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V A A PA

March 26, 2018

Alex Azar, Secretary
U.S. Department of Health and Human Services 
Office for Civil Rights 
Hubert H. Humphrey Building, Room 509F 
200 Independence Avenue SW 
Washington, DC 20201

RE: Protecting Statutory Conscience Rights in Health Care; Delegations of Authority, RIN: 0945-ZA03 
Comments

Dear Secretary Azar:

On behalf of the more than 123,000 PAs (physician assistants) throughout the United States, the 
American Academy of PAs (AAPA) welcomes the opportunity to submit comments to the Department of 
Health and Human Services (HHS) regarding the recent creation of the Conscience and Religious 
Freedom Division, along with the release of a rule to impose additional enforcement mechanisms with 
regard to federal laws that grant healthcare professionals the right to decline to participate in medical 
procedures to which they are opposed on moral or religious grounds.

In the proposed rule, the Office for Civil Rights (OCR) seeks to strengthen enforcement of existing 
statutory conscience protections for healthcare providers to protect them from being coerced into 
participating in activities that may violate their beliefs. The proposed rule also creates a new Conscience 
and Religious Freedom Division within OCR.

AAPA's policy, which is contained in its Guidelines for Ethical Conduct for the PA Profession, provides 
guidance on how PAs should act in situations where they believe their beliefs may be compromised, and 
how best to manage these beliefs in relation to a PA’s obligation to provide the best possible care to 
their patients.

AAPA is concerned that the proposal's effort to broaden the scope of conscience objection regulations 
and to increase related enforcement efforts could have a negative impact on access to healthcare for 
patients, especially those who are most vulnerable and those who may live in rural or underserved 
areas. AAPA is also concerned new paperwork requirements related to "Assurance and Certification of 
Compliance" could be excessively burdensome to healthcare providers.

PA Practice

PAs are medical professionals who manage the full scope of patient care, often serving patients with 
multiple comorbidities. They conduct physical exams, order and interpret tests, diagnose and treat 
illnesses, develop and manage treatment plans, prescribe medications, assist in surgery, and counsel
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patients on preventative healthcare, and often serve as a patient’s principal healthcare professional.
PAs are one of three categories of healthcare professionals, including physicians and nurse practitioners, 
who are authorized by law to provide primary care in the United States. In addition to primary care, PAs 
practice in a wide range of settings and medical specialties, improving healthcare access and quality.

AAPA Policy on Personal Beliefs and Patient Access to Care

The foremost value of the PA profession is respect for the health, safety, welfare, and dignity of all 
human beings, which requires PAs to always act in the best interest of their patients. This concept is the 
foundation of the patient-PA relationship, and underpins PAs' ethical obligation to see that each of their 
patients receives appropriate care.

The PA profession’s policy on nondiscrimination is as follows: "PAs should not discriminate against 
classes or categories of patients in the delivery of needed healthcare. Such classes and categories 
include gender, color, creed, race, religion, age, ethnic or national origin, political beliefs, nature of 
illness, disability, socioeconomic status, physical stature, body size, gender identity, marital status, or 
sexual orientation."

Importantly, our policy also holds that, "While PAs are not expected to ignore their own personal values, 
scientific or ethical standards, or the law, they should not allow their personal beliefs to restrict patient 
access to care. A PA has an ethical duty to offer each patient the full range of information on relevant 
options for their healthcare. If personal moral, religious, or ethical beliefs prevent a PA from offering the 
full range of treatments available or care the patient desires, the PA has an ethical duty to refer a patient 
to another qualified provider." [Emphasis added.)

AAPA View and Recommendations

AAPA has significant concerns about the proposed regulatory changes because they put the personal 
beliefs of healthcare providers above each provider's paramount responsibility to ensure that every 
patient has access to care. We urge the administration to be cognizant of creating new barriers for 
healthcare for our most vulnerable populations, which would undermine the progress made in 
addressing medical disparities among these groups. Doing what is best for the patient must continue to 
be of utmost concern.

In promulgating the final rule and undertaking new initiatives, AAPA urges the department to work with 
all relevant healthcare provider groups to ensure that any actions are supported by and consistent with 
best healthcare practices, and that every patient has access to appropriate care.

