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Religious Exemptions and Accommodations for Coverage of Certain Preventive Services 

Under the Affordable Care Act 

AGENCY: Internal Revenue Service, Department of the Treasury; Employee Benefits Security 

Administration, Department of Labor; and Centers for Medicare & Medicaid Services, 

Department of Health and Human Services. 

ACTION: Interim final rules with request for comments. 

SUMMARY:  The United States has a long history of providing conscience protections in the 

regulation of health care for entities and individuals with objections based on religious beliefs 

and moral convictions.  These interim final rules expand exemptions to protect religious beliefs 

for certain entities and individuals whose health plans are subject to a mandate of contraceptive 

This document is scheduled to be published in the
Federal Register on 10/13/2017 and available online at 
https://federalregister.gov/d/2017-21851, and on FDsys.gov

Case 3:17-cv-05783   Document 1-1   Filed 10/06/17   Page 1 of 163



CMS-9940-IFC   2  

 

 

coverage through guidance issued pursuant to the Patient Protection and Affordable Care Act. 

These rules do not alter the discretion of the Health Resources and Services Administration 

(HRSA), a component of the United States Department of Health and Human Services (HHS), to 

maintain the guidelines requiring contraceptive coverage where no regulatorily recognized 

objection exists.  These rules also leave the “accommodation” process in place as an optional 

process for certain exempt entities that wish to use it voluntarily.  These rules do not alter 

multiple other Federal programs that provide free or subsidized contraceptives for women at risk 

of unintended pregnancy. 

DATES:  Effective date:  These interim final rules and temporary regulations are effective on 

October 6, 2017. 

Comment date:  Written comments on these interim final rules are invited and must be received 

by December 5, 2017. 

ADDRESSES:  Written comments may be submitted to the Department of Health and Human 

Services as specified below.  Any comment that is submitted will be shared with the Department 

of Labor and the Department of the Treasury, and will also be made available to the public. 

Warning:  Do not include any personally identifiable information (such as name, address, or 

other contact information) or confidential business information that you do not want publicly 

disclosed.  All comments may be posted on the Internet and can be retrieved by most Internet 

search engines.  No deletions, modifications, or redactions will be made to the comments 

received, as they are public records.  Comments may be submitted anonymously. 

Comments, identified by “Preventive Services,” may be submitted one of four ways (please 

choose only one of the ways listed) 
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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-9940-IFC, 

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-9940-IFC, 

 Mail Stop C4-26-05, 

 7500 Security Boulevard, 

 Baltimore, MD 21244-1850 

Case 3:17-cv-05783   Document 1-1   Filed 10/06/17   Page 3 of 163



CMS-9940-IFC   4  

 

 

4. By hand or courier.  Alternatively, you may deliver (by hand or courier) your 

written comments ONLY to the following addresses prior to the close of the comment period: 

a.  For delivery in Washington, DC-- 

 Centers for Medicare & Medicaid Services, 

Department of Health and Human Services, 

Room 445-G, Hubert H. Humphrey Building, 

 200 Independence Avenue, SW., 

 Washington, DC  20201 

(Because access to the interior of the Hubert H. Humphrey Building is not readily 

available to persons without Federal government identification, commenters are encouraged to 

leave their comments in the CMS drop slots located in the main lobby of the building.  A stamp-

in clock is available for persons wishing to retain a proof of filing by stamping in and retaining 

an extra copy of the comments being filed.)  

b.  For delivery in Baltimore, MD-- 

 Centers for Medicare & Medicaid Services, 

Department of Health and Human Services, 

7500 Security Boulevard, 

Baltimore, MD  21244-1850.   

If you intend to deliver your comments to the Baltimore address, call telephone number 

(410) 786-9994 in advance to schedule your arrival with one of our staff members. 
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 Comments erroneously mailed to the addresses indicated as appropriate for hand or 

courier delivery may be delayed and received after the comment period. 

 Comments received will be posted without change to www.regulations.gov. 

FOR FURTHER INFORMATION CONTACT:  Jeff Wu (310) 492-4305 or 

marketreform@cms.hhs.gov for Centers for Medicare & Medicaid Services (CMS), Department 

of Health and Human Services (HHS), Amber Rivers or Matthew Litton, Employee Benefits 

Security Administration (EBSA), Department of Labor, at (202) 693-8335; Karen Levin,  

Internal Revenue Service, Department of the Treasury, at (202) 317-5500. 

Customer Service Information:  Individuals interested in obtaining information from the 

Department of Labor concerning employment-based health coverage laws may call the EBSA 

Toll-Free Hotline at 1-866-444-EBSA (3272) or visit the Department of Labor’s website 

(www.dol.gov/ebsa).  Information from HHS on private health insurance coverage can be found 

on CMS’s website (www.cms.gov/cciio), and information on health care reform can be found at 

www.HealthCare.gov.   

