is su ffi cient to ensure a 
mean ingful level of public input and 
that docs not impose requirements that 
arc in addition to, or duplicative of. 
requirements imposed und er the 
Administrative Procedures Act, or 
requirements that are unreasonable or 
unnecessarily burdensome with respec t 
to State campi iance. 

(4) A process for the suumiss ion of 
reports to the Secretary by a State 
rc l<tl ing to tho implementation of a 
waiver. 

(5) A process for th o periodic 
evaluation by th o Secretary of programs 
under waivers. 

(b) Purpose. This subpart sets forth 
certain procedural rcquiromnnls for 
Waivers ror State Innovatio n und er 
section 1332 of the Affordable Care Act. 

§ 155.1302 Coordinated waiver process. 
(a) Coordina tion with applications for 

waiver under other Federal laws. A 
State may submit a singiB Application to 
the Socrolar for a waiver under scc.tion 
1332 of the Affordable Care Act and a 
waiver under one or more of tho ex isting 
waiver processes applicable und e r titl es 
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XVIII, XIX, and XXI of the Act. or under 
any other Federal law re lating to the 
provision of health care items or 
serv ices, provided tha t such applicatio n 
is co nsist ent with the procedures 
described in thi s part, the procedures 
for demonstrations unrler sect ion 1115 
of the Act, if applicable, and th e 
procedures under any other applicable 
Federal law und er which the S tale seeks 
a waiver. 

(b) Coordinated process for section 
1332 waivers. A State seeking a secti on 
1332 waiver must subm it a waiver 
application to the Secre tary. Any 
ap plication submitted to th e Secre tary 
that requests to waive sections 36B, 
4980H, or 5000A of the Code, in 
accordance with section 1332(a)(2)(D) of 
th e Affordable Care Act, shall upon 
receipt he transmitt ed by th e Secret.ary 
to the Secre tary of th e Treasury to be 
reviewed in accordance with 31 CFH 
Part 33 . 

§ 155.1304 Definitions. 

For the purposes o f this subpart: 
Complete application means an 

application that has been submitted and 
for which the Secretary and th e 
Secretary of the Treasury, as appl icable, 
have made a pre liminary determination 
that it includes all required information 
and satisfies all req uirem ents that are 
d escribed in§ 155 .1308(1). 

Public notice menns a notice issued 
uy a government agency or leg islative 
body tha t contains sufficient detni lt o 
notify the public at large of a proposed 
ac tion consistent with§ 155.1 31 2. 

Section 1332 wail'er means a Waiver 
for Sta te Innovation under sec tion 1332 
of the Affordable Care Act. 

§ 155.1308 Application procedures. 

(n) Acceptable formals for 
applications. Applical ions for i.nitial 
approval of a section 1332 waiver shall 
be submitted in electronic format to the 
Secretary. 

(b) Applica tion timing. Applicat ions 
fo r initial approva l of a secti on 1332 
waiver must be submitted suffic iently in 
advance of th e req uested e ffective da.le 
to allow for an appropriate 
impl ementation timeline. 

(c) Preliminary review. Each 
application for a section 1332 waiver 
will be subject to a preliminary review 
by the Secretary and th e Secretary of the 
Treasury, as applicable, who will make 
a preliminary d ete rmination tha t th e 
application is complete. A submi tted 
app lica ti on will not be d eemed received 
until the Secre tary and the Secretory of 
the Treasury. as appl ic:abl e, havt! made 
the preliminnry determination that the 
applica ti on is comple te. 

(1) The Secretary and the Secretary of 
the Treasury. as applicable . will 
co mpl ete th e preliminary revi ew of th e 
application within 45 days after it is 
submi Ued. 

(2) If th e Secret ary and the Secre tary 
of the Treasury. as appli cabl e, 
det e rmine that th e app li ca ti on is not 
complete , the Secretary w ill send the 
State a written noti ce o f th o elements 
missi no from tho app l ica li on. 

(3) T'he preliminary det ermin ation 
that an app li ca ti on is complete does not 
preclude a finding d uring th e 180-day 
Federal decision·making period th at n 
necessary clement of th e application is 
missing o r insu ffi c ien t. 

(d) Notification of prelimin01y 
determination. Upon mnking the 
pre liminary de termi nat ion th a t an 
ap pli cfl tion is compl ete. as defined in 
this part. th e Secre tary will send th e 
State a writte n noli co informing th e 
State that th e Secretary and th e 
Secretary of the T reasury, as applicable, 
have made such a pre liminary 
rl eterminal ion . That date will also mark 
the beginning of the Federal public 
notice process and th e 180-day Fede ral 
d ec isi on-m aking period. 