AAPA looks forward to working with Secretary Azar, HHS and all relevant parties moving forward. Please 
do not hesitate to contact Tate Heuer, AAPA Vice President, Federal Advocacy, at 571-319-4338 or 
theuer@aapa.org, with any questions.

Sincerely,

L. Gail Curtis, MPAS, PA-C, DFAAPA 
President and Chair of the Board

© American Academy of PAs

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 161 of 334



Exhibit 14

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 162 of 334



HHS Conscience Rule-000140460

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 163 of 334



HHS Conscience Rule-000140461

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 164 of 334



HHS Conscience Rule-000140462

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 165 of 334



HHS Conscience Rule-000140463

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 166 of 334



HHS Conscience Rule-000140464

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 167 of 334



HHS Conscience Rule-000140465

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 168 of 334



HHS Conscience Rule-000140466

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 169 of 334



HHS Conscience Rule-000140467

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 170 of 334



HHS Conscience Rule-000140468

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 171 of 334



HHS Conscience Rule-000140469

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 172 of 334



HHS Conscience Rule-000140470

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 173 of 334



HHS Conscience Rule-000140471

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 174 of 334



HHS Conscience Rule-000140472

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 175 of 334



HHS Conscience Rule-000140473

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 176 of 334



HHS Conscience Rule-000140474

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 177 of 334



HHS Conscience Rule-000140475

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 178 of 334



HHS Conscience Rule-000140476

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 179 of 334



HHS Conscience Rule-000140477

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 180 of 334



Exhibit 15

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 181 of 334



HHS Conscience Rule-000133694

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 182 of 334



HHS Conscience Rule-000133695

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 183 of 334



HHS Conscience Rule-000133696

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 184 of 334



HHS Conscience Rule-000133697

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 185 of 334



HHS Conscience Rule-000133698

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 186 of 334



HHS Conscience Rule-000133699

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 187 of 334



HHS Conscience Rule-000133700

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 188 of 334



HHS Conscience Rule-000133701

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 189 of 334



HHS Conscience Rule-000133702

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 190 of 334



HHS Conscience Rule-000133703

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 191 of 334



Exhibit 16

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 192 of 334



HHS Conscience Rule-000147981

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 193 of 334



HHS Conscience Rule-000147982

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 194 of 334



HHS Conscience Rule-000147983

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 195 of 334



HHS Conscience Rule-000147984

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 196 of 334



HHS Conscience Rule-000147985

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 197 of 334



 

 

 

Exhibit 17 

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 198 of 334



HHS Conscience Rule-000139749

/C* \ The American College of 
| Obstetricians and Gynecologists

5 WOMEN’S HEALTH CARE PHYSICIANS

| I’M

Office of the President
Haywood Brown, MD, FACOG

■

March 27, 2018

VIA ELECTRONIC SUBMISSION

Alex Azar 
Secretary
U.S. Department of Health and Human Services 
Office for Civil Rights
Attn: Hubert H. Humphrey Building, Room 509F 
200 Independence Ave. SW 
Washington, DC 20201

Re: RIN 0945-A03; Protecting Statutory Conscience Rights in Health Care; Delegations of 
Authority

Dear Secretary Azar:

The American College of Obstetricians and Gynecologists (ACOG) writes in response to the 
proposed rule, "Protecting Statutory Conscience Rights in Health Care; Delegations of 
Authority" (Proposed Rule), published in the Federal Register on January 26, 2018 by the 
Department of Health and Human Services (HHS) Office for Civil Rights (OCR).

The creation of the Proposed Rule, coupled with the creation of a new division within OCR - the 
"Conscience and Religious Freedom Division" - suggests a concerning expansion of OCR’s 
authority in a way that threatens to restrict access for patients seeking medical care and 
support. We are concerned that the Proposed Rule and new office will encourage some 
providers and institutions to place their personal beliefs over their patients' medical needs, a 
move that can have real-world, potentially life-and-death consequences for patients. ACOG 
opposes this expansion and calls on HHS and OCR to immediately withdraw the Proposed Rule.