SUPPLEMENTARY INFORMATION: 

I.  Background 

Congress has consistently sought to protect religious beliefs in the context of health care 

and human services, including health insurance, even as it has sought to promote access to health 

services.
1
  Against that backdrop, Congress granted the Health Resources and Services 

                                                           
1
 See, for example, 42 U.S.C. 300a-7 (protecting individuals and health care entities from being required to provide 

or assist sterilizations, abortions, or other lawful health services if it would violate their “religious beliefs or moral 

convictions”); 42 U.S.C. 238n (protecting individuals and entities that object to abortion); Consolidated 

Appropriations Act of 2017, Div. H, Title V, Sec. 507(d) (Departments of Labor, HHS, and Education, and Related 

Agencies Appropriations Act), Pub. L. No. 115-31 (protecting any “health care professional, a hospital, a provider-

sponsored organization, a health maintenance organization, a health insurance plan, or any other kind of health care 

facility, organization, or plan” in objecting to abortion for any reason); Id. at Div. C, Title VIII, Sec. 808 (regarding 
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Administration (HRSA), a component of the United States Department of Health and Human 

Services (HHS), discretion under the Patient Protection and Affordable Care Act to specify that 

certain group health plans and health insurance issuers shall cover, “with respect to women, such 

additional preventive care and screenings … as provided for in comprehensive guidelines 

supported by” by HRSA (the “Guidelines”).  Public Health Service Act section 2713(a)(4). 

HRSA exercised that discretion under the last Administration to require health coverage for, 

among other things, certain contraceptive services,
2
 while the administering agencies—the 

Departments of Health and Human Services, Labor, and the Treasury (collectively, “the 

                                                                                                                                                                                           
any requirement of “the provision of contraceptive coverage by health insurance plans” in the District of Columbia, 

“it is the intent of Congress that any legislation enacted on such issue should include a ‘conscience clause’ which 

provides exceptions for religious beliefs and moral convictions.”); Id. at Div. C, Title VII, Sec. 726(c) (Financial 

Services and General Government Appropriations Act) (protecting individuals who object to prescribing or 

providing contraceptives contrary to their “religious beliefs or moral convictions”); Id. at Div. I, Title III 

(Department of State, Foreign Operations, and Related Programs Appropriations Act) (protecting applicants for 

family planning funds based on their “religious or conscientious commitment to offer only natural family 

planning”); 42 U.S.C. 290bb-36 (prohibiting the statutory section from being construed to require suicide related 

treatment services for youth where the parents or legal guardians object based on “religious beliefs or moral 

objections”); 42 U.S.C. 290kk-1 (protecting the religious character of organizations participating in certain programs 

and the religious freedom of beneficiaries of the programs); 42 U.S.C. 300x-65 (protecting the religious character of 

organizations and the religious freedom of individuals involved in the use of government funds to provide substance 

abuse services); 42 U.S.C. 604a (protecting the religious character of organizations and the religious freedom of 

beneficiaries involved in the use of government assistance to needy families); 42 U.S.C. 1395w-22(j)(3)(B) 

(protecting against forced counseling or referrals in Medicare Choice, now Medicare Advantage, managed care 

plans with respect to objections based on “moral or religious grounds”); 42 U.S.C. 1396a(w)(3) (ensuring particular 

Federal law does not infringe on “conscience” as protected in State law concerning advance directives); 42 U.S.C. 

1396u-2(b)(3) (protecting against forced counseling or referrals in Medicaid managed care plans with respect to 

objections based on “moral or religious grounds”); 42 U.S.C. 5106i (prohibiting certain Federal statutes from being 

construed to require that a parent or legal guardian provide a child any medical service or treatment against the 

religious beliefs of the parent or legal guardian); 42 U.S.C. 2996f(b) (protecting objection to abortion funding in 

legal services assistance grants based on “religious beliefs or moral convictions”); 42 U.S.C. 14406 (protecting 

organizations and health providers from being required to inform or counsel persons pertaining to assisted suicide); 

42 U.S.C. 18023 (blocking any requirement that issuers or exchanges must cover abortion); 42 U.S.C. 18113 

(protecting health plans or health providers from being required to provide an item or service that helps cause 

assisted suicide); also, see 8 U.S.C. 1182(g) (protecting vaccination objections by “aliens” due to “religious beliefs 

or moral convictions”); 18 U.S.C. 3597 (protecting objectors to participation in Federal executions based on “moral 

or religious convictions”); 20 U.S.C. 1688 (prohibiting sex discrimination law to be used to require assistance in 

abortion for any reason); 22 U.S.C. 7631(d) (protecting entities from being required to use HIV/AIDS funds 

contrary to their “religious or moral objection”). 
2
 This document’s references to “contraception,” “contraceptive,” “contraceptive coverage,” or “contraceptive 

services” generally includes contraceptives, sterilization, and related patient education and counseling, unless 

otherwise indicated. 
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Departments”
3
)—exercised the same discretion to allow exemptions to those requirements. 