(e) Public notice of completed 
application. Upon rece ipt o f a complete 
appli ca tion for an initial secti on 1332 
waiver, th e Secre tary will -

(1) Make available to the public the 
applical.ion , and a ll related S ta le 
submiss ions, inc:luding all supplemen ta l 
information received from the Sta le 
following th e rece ipt o f a comp le te 
app li ca tion for a secti on 1332 waiver. 

(2) Indi cate th e status of th e 
application . 

(I) Cri teria for a complete application. 
An appli cation for initial approval of a 
section 1332 waiver will not be 
consid ered compl ete unless the 
applica ti on meets all of th e foll owing 
co nditions : 

(1) Complies wi th paragraphs (a) 
through rn of this suc tion . 

(2) Provides written evidence of the 
Stale's comp li ance with the publi c 
notice requirements snl forth in 
§ 155 .1312, in cluding a desc ription of 
the key issues raised during th e State 
publi c noti ce and comment period. 

(3) Provides all o f th e following : 
(i) A comprehensive description of 

the Stale legislat inn and program to 
implement a plan meeting th e 
requirements for a waiver und er sect ion 
1332; 

(ii) A copy of th e enac ted Stale 
legislation that provirles the State with 
auth ori ty to imp lement th e proposed 
waiver. as required under section 
1332[a)(1 )(C) of I he i\ffordable Care t\c: t: 

(iii) A list of the provisions of law th al 
the Stale seeks to wa ive in c lu d ing a 

description o f the reason for the speci ri c 
requ es ts : and 

(iv) The analvses, ac tu ar ia l 
certifi cations . dnta. assumptions, 
analys is . targe ts and o ther informa ti on 
set forth in paragra ph (1)(4) of this 
section suffi c ien t to provide th 
Secreta ry and th e Secretary of the 
Trensury, as applicable , wi th th e 
necessary data to detennino th a t tlw 
Stale's proposed waiver: 

(A) As req uired under section 
1332(h)(1 )(A) of the A ffor rl able Care Ac t 
(the com prohonsive coverage 
requirement). will provide coverage tha t 
is a t leas t as comprehens ive as th e 
coverage d efin ed in sect ion 1302(b) of 
the Affordab le Care Act and offered 
through Exchanges established un der 
the t\ffo rdable Care Act as cert ified by 
th e Offi ce of th e Ac tuary of th e Centers 
fo r Med ica re & Medicaid Serv ices bused 
on sufficient data from th e St a te a nd 
from comparable States abo ut the ir 
experience with programs created by the 
Affordable Care Act and the provisions 
nf th e Affnrdahln l.Me Act thnt th n Stale 
seeks to waive; 

(B) As required under secti on 
l3 32(b)(l)(B) of th e Affordable Care Act 
(the affordability requirement), will 
provide coverage and cost sharing 
protections aga ins t excess ive ou t-of
pocket spendi ng that arc a t leas t as 
affordable as the provisions of Title I of 
the Affordable Care Acl would prov.ide: 

(C) As required und er scclion 
1332(b)(1 )(C) of the Affordab le Care Act 
(the scope of coverage requiremen t). 
will prov ide coverage to at least a 
co mparab le number of its res idents as 
the provisions of Titl e I of the 
Affordable Care Act would provide: and 

(D) As prohibited under section 
1332(b)(l)(D) of the Affordable Care Act 
(th e Federal deficit req uireme nt). will 
not increase the Federa l deficit. 

(4) Contains tho follow ing supporting 
information : 

(i) Actuarial analyses and actuarial 
certifications. Actuarial analyses and 
ac tu a rinl certifi cati ons to support the 
Sta te's es tim a tes th at the proposed 
waiver will comply w ith the 
co mpreh ensive coverage requirement. 
th e affordability requirement. and th e 
scol?e of coverage requirement ; 

(it) Economic analyses. Economic 
analyses to support th e Slate's esti mil les 
that the proposed waiver wi ll comply 
wi th th e comprehensive coverage 
req uirement, th e affordability 
requirement, the scope of coverage 
requirement and the Federal de fi c it 
requirement, in c luding: 

(A) A detailed 10-year budge t plan 
tha i is deficit nou lral to th e Federal 
governm ent. as prescribed by section 
1332(a)(1)(B)(ii) of th e Affordable Care 
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Act, and includes all costs under the . 
waiver. including adm ini s trat ive costs 
and other costs to th e Federal 
governmen t. if applicable; and 

(B) A detailed analysis regarding the 
estimated impact of th e waiver on 
health in surance coverage in thn Slflle. 