ACOG believes that respect for an individual's conscience is important in the practice of 
medicine, and recognizes that physicians may find that providing indicated care could present a 
conflict of conscience. ACOG is committed to ensuring all women have unhindered access to 
health care and opposes all forms of discrimination.1

As outlined in the American Medical Association's Code of Medical Ethics, responsibility to the 
patient is paramount for all physicians. ACOG holds that providers with moral or religious 
objections should ensure that processes are in place to protect access to and maintain a 
continuity of care for all patients. If health care providers feel that they cannot provide the 
standard services that patients request or require, they should refer patients in a timely

409 lith Street, S W • Washington, DC 20024-2188 • 1^:2026385577 • www.acog.org
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manner to other providers. In an emergency in which referral is not possible or might 
negatively impact the patient’s physical or mental health, providers have an obligation to 
provide medically indicated and requested care. Conscientious refusals should be limited if they 
constitute an imposition of religious or moral beliefs on patients, negatively affect a patient's 
health, are based on scientific misinformation, or create or reinforce racial or socioeconomic 
inequalities. The Proposed Rule disregards these rigorous standards of care established by the 
medical community.

The Proposed Rule demonstrates political interference in the patient-physician relationship. 
Institutions, facilities, and providers must give patients the full range of appropriate medical 
care to meet each patient's needs as well as relevant information regarding evidence-based 
options for care, outcomes associated with different interventions, and, in some cases, transfer 
to a full-service facility. Communication is the foundation of a positive patient-physician 
relationship and the informed consent process.11'* By allowing providers to refuse to provide 
patients with information, the Proposed Rule makes it impossible for patients to make the 
health care decision that is right for them. All patients should be fully informed of their 
options.'v

ACOG evaluates policies based on the standard of "first, do no harm” to patients, and the result 
of the Proposed Rule could be just the opposite. Across the country, refusals of care based on 
personal beliefs have kept women from needed medical care.v

The Proposed Rule expands existing conscientious refusal laws by allowing any entity involved 
in a patient’s care to claim a conflict of conscience, from a hospital board of directors to an 
individual who schedules procedures, and by allowing the refusal of "any lawful health service 
or activity."” This threatens patients' access to all health care services, including vaccinations 
and blood transfusions.

ACOG believes that the top priority in any federal rulemaking must be ensuring access to 
comprehensive, evidence-based health care services. Access to comprehensive reproductive 
health care services is essential to women's health and well-being.”1 ACOG urges HHS and OCR 
to put patients first and withdraw the Proposed Rule.

Sincerely,

Haywood L. Brown, MD, FACOG 
President
American College of Obstetricians and Gynecologists

2
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' American College of Obstetricians and Gynecologists. Statement of Policy: Racial Bias. Feb 2017. Accessed online:
https://www.acog.org/-/media/Statements-of-Policy/Public/StatementofPolicy93RacialBias2017-
2.pdf?dmc=l&ts=20180326T1531018088
■ Informed consent. ACOG Committee Opinion No. 439. American College of Obstetricians and Gynecologists. 
Obstet Gynecol 2009; 114:401-8.
" Partnering with patients to improve safety. Committee Opinion No. 490. American College of Obstetricians and 
Gynecologists. Obstet Gynecol 2011;117:1247-9.
" Effective patient-physician communication. Committee Opinion No. 587. American College of Obstetricians and 
Gynecologists. Obstet Gynecol 2014;123:389-93.
■ American College of Obstetricians and Gynecologists. Position Statement: Restrictions to Comprehensive 
Reproductive Health Care. April 2016. Accessed online: https://www.acog.org/Clinical-Guidance-and- 
Publications/Position-Statements/Restrictions-to-Comprehensive-Reproductive-Health-Care
^ Protecting Statutory Conscience Rights in Health Care; Delegations of Authority, 83 Fed. Reg. 3880 (proposed Jan. 
26, 2018) (fo be codified at 45 C.F.R. pt. 88).
•,l Increasing access to abortion. Committee Opinion No. 613. American College of Obstetricians and Gynecologists. 
Obstet Gynecol 2014;124:1060-5.