Through rulemaking, including three interim final rules, the Departments allowed exemptions 

and accommodations for certain religious objectors where the Guidelines require coverage of 

contraceptive services.  Many individuals and entities challenged the contraceptive coverage 

requirement and regulations (hereinafter, the “contraceptive Mandate,” or the “Mandate”) as 

being inconsistent with various legal protections, including the Religious Freedom Restoration 

Act, 42 U.S.C. 2000bb-1.  Much of that litigation continues to this day.  

The Departments have recently exercised our discretion to reevaluate these exemptions 

and accommodations.  This evaluation includes consideration of various factors, such as the 

interests served by the existing Guidelines, regulations, and accommodation process
4
; the 

extensive litigation; Executive Order 13798, “Promoting Free Speech and Religious Liberty” 

(May 4, 2017); protection of the free exercise of religion in the First Amendment and by 

Congress in the Religious Freedom Restoration Act of 1993; Congress’ history of providing 

protections for religious beliefs regarding certain health services (including contraception, 

sterilization, and items or services believed to involve abortion); the discretion afforded under 

section 2713(a)(4) of the PHS Act; the structure and intent of that provision in the broader 

context of section 2713 and the Patient Protection and Affordable Care Act; the regulatory 

process and comments submitted in various requests for public comments (including in the 

Departments’ 2016 Request for Information).  

In light of these factors, the Departments issue these new interim final rules to better 

balance the Government’s interest in ensuring coverage for contraceptive and sterilization 

                                                           
3
 Note, however, that in sections under headings listing only two of the three Departments, the term “Departments” 

generally refers only to the two Departments listed in the heading. 
4
 In this document, we generally use “accommodation” and “accommodation process” interchangeably. 
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services in relation to the Government’s interests, including as reflected throughout Federal law, 

to provide conscience protections for individuals and entities with sincerely held religious beliefs 

in certain health care contexts, and to minimize burdens in our regulation of the health insurance 

market. 

A.  The Affordable Care Act  

Collectively, the Patient Protection and Affordable Care Act (Pub. L. 111-148), enacted 

on March 23, 2010, and the Health Care and Education Reconciliation Act of 2010 (Pub. L. 111-

152), enacted on March 30, 2010, are known as the Affordable Care Act.  In signing the 

Affordable Care Act, President Obama issued Executive Order 13535 (March 24, 2010), which 

declared that, “[u]nder the Act, longstanding Federal laws to protect conscience (such as the 

Church Amendment, 42 U.S.C. 300a-7, and the Weldon Amendment, section 508(d)(1) of Public 

Law 111-8) remain intact” and that “[n]umerous executive agencies have a role in ensuring that 

these restrictions are enforced, including the HHS.” 

The Affordable Care Act reorganizes, amends, and adds to the provisions of part A of 

title XXVII of the Public Health Service Act (PHS Act) relating to group health plans and health 

insurance issuers in the group and individual markets.  In addition, the Affordable Care Act adds 

section 715(a)(1) to the Employee Retirement Income Security Act of 1974 (ERISA) and section 

9815(a)(1) to the Internal Revenue Code (Code) to incorporate the provisions of part A of title 

XXVII of the PHS Act into ERISA and the Code, and thereby make them applicable to certain 

group health plans regulated under ERISA or the Code.  The sections of the PHS Act 

incorporated into ERISA and the Code are sections 2701 through 2728 of the PHS Act. 

These interim final rules concern section 2713 of the PHS Act.  Where it applies, section 

2713(a)(4) of the PHS Act requires coverage without cost sharing for “such additional” women’s 
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preventive care and screenings “as provided for” and “supported by” guidelines developed by 

HRSA/HHS.  The Congress did not specify any particular additional preventive care and 

screenings with respect to women that HRSA could or should include in its Guidelines, nor did 

Congress indicate whether the Guidelines should include contraception and sterilization.   

The Departments have consistently interpreted section 2714(a)(4) PHS Act’s grant of 

authority to include broad discretion to decide the extent to which HRSA will provide for and 

support the coverage of additional women’s preventive care and screenings in the Guidelines.  In 

turn, the Departments have interpreted that discretion to include the ability to exempt entities 

from coverage requirements announced in HRSA’s Guidelines.  That interpretation is rooted in 

the text of section 2713(a)(4) of the PHS Act, which allows HRSA to decide the extent to which 

the Guidelines will provide for and support the coverage of additional women’s preventive care 

and screenings.  