(iii) Data and assumptions. The data 
and assumptions used to demonstrate 
that the State's proposed waiver is in 
compliance with tho com prohensivo 
coverage requirement. th e affordability 
requirement, the scope of coverage 
requirement and the Federal deficit 
requ i rem en t, including: 

(A) Information on th e age, income, 
health expenses and current health 
insurance status of th e relevant State 
population: th e number of employers by 
number of e mployees and whether th e 
employer offers insurflnr:e: cross
tabula tion s of these va riabl es; and an 
explanation of data so urces and qu ality: 
and 

(B) An ex planation of the key 
assumptions used to develop the 
estimates of th e effect of the waiver on 
coverage and the Federal budge t, such 
as individual and employer 
participation rates , behavioral changes, 
premium and pri ce effects. and other 
relevant fa ctors . 

(iv) lmplementaliorr I imeline. A 
detailed draft time line for the State's 
implementation of the propo ·ed waiver. 

(v) Additional information. 
Additional information supporting th e 
State's proposed waiver, including: 

(A) An explanation as to whether the 
waiver increases or decreases the 
administra tive burden on individuals, 
insurers, and employers, and if so, how 
and why: 

(B) An expla nati on of how th e waiver 
will a ffect th e impl ementation of the 
provisions of the Affordable Ca re Act 
which the State is not requesting to 
waive in the State and at th e Federal 
level ; 

(C) An expla nation of how the waiver 
will affect residents who need to obtain 
heal th care services out-of-State, as w ell 
as the States in which suc h residents 
may seek such services: 

(D) If applicable. an ox planation as to 
how the State will provide the Federal 
government with all information 
necessary to administer th e waiver at 
thfl Fonerallevel: <~nrl 

(E) An exp la nati on of how the State's 
proposal will address potential 
individual. employer, insurer, or 
provider com pliance, waste, fraud and 
Abuse within thP. State or in nthP.r Stiltes. 

(vi) Reporting targets. Quarterly, 
annua l. and cumulative targets for the 
comprehensive coverage requirement, 
th e affordabi lity requirement, the scope 

of coverage require ment and tho Federa l 
deficit req uirement. 

(vii) Olher informal io n. Other 
information cons istent w ith guidance 
provided by the Secretary and th • 
Secretary of th o Treasury. as app licabl u. 

(g) i\ddifionol supporting 
information . (1) During tho Federal 
review process, tho Secretary may 
request additional ~uppurting 
information from the State as needed to 
address public comments or to address 
issues that arise in reviewing th e 
application. 

(2) Requ ests for additi on11 l 
information , and responses to such 
requests. will be made ava ilable to the 
public in the same manner as 
information described in§ 155.1316(b). 

§155.1312 State public notice 
requirements. 

(a) General. (1) Prior to submitting an 
application for a now sect ion 1332 
waiver to th e Secretary for review and 
consideration, a Stale mu st provide a 
public notice a nd co mme nt period 
sufficien t to ensure a mea ningfu l level 
of public input for the application for a 
section 1332 waiver. 

(2) Suc h public notice a nd commen t 
period shall in clude, for a State with 
one or more Federally-recogn ized 
Indian tribes within its borders , a 
separa te process !'or mea ningful 
consultation with such tribes. 

(b) Public notice and comment period. 
The State sha ll make available at the 
beginning of th e public notice and 
comment period, through its Web site o r 
other e ffect ive mea ns of 
communi ca tion, and shall updat e as 
appropriate, a public no tice that 
includes all of tho following : 

(1) A comprehensive description of 
the app lica tion for a section 1332 
waiver to be submitted to the Secretary 
i ncl ud i ng information and assu ranees 
re lat e r! to a ll s tatutory rorplircments anrl 
other informat ion cons istent with 
guidance provided by the Secretary and 
the Secretary o f the Treasury, as 
applicable. 

(2) Inform ation relating to where 
copies of th e application for a section 
1332 waiver are available for public 
review and comment. 

(3) Informa ti on relating to how and 
where written co mm ents mAy be 
submitted a nd revi ewed by th e public, 
and the tim cfrume during which 
com me nts will be accepted. 

(4) The locatio n. dale, a nd limo of 
public hea rings that will be co nvened 
by the State to seck public input on the 
application for a section 1332 waiver. 

(c) Public hearings. (1) After issuing 
the public notice and prior to 
submitting an application for a new 

secti o n 13:12 waiver, a State must 
conduc t public hearings rega rd ing the 
Statu's application . 