3
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AHCA NCAL 1201 l Slr»-1 MW. WMNngton. (X 20005 
T: 202-942 4444 
F 202-842-3660
•mw.Bhcancal.Ofg

AMERICAN HEALTH CARE ASSOCIATION NATIONAL CENTER EOR ASSISTED LIVING

Roger Severino 
Director
Office for Civil Rights, Department for Health and Human Services 
Hubert H. Humphrey Building 
200 Independence Avenue, S.W. Room 509-F 
Washington, DC 20201

RE: RIN 0945-ZA03; Docket HHS-OCR-2018-0002: Protecting Statutory Conscience Rights 
in Health Care; Delegations of Authority

Dear Mr. Severino:
The American Health Care Association and National Center for Assisted Living (AHCA/NCAL) is 
the nation's largest association of long term and post-acute care providers, with more than 
13.000 member facilities who provide care to approximately 1.7 million residents and patients 
every year. Thank you for the opportunity to comment on the Office for Civil Rights' proposed 
rule intended to protect statutory conscience rights in health care.

AHCA/NCAL has concerns about the increased regulatory burden of this proposed rule for long 
term and post-acute care providers. Staff, residents, and residents' families from nursing 
centers, centers providing care for individuals with intellectual or developmental disabilities, and 
assisted living communities that accept Medicaid already have multiple outlets for reporting 
complaints or concerns. Furthermore, these are highly regulated sectors. In particular, nursing 
centers are in the process of implementing myriad new requirements through 2019 and are one 
of the most highly regulated sectors in the country. These requirements add another regulatory 
burden that reduces time for providing high quality patient-centered care.

We respectfully request that the Department of Health and Human Services do not apply the 
proposed regulations to these long term and post-acute care providers. For questions or to 
discuss these comments further, please contact Lillian Hummel at 202-898-2845

Sincerely,

Lillian Hummel

Senior Director, Policy and Program Integrity

The *irencsn Health Cere AmopoOot enO Nstcrel Cer«f» tor Aessted Lr.mg (AMCWCAL) reoieeent iroie Wen 12.CC0 ren­
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ms 80010U) Slieel, NW 
Two CityCenter. Suite 400 
Washngtoo, DC 20C01 -4956 
(2021638-1100 Phone 
vv<vw.aha.orgAmerican Hospital 

Association.

March 26, 2018

Roger Severino
Director, Office for Civil Rights 
Department of Health and Human Serv ices 
Hubert H. Humphrey Building 
200 Independence Avenue, S.W , Room 515F 
Washington, DC 20201

Re: HHS—OCR—201X—0002, Protecting Statutory Conscience Rights in Health Care; 
Delegations of Authority; Proposed Rule (Voi 83, No. 18).Ian. 26, 2018.

Dear Mr. Severino:

On behalf of our nearly 5,000 member hospitals, health systems and other health care 
organizations, our clinical partners - including more than 270,000 affiliated physicians, 2 million 
nurses and other caregivers - and the 43,000 health care leaders who belong to our professional 
membership groups, the American Hospital Association (AHA) appreciates the opportunity to 
comment on the Department of Health and Human Services (HHS) Office for Civil Rights’ 
(OCR) proposed rule regarding certain statutory conscience protections.

I lospitals and health systems are committed to respecting the conscience objections of hospital 
employees and medical staff. Conscience protections for health care professionals are long­
standing and deeply rooted in our health care delivery system. For decades, the AHA and its 
members have supported policies to accommodate the differing convictions of our employees 
and medical staff by making provisions for them to decline to participate in delivering services 
they say they cannot perform in good conscience. Existing federal and state laws protect health 
care workers who express religious objections related to performing certain procedures.

At the same time, hospitals and health systems have obligations to their patients and are 
committed to providing the care they need. Existing laws create protections for patients and 
impose certain obligations on providers to ensure that patients have access to necessary care 
Hospitals and health systems value every individual they have the opportunity to serve, and 
oppose discrimination against patients based on characteristics such as race, religion, national 
origin, sexual orientation or gender identity
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Mr. Roger Severino 
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Page 2 of 4

The intersection of these equally important obligations can present unique challenges. Neither 
obligation can or should be addressed in a vacuum. OCR’s framework for enforcing the 
conscience protections at issue should account for this intersection of hospitals’ obligation to 
ensure needed care for patients and the obligation to honor conscience objections of employees.

With this as a backdrop, we make the following recommendations.