Accordingly, the Departments have consistently interpreted section 2713(a)(4) of the 

PHS Act’s reference to “comprehensive guidelines supported by HRSA for purposes of this 

paragraph” to grant HRSA authority to develop such Guidelines.  And because the text refers to 

Guidelines “supported by HRSA for purposes of this paragraph,” the Departments have 

consistently interpreted that authority to afford HRSA broad discretion to consider the 

requirements of coverage and cost-sharing in determining the nature and extent of preventive 

care and screenings recommended in the guidelines.  (76 FR 46623).  As the Departments have 

noted, these Guidelines are different from “the other guidelines referenced in section 2713(a) of 

the PHS Act, which pre-dated the Affordable Care Act and were originally issued for purposes of 

identifying the non-binding recommended care that providers should provide to patients.”  Id.  

Guidelines developed as nonbinding recommendations for care implicate significantly different 
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legal and policy concerns than guidelines developed for a mandatory coverage requirement.  To 

guide HRSA in exercising the discretion afforded to it in section 2713(a)(4) of the PHS Act, the 

Departments have previously promulgated regulations defining the scope of permissible 

exemptions and accommodations for such guidelines.  (45 CFR 147.131).  The interim final rules 

set forth herein are a necessary and appropriate exercise of the authority of HHS, of which 

HRSA is a component, and of the authority delegated to the Departments collectively as 

administrators of the statutes.  (26 U.S.C. 9833; 29 U.S.C. 1191c; 42 U.S.C. 300gg-92) 

Our interpretation of section 2713(a)(4) of the PHS Act is confirmed by the Affordable 

Care Act’s statutory structure.  Congress did not intend to require entirely uniform coverage of 

preventive services (76 FR 46623).  To the contrary, Congress carved out an exemption from 

section 2713 of the PHS Act for grandfathered plans.  In contrast, this exemption is not 

applicable to many of the other provisions in Title I of the Affordable Care Act—provisions 

previously referred to by the Departments as providing “particularly significant protections.” (75 

FR 34540).  Those provisions include: section 2704 of the PHS Act, which prohibits preexisting 

condition exclusions or other discrimination based on health status in group health coverage; 

section 2708 of the PHS Act, which prohibits excessive waiting periods (as of January 1, 2014); 

section 2711 of the PHS Act, which relates to lifetime limits; section 2712 of the PHS Act, 

which prohibits rescission of health insurance coverage; section 2714 of the PHS Act, which 

extends dependent coverage until age 26; and section 2718 of the PHS Act, which imposes a 

medical loss ratio on health insurance issuers in the individual and group markets (for insured 

coverage), or requires them to provide rebates to policyholders. (75 FR 34538, 34540, 34542).  

Consequently, of the 150 million nonelderly people in America with employer-sponsored health 

coverage, approximately 25.5 million are estimated to be enrolled in grandfathered plans not 
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subject to section 2713 of the PHS Act.
5
  As the Supreme Court observed, “there is no legal 

requirement that grandfathered plans ever be phased out.”  Burwell v. Hobby Lobby Stores, Inc., 

134 S. Ct. 2751, 2764 n.10 (2014). 

The Departments’ interpretation of section 2713(a)(4) of the PHS Act to permit HRSA to 

establish exemptions from the Guidelines, and of the Departments’ own authority as 

administering agencies to guide HRSA in establishing such exemptions, is also consistent with 

Executive Order 13535.  That order, issued upon the signing of the Affordable Care Act, 

specified that “longstanding Federal laws to protect conscience . . . remain intact,” including 

laws that protect religious beliefs (and moral convictions) from certain requirements in the health 

care context.  While the text of Executive Order 13535 does not require the expanded 

exemptions issued in these interim final rules, the expanded exemptions are, as explained below, 

consistent with longstanding Federal laws to protect religious beliefs regarding certain health 

matters, and are consistent with the intent that the Affordable Care Act would be implemented in 

accordance with the protections set forth in those laws. 

B. The Regulations Concerning Women’s Preventive Services 

On July 19, 2010, the Departments issued interim final rules implementing section 2713 

of the PHS Act (75 FR 41726).  Those interim final rules charged HRSA with developing the 

Guidelines authorized by section 2713(a)(4) of the PHS.  

1. The Institute of Medicine Report 

In developing the Guidelines, HRSA relied on an independent report from the Institute of 

Medicine (IOM, now known as the National Academy of Medicine) on women’s preventive 

services, issued on July 19, 2011, “Clinical Preventive Services for Women, Closing the Gaps” 

                                                           
5
 Kaiser Family Foundation & Health Research & Educational Trust, “Employer Health Benefits, 2017 Annual 

Survey,” available at http://files.kff.org/attachment/Report-Employer-Health-Benefits-Annual-Survey-2017. 
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(IOM 2011).  The IOM’s report was funded by the HHS Office of the Assistant Secretary for 

Planning and Evaluation (ASPE), pursuant to a funding opportunity that charged the IOM to 

conduct a review of effective preventive services to ensure women’s health and well-being.
6
  

The IOM made a number of recommendations with respect to women’s preventive 

services.  As relevant here, the IOM recommended that the Guidelines cover the full range of 

Food and Drug Administration (FDA)-approved contraceptive methods, sterilization procedures, 

and patient education and counseling for women with reproductive capacity.  Because FDA 

includes in the category of “contraceptives” certain drugs and devices that may not only prevent 

conception (fertilization), but may also prevent implantation of an embryo,
7
 the IOM’s 

recommendation included several contraceptive methods that many persons and organizations 

believe are abortifacient—that is, as causing early abortion—and which they conscientiously 

oppose for that reason distinct from whether they also oppose contraception or sterilization.   