(2) Such public hearings sha ll provide 
an interested party th o opportunity to 
learn about and comment on th o 
co ntent s of tho application for a section 
1332 waive r. 

(d) Submission of initial applica tion. 
After the State publi c noti ce and 
commen t period has concluded, the 
Stale may submi t an application to tho 
Secretary for an initi al waiver in 
accordance with the requirements set 
forth in§ 155.1308. 

§ 155.1316 Federal public notice and 
approval process. 

(a) General. Tho Federal public notice 
and approval process begins on tho first 
business day after th e Secretary and tho 
Secretary of the Treasury, as applicable. 
determine that all e lemen ts for a 
comple te application were rlor:tJrnP.ntP.rl 
and submitted to th o Secretary. 

(b) Public notice ond comment period. 
(1) Following a determination that a 
State's app lication for a section 1332 
waiver is complete, thP. Sm;rotary and 
tho Secretary of the Treasury, as 
ap pli ca bl e , will provide for a public 
notice and commen t period th at is 
s ufficient to ensure a meaningful level 
of public input and that does not 
impose requirements that are in 
addition to. or duplicative of, 
requirements imposed under th e 
Administrative Procedures !\c t. or 
requirements that are unreasonab le or 
unnecessarily burdensome with respect 
to Slate co mpli ance . 

(2) At the beginning of the Federal 
notice and commen t period. the 
Secretary will make available through 
its Web site and otherwise, and shall 
update as appropriate, publ ic notice that 
inc ludes all of the following: 

(i) The complete application for a 
sect io n 1332 waiver. updates for the 
statu s of tho State's applica ti on, and any 
supplementa l materials received from 
the State prior to and during tho Federal 
public notice and comment period. 

(ii) Informat ion relating to where 
cop ies of tho app li ca ti on for a section 
1332 waiver arc avai !able for public 
review and comment. 

(iii) Information relating to how and 
whnro wrillen comments mav bn 
submit ted and reviewed by the public, 
and tho timoframe during which 
comments will be accepted . 

(iv) Any public comments received 
during th o Federal public noti ce and 
comment period. 

(c) Approval of a section 1332 II'Oiver 
application . The final decision o f tho 
Secretary and the Secretary of the 
Treasury, as applicable, on a Stat u 



Federal Register I Vol. 77, No. 38 I Monday, February 27, 2012 I Rul es and Regulations 11721 

app li cation for a sec ti on 1332 waiver 
will be issued by the Secretary no la ter 
than 180 days after the determination by 
the Secretary and the Secretary of Lhe 
Treasury. as applicable. that a complete 
app lication was rece ived in accordance 
with§ 155.1308. 

§ 155.1320 Monitoring and compliance. 
(a) General. (1) Following the 

issuance of a final decision Lo approve 
a section 1332 waiver by the Secretary 
and the Secretary of the Treasury. as 
applicable, a State must comply with a ll 
applicable Federal laws, regulations. 
interpretive policy statements and 
interpretive guidance unless expressly 
waived. A Stale must. within the 
timeframes specified in law, regulation, 
policy or guidance, come into 
compliance with any changes in Federal 
law, regulation, or policy affecting 
section 1332 waivers. unless th e 
provision being changed is expressly 
waived . 

(2) A Stale must comply with the 
terms and conditions of the agreement 
between the Secretary. the Secretary of 
the Treasury, as applicable, and th e 
State to implement a section '1332 
waiver. 

(b) Implementation reviews. [·1) The 
terms and condition s of an approved 
seclion1332 waiver will provide thai 
the Stalo will perform periodic reviows 
of the impl e mentation of the section 
1332 waiver. 

(2) The Secretary and the Secretary o f 
the Treasury. as applicab le. will review 
documented complaints that a State is 
failing to comply with requirements 
specified in the terms and cond itions of 
anv approved section 1332 waiver. 

(3) The Secretary a nd the Secretary of 
the Treasury, as app li cabl e. will 
promptly share with a State a ny 
complaint that the Secretary and the 
Secretary o f the Treasury has received 
and will also provide notification of any 
applicable monitoring a nd compli ance 
issues. 

(c) Post award. Within at least 6 
monlhs after the implementation date of 
a section 1332 waiver and annually 
thereafter. a .State must hold a public 
forum to soli cit comments on tho 
progress of a section 1332 waiver. The 
State must hold the public forum al 
which members of the public have an 
opportunity to provide com rmmts a nd 
mus t provide a summary of tho for um 
to the Secretary as part of the quarterly 
report specified in § 155.1324(a) thai is 
associated with the quarter in which th e 

forum was held , as we ll as in the a nnua l 
report specified in§ 155.1324(b) tha t is 
associated wi th the yea r in which the 
fururn was hclu . 