One of the 16 members of the IOM committee, Dr. Anthony LoSasso, a Professor at the 

University of Illinois at Chicago School of Public Health, wrote a formal dissenting opinion. He 

argued that the IOM committee did not have sufficient time to evaluate fully the evidence on 

whether the use of preventive services beyond those encompassed by the United States 

Preventive Services Task Force (USPSTF), HRSA’s Bright Futures Project, and the Advisory 

Committee on Immunization Practices (ACIP) leads to lower rates of disability or disease and 

increased rates of well-being.  He further argued that “the recommendations were made without 

high quality, systematic evidence of the preventive nature of the services considered,” and that 

                                                           
6
 Because section 2713(a)(4) of the PHS Act specifies that the HRSA Guidelines shall include preventive care and 

screenings “with respect to women,” the Guidelines exclude services relating to a man’s reproductive capacity, such 

as vasectomies and condoms. 
7
 FDA’s guide “Birth Control: Medicines To Help You,” specifies that various approved contraceptives, including 

Levonorgestrel, Ulipristal Acetate, and IUDs, work mainly by preventing fertilization and “may also work ... by 

preventing attachment (implantation) to the womb (uterus)” of a human embryo after fertilization.  Available at 

https://www.fda.gov/forconsumers/byaudience/forwomen/freepublications/ucm313215.htm. 
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“the committee process for evaluation of the evidence lacked transparency and was largely 

subject to the preferences of the committee’s composition.  Troublingly, the process tended to 

result in a mix of objective and subjective determinations filtered through a lens of advocacy.” 

Dr. LoSasso also raised concerns that the committee did not have time to develop a framework 

for determining whether coverage of any given preventive service leads to a reduction in 

healthcare expenditure.
8
  (IOM 2011 at 231–32).  In its response to Dr. LoSasso, the other 15 

committee members stated, in part, that “At the first committee meeting, it was agreed that cost 

considerations were outside the scope of the charge, and that the committee should not attempt to 

duplicate the disparate review processes used by other bodies, such as the USPSTF, ACIP, and 

Bright Futures. HHS, with input from this committee, may consider other factors including cost 

in its development of coverage decisions.” 

2. HRSA’s 2011 Guidelines and the Departments’ Second Interim Final Rules 

On August 1, 2011, HRSA released onto its website its Guidelines for women’s 

preventive services, adopting the recommendations of the IOM.  

https://www.hrsa.gov/womensguidelines/  The Guidelines included coverage for all FDA-

approved contraceptives, sterilization procedures, and related patient education and counseling 

for women with reproductive capacity, as prescribed by a health care provider.  

In administering this Mandate, on August 1, 2011, the Departments promulgated interim 

final rules amending our 2010 interim final rules. (76 FR 46621) (2011 interim final rules).  The 

2011 interim final rules specify that HRSA has the authority to establish exemptions from the 

contraceptive coverage requirement for certain group health plans established or maintained by 

certain religious employers and for health insurance coverage provided in connection with such 

                                                           
8
 The Departments do not relay these dissenting remarks as an endorsement of the remarks, but to describe the 

history of the Guidelines, which includes this part of the report that IOM provided to HRSA.  
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plans.
9
  The 2011 interim final rules defined an exempt “religious employer” narrowly as one 

that: (1) had the inculcation of religious values as its purpose; (2) primarily employed persons 

who shared its religious tenets; (3) primarily served persons who shared its religious tenets; and 

(4) was a nonprofit organization, as described in section 6033(a)(1) and (a)(3)(A)(i) or (iii) of the 

Code.  Those relevant sections of the Code include only churches, their integrated auxiliaries, 

conventions or associations of churches, and the exclusively religious activities of a religious 

order.  The practical effect of the rules’ definition of “religious employer” was to create potential 

uncertainty about whether employers, including many of those houses of worship or their 

integrated auxiliaries, would fail to qualify for the exemption if they engaged in outreach 

activities toward persons who did not share their religious tenets.
10

  As the basis for adopting that 

limited definition of religious employer, the 2011 interim final rules stated that they relied on the 

laws of some “States that exempt certain religious employers from having to comply with State 

law requirements to cover contraceptive services.”  (76 FR 46623).  That same day, HRSA 

exercised the discretion described in the 2011 interim final rules to provide the exemption. 

3. The Departments’ Subsequent Rulemaking on the Accommodation and Third Interim Final 

Rules 

Final regulations issued on February 10, 2012, adopted the definition of “religious 

employer” in the 2011 interim final rules without modification (2012 final regulations).
11

  (77 FR 

8725).  The exemption did not require religious employers to file any certification form or 

comply with any other information collection process.  

                                                           
9
 The 2011 amended interim final rules were issued and effective on August 1, 2011, and published in the Federal 

Register on August 3, 2011. (76 FR 46621). 
10

 See, for example, Comments of the United States Conference of Catholic Bishops on Interim Final Rules on 

Preventive Services, File Code CMS-9992-IFC2 (Aug. 31, 2011). 
11

 The 2012 final regulations were published on February 15, 2012 (77 FR 8725). 
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Contemporaneous with the issuance of the 2012 final regulations, HHS—with the 

agreement of the Department of Labor (DOL) and the Department of the Treasury—issued 

guidance establishing a temporary safe harbor from enforcement of the contraceptive coverage 

requirement by the Departments with respect to group health plans established or maintained by 

certain nonprofit organizations with religious objections to contraceptive coverage (and the 

group health insurance coverage provided in connection with such plans).
12

  The guidance 

provided that the temporary safe harbor would remain in effect until the first plan year beginning 

on or after August 1, 2013.  The temporary safe harbor did not apply to for-profit entities.  The 

Departments stated that, during the temporary safe harbor, the Departments would engage in 

rulemaking to achieve “two goals—providing contraceptive coverage without cost-sharing to 

individuals who want it and accommodating non-exempted, nonprofit organizations’ religious 

objections to covering contraceptive services.”  (77 FR 8727). 

On March 21, 2012, the Departments published an advance notice of proposed 

rulemaking (ANPRM) that described possible approaches to achieve those goals with respect to 

religious nonprofit organizations, and solicited public comments on the same.  (77 FR 16501). 

Following review of the comments on the ANPRM, the Departments published proposed 

regulations on February 6, 2013 (2013 NPRM) (78 FR 8456).  

                                                           
12

 Guidance on the Temporary Enforcement Safe Harbor for Certain Employers, Group Health Plans, and Group 

Health Insurance Issuers with Respect to the Requirement to Cover Contraceptive Services Without Cost Sharing 

Under section 2713 of the Public Health Service Act, Section 715(a)(1) of the Employee Retirement Income 

Security Act, and Section 9815(a)(1) of the Internal Revenue Code, issued on February 10, 2012, and reissued on 

August 15, 2012. Available at: http://www.lb7.uscourts.gov/documents/12cv3932.pdf.  The guidance, as reissued on 

August 15, 2012, clarified, among other things, that plans that took some action before February 10, 2012, to try, 

without success, to exclude or limit contraceptive coverage were not precluded from eligibility for the safe harbor.  

The temporary enforcement safe harbor was also available to insured student health insurance coverage arranged by 

nonprofit institutions of higher education with religious objections to contraceptive coverage that met the conditions 

set forth in the guidance.  See final rule entitled “Student Health Insurance Coverage” published March 21, 2012 (77 

FR 16457). 
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The 2013 NPRM proposed to expand the definition of “religious employer” for purposes 

of the religious employer exemption.  Specifically, it proposed to require only that the religious 

employer be organized and operate as a nonprofit entity and be referred to in section 

6033(a)(3)(A)(i) or (iii) of the Code, eliminating the requirements that a religious employer (1) 

have the inculcation of religious values as its purpose, (2) primarily employ persons who share 

its religious tenets, and (3) primarily serve persons who share its religious tenets.  

The 2013 NPRM also proposed to create a compliance process, which it called an 

accommodation, for group health plans established, maintained, or arranged by certain eligible 

religious nonprofit organizations that fell outside the houses of worship and integrated auxiliaries 

covered by section 6033(a)(3)(A)(i) or (iii) of the Code (and, thus, outside of the religious 

employer exemption).  The 2013 NPRM proposed to define such eligible organizations as 

nonprofit entities that hold themselves out as religious, oppose providing coverage for certain 

contraceptive items on account of religious objections, and maintain a certification to this effect 

in their records.  The 2013 NPRM stated, without citing a supporting source, that employees of 

eligible organizations “may be less likely than” employees of exempt houses of worship and 

integrated auxiliaries to share their employer’s faith and opposition to contraception on religious 

grounds.  (78 FR 8461).  The 2013 NPRM therefore proposed that, in the case of an insured 

group health plan established or maintained by an eligible organization, the health insurance 

issuer providing group health insurance coverage in connection with the plan would provide 

contraceptive coverage to plan participants and beneficiaries without cost sharing, premium, fee, 

or other charge to plan participants or beneficiaries enrolled in the eligible organization’s plan—
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and without any cost to the eligible organization.
13

  In the case of a self-insured group health plan 

established or maintained by an eligible organization, the 2013 NPRM presented potential 

approaches under which the third party administrator of the plan would provide or arrange for 

contraceptive coverage to plan participants and beneficiaries.  