(1) The State must pu bl ish the date, 
time , and local ion of th e publi c forum 
in a prominent loca ti on on th e State 's 
public web s ite , at least 30 Jays prior to 
th e date of the planned public forum . 

(2) [Reserved! 
(u) Terminations und suspensions. 

The Secretary and the Secretary of the 
Treasury. as app li cable. reserve the right 
to suspend or term in ate a section 1332 
waiver in who le o r in part , a l any tim e 
before the date of expiration, whenever 
th e Secretary or the Secrclary of' th e 
Treasury. as applicabl e . d etermines th at 
a Stalo has materially fa il ed to co mply 
with th e terms of a section 1332 waiver. 

(e) Closeout costs. lf all or part of a 
section 1332 waiver is te rminated or 
suspended, or if a portion of a section 
1332 waiver is wi thd raw n , Federal 
funding is limited to norma l c loseout 
costs associated wi th an orderly 
termination. suspe nsion, or withdrawal , 
including service cos ts during any 
approved lrarrsit iu u period, and 
adminis tra tive costs of discnrolling 
participants. 

(f) Federal evaluators . (1) A S tale 
must fully coopera te wi th th e Secretary, 
the Secretilry of the Treasury , as 
app li cab le. or an inde penden t evalu a tor 
selected by the Secretary or the 
Secretary of the Treasury . as applicabl e, 
to undertake an independent evaluation 
of any component of a sect ion 1332 
\>Vaivcr. 

(2) As part of thi s required 
coopera ti on, a S la te must subm it all 
reques ted duta a nd inf'ormotion to the 
Secretary. the Secretary of the Treasury, 
as app l icabl e, or th e in dependen t 
evaluator. 

§ 155.1324 State reporting requirements. 

(a) Quarterly reports. A State must 
submit quarterly reports to I he Secretary 
in accordance with the terms and 
conditions of the S tate's section 1332 
waiver. Those quarterly reports must 
include. but are not li mited to, reports 
of any ongoing opera ti onal challenges 
and p lans for and res ult s of ussociated 
correct ivc ac l ion s. 

(b) Jlnnuo/ reports. A S tale must 
submit an annual report to the Secretary 
documenting nil of tho following : 

(1) T h e progress of I he secti on 1332 
wa iver. 

(2) Dat a on com pliance with section 
1332(b)(1 )(A) through [0) of I he 
Affordable Care Act. 

(3) A summary of the annual post
award publi c forum , held in accordan ce 
with§ 155 .1320(c), including all public 
c omments re civcd at such forum 
regarding the progress of the section 
1332 waiver and action taken in 
response to such concerns or comments. 

(4) Other information consistent with 
the State 's approved terms and 
co ndi ti ons. 

(c) Submitting and publishing annual 
reports. A S tate must submit a draft 
annual report t.o the Secretary no later 
than 90 days after the end of ench 
waiver year, ur Cis spucil'icd iu the 
waiver's terms a nd conditions. 

(1) Within 60 days of rece ipt o f 
comments from the Secre tary. a Stale 
must submi t to the Secretary th e final 
annual report for the waiver year. 

(2) The draft and final annual reports 
arc to he published on a Slate's public 
web site within 30 days of submission 
to and approval by th e Secretary, 
respectively. 

§ 155.1328 Periodic evaluation 
requirements. 

(a) The Sec retary and the Secretary of 
the Treasury. as applicable, shall 
periodically evaluate the 
implementation of a program under a 
secti on 1332 waiver consistent with 
guidance published by the Secretary 
and the Secretary of the Treasury, as 
applicable, and any terms and 
conditions governing th e section 1332 
waiver. 

(b) Each p eriodic evaluation must 
include a review of the annual report or 
reports submilled by the Stale in 
accordance with § 155 .1324 Lhatre liltc 
to th e period oftinw covered by the 
evuluation . 

Authority: Sec. 1332 of the Patient 
Protection and Affordable Care Act IPub. L. 
1 11-'148). 

Approved : January 26 . 2012. 
~arilyn Tavenner, 
Acting Administrator, Cen ters f r /lledicare 
& MI'Jdicaid Services. 

Approved : January 30, 2012 . 
Kathleen Sebet ius, 
Secretary of Hrwtth cmd J-lrwran Services. 
Ern ily S. McMahon, 
Acting Assistant Secretary {Tax Paliry/, 
Department af the Treasury. 
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