On August 15, 2012, the Departments also extended our temporary safe harbor until the 

first plan year beginning on or after August 1, 2013. 

The Departments published final regulations on July 2, 2013 (July 2013 final 

regulations).  (78 FR 39869).  The July 2013 final regulations finalized the expansion of the 

exemption for houses of worship and their integrated auxiliaries. Although some commenters 

had suggested that the exemption be further expanded, the Departments declined to adopt that 

approach.  The July 2013 regulations stated that, because employees of objecting houses of 

worship and integrated auxiliaries are relatively likely to oppose contraception, exempting those 

organizations “does not undermine the governmental interests furthered by the contraceptive 

coverage requirement.”  (78 FR 39874).  But, like the 2013 NPRM, the July 2013 regulations 

assumed that “[h]ouses of worship and their integrated auxiliaries that object to contraceptive 

coverage on religious grounds are more likely than other employers to employ people of the 

same faith who share the same objection” to contraceptives. (Id.) 

The July 2013 regulations also finalized an accommodation for eligible organizations. 

Under the accommodation, an eligible organization was required to submit a self-certification to 

its group health insurance issuer or third party administrator, as applicable.  Upon receiving that 

self-certification, the issuer or third party administrator would provide or arrange for payments 

for the contraceptive services to the plan participants and beneficiaries enrolled in the eligible 

                                                           
13 The NPRM proposed to treat student health insurance coverage arranged by eligible organizations that are institutions of higher 

education in a similar manner. 
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organization’s plan, without requiring any cost sharing on the part of plan participants and 

beneficiaries and without cost to the eligible organization.  With respect to self-insured plans, the 

third party administrators (or issuers they contracted with) could receive reimbursements by 

reducing user fee payments (to Federally facilitated Exchanges) by the amounts paid out for 

contraceptive services under the accommodation, plus an allowance for certain administrative 

costs, as long as the Secretary of the Department of Health and Human Services requests and an 

authorizing exception under OMB Circular No. A-25R is in effect.
14

  With respect to fully 

insured group health plans, the issuer was expected to bear the cost of such payments,
15

 and HHS 

intended to clarify in guidance that the issuer could treat those payments as an adjustment to 

claims costs for purposes of medical loss ratio and risk corridor program calculations. 

With respect to self-insured group health plans, the July 2013 final regulations specified 

that the self-certification was an instrument under which the plan was operated and that it 

obligated the third party administrator to provide or arrange for contraceptive coverage by 

operation of section 3(16) of ERISA.  The regulations stated that, by submitting the self-

certification form, the eligible organization “complies” with the contraceptive coverage 

requirement and does not have to contract, arrange, pay, or refer for contraceptive coverage.  

See, for example, Id. at 39874, 39896.  Consistent with these statements, the Departments, 

through the Department of Labor, issued a self-certification form, EBSA Form 700.  The form 

stated, in indented text labeled as a “Notice to Third Party Administrators of Self-Insured Health 

Plans,” that “[t]he obligations of the third party administrator are set forth in 26 CFR 54.9815-

                                                           
14

 See also 45 CFR 156.50. Under the regulations, if the third party administrator does not participate in a Federally 

facilitated Exchange as an issuer, it is permitted to contract with an insurer which does so participate, in order to 

obtain such reimbursement.  The total contraceptive user fee adjustment for the 2015 benefit year was $33 million. 
15

 “[P]roviding payments for contraceptive services is cost neutral for issuers.” (78 FR 39877). 
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2713A, 29 CFR 2510.3-16, and 29 CFR 2590.715-2713A” and concluded, in unindented text, 

that “[t]his form is an instrument under which the plan is operated.”  

The Departments extended the temporary safe harbor again on June 20, 2013, to 

encompass plan years beginning on or after August 1, 2013, and before January 1, 2014.  The 

guidance extending the safe harbor included a form to be used by an organization during this 

temporary period to self-certify that its plan qualified for the temporary safe harbor if no prior 

form had been submitted. 

4. Litigation Over the Mandate and the Accommodation Process 

During the period when the Departments were publishing and modifying our regulations, 

organizations and individuals filed dozens of lawsuits challenging the Mandate.  Plaintiffs 

included religious nonprofit organizations, businesses run by religious families, individuals, and 

others. Religious plaintiffs principally argued that the Mandate violated the Religious Freedom 

Restoration Act of 1993 (RFRA) by forcing them to provide coverage or payments for 

sterilization and contraceptive services, including what they viewed as early abortifacient 

items, contrary to their religious beliefs.  Based on this claim, in July 2012 a Federal district 

court issued a preliminary injunction barring the Departments from enforcing the Mandate 

against a family-owned business. Newland v. Sebelius, 881 F. Supp. 2d. 1287 (D. Colo. 2012). 

Multiple other courts proceeded to issue similar injunctions against the Mandate, although a 

minority of courts ruled in the Departments’ favor. Compare Tyndale House Publishers, Inc. v. 

Sebelius, 904 F. Supp. 2d 106 (D.D.C. 2012), and The Seneca Hardwood Lumber Company, Inc. 

v. Sebelius (sub nom Geneva Coll. v. Sebelius), 941 F. Supp. 2d 672 (W.D. Pa. 2013), with 

O’Brien v. U.S. Dep’t of Health & Human Servs., 894 F. Supp. 2d 1149 (E.D. Mo. 2012). 
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A circuit split swiftly developed in cases filed by religiously motivated for-profit 

businesses, to which neither the religious employer exemption nor the eligible organization 

accommodation (as then promulgated) applied.  Several for-profit businesses won rulings against 

the Mandate before the Unites States Court of Appeals for the Tenth Circuit, sitting en banc, 

while similar rulings against the Departments were issued by the Seventh and District of 

Columbia (D.C.) Circuits.  Hobby Lobby Stores, Inc. v. Sebelius, 723 F.3d 1114 (10th Cir. 

2013); Korte v. Sebelius, 735 F.3d 654 (7th Cir. 2013); Gilardi v. U.S. Dep’t of Health & Human 

Servs., 733 F.3d 1208 (D.C. Cir. 2013).  The Third and Sixth Circuits disagreed with similar 

plaintiffs, and in November 2013 the U.S. Supreme Court granted certiorari in Hobby Lobby and 

Conestoga Wood Specialties Corp. v. Secretary of U.S. Department of Health & Human 

Services, 724 F.3d 377 (3d Cir. 2013), to resolve the circuit split.   

On June 30, 2014, the Supreme Court ruled against the Departments and held that, under 

RFRA, the Mandate could not be applied to the closely held for-profit corporations before the 

Court because their owners had religious objections to providing such coverage.
16

  Burwell v. 

Hobby Lobby Stores, Inc. 134 S. Ct. 2751 (2014).  The Court held that the “contraceptive 

mandate ‘substantially burdens’ the exercise of religion” as applied to employers that object to 

providing contraceptive coverage on religious grounds, and that the plaintiffs were therefore 

entitled to an exemption unless the Mandate was the least restrictive means of furthering a 

compelling governmental interest.  Id. at 2775.  The Court observed that, under the compelling 

interest test of RFRA, the Departments could not rely on interests “couched in very broad terms, 

such as promoting ‘public health’ and ‘gender equality,’ but rather, had to demonstrate that a 

compelling interest was served by refusing an exemption to the “particular claimant[s]” seeking 

                                                           
16

 The Supreme Court did not decide whether RFRA would apply to publicly traded for-profit corporations.  See 134 

S. Ct. at 2774. 
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an exemption.  Id. at 2779.  Assuming without deciding that a compelling interest existed, the 

Court held that the Government’s goal of guaranteeing coverage for contraceptive methods 

without cost sharing could be achieved in a less restrictive manner.  The Court observed that 

“[t]he most straightforward way of doing this would be for the Government to assume the cost of 

providing the four contraceptives at issue to any women who are unable to obtain them under 

their health-insurance policies due to their employers’ religious objections.”  Id. at 2780.  The 

Court also observed that the Departments had “not provided any estimate of the average cost per 

employee of providing access to these contraceptives,” nor “any statistics regarding the number 

of employees who might be affected because they work for corporations like Hobby Lobby, 

Conestoga, and Mardel”.  Id. at 2780–81.  But the Court ultimately concluded that it “need not 

rely on the option of a new, government-funded program in order to conclude that the HHS 

regulations fail the least-restrictive means test” because “HHS itself ha[d] demonstrated that it 

ha[d] at its disposal an approach that is less restrictive than requiring employers to fund 

contraceptive methods that violate their religious beliefs.”  Id. at 2781-82.  The Court explained 

that the “already established” accommodation process available to nonprofit organizations was a 

less-restrictive alternative that “serve[d] HHS’s stated interests equally well,” although the Court 

emphasized that its ruling did not decide whether the accommodation process “complie[d] with 

RFRA for purposes of all religious claims”.  Id. at 2788–82. 

Meanwhile, another plaintiff obtained temporary relief from the Supreme Court in a case  

challenging the accommodation under RFRA.  Wheaton College, a Christian liberal arts college 

in Illinois, objected that the accommodation was a compliance process that rendered it complicit 

in delivering payments for abortifacient contraceptive services to its employees.  Wheaton 

College refused to execute the EBSA Form 700 required under the July 2013 final regulations.  It 
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