The policies, practices, and court precedent governing enforcement of other
CIVIL RIGHTS PROTECTIONS SHOULD BE THE MODEL FOR ENFORCEMENT OF THE CONSCIENCE 
PROTECTIONS AT ISSUE.

OCR observes that the conscience protections at issue are civil rights to be enforced no less than 
other civil rights protections. The AHA agrees that the conscience protections are among the 
civil rights of hospital employees and medical staff. They should, therefore, be duly protected.

In keeping with the principle that the conscience protections should be treated akin to 
other civil rights, the AHA urges OCR to ensure that the enforcement policies and 
practices applicable to the conscience protections are comparable to the long-standing 
policies and practices applicable when guaranteeing other civil rights protections for 
employees and staff. OCR should not invent new, distinct, or additional policies and practices 
that add unnecessary complexity and burden or prefer conscience protections over other civil 
rights. Rather, OCR should use existing civil rights frameworks as the model for the conscience 
protections at issue. This not only would place the conscience protections on a level playing field 
with other civil rights, but would ensure that the conscience protections are guaranteed through 
an enforcement framework that already has proven effective in analogous civil rights contexts.

To this end, OCR should explicitly adopt a reasonable accommodation framework that 
provides the flexibility for HHS to take into account particular facts and circumstances to 
determine that a hospital has done all it reasonably could under the circumstances to 
accommodate conscience objections of employees or medical staff {Bruffv. North Miss. 
Health Servs., 244 F.3d 495 (5th Cir. 2001)).

Employment discrimination on the basis of religion is prohibited and employers are required to 
reasonably accommodate the sincerely held religious beliefs of employees, absent a showing of 
undue hardship on the employer (See 29 C.F.R. § 1605.2). This has been true for over a half 
century, and this framework has successfully protected employees, including those of hospitals 
and health systems, from religious discrimination. Analogous reasonable accommodation 
frameworks also have been successfully employed in other civil rights contexts, such as the 
Rehabilitation Act of 1973.

This framework has proven successful in the hospital context, in part, because it allows for an 
assessment of the reasonableness of a requested accommodation in context. The requirement of 
reasonably accommodating the sincerely held religious beliefs of employees and medical staff, 
absent a showing of undue hardship, guarantees robust protections for the religious beliefs of 
hospital employees and medical staff.
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Consistent with this framework, a hospital should be responsible for providing reasonable 
conscience-based accommodations and an employee is responsible for providing fair notice of a 
specific and sincerely held religious or moral objection. A hospital should not be sanctioned for 
failing to accommodate the moral or religious beliefs of an employee or medical staff where, 
despite being on notice of his or her right to do so, the individual did not give the hospital 
advance notice of his or her objection (Wessling v. Kroger Co., 554 F. Supp. 548 (E.D. Mich. 
1982) (no Title VII violation when the employee did not give the employer notice of a desire for 
a religious accommodation)).

Adoption of this framework in the conscience rule would assure hospitals that they may continue 
with a time-tested way of honoring their responsibilities to ensure access to necessary care for all 
patients, while effectively protecting the religious and other conscience rights of employees and 
medical staff. It also would avoid the unnecessary and duplicative administrative burdens for 
hospitals that imposing an additional and different framework would create.

Hospitals have existing policies, procedures, and best practices. They also have decades of 
experience with how to meet their responsibility to provide reasonable accommodations. 
Adopting a parallel framework for the conscience protections would enable hospitals to 
seamlessly incorporate the conscience rights of employees and medical staff into the existing 
compliance frameworks. The religious and moral beliefs of hospital employees and medical staff 
would be protected, while reducing the complexity and burden for hospitals. OCR should 
expressly affirm these guiding principles.

Due process protections should be explicitly included in the regulations

The proposed regulations are silent on procedural protections for a recipient of funding before 
the Department may take an adverse action. OCR should affirmatively recognize the due process 
rights of recipients of federal funds. The regulations should reinforce those rights with a clear 
acknowledgement of the procedural protections applicable to any action by the Department that 
would adversely affect a recipient’s continued receipt of, or future eligibility for, federal funding. 
For example, the Social Security Act controls whether participation in, or receipt of funding 
from, the Medicare program may be limited or terminated; the Medicare law and regulations 
control the procedural protections for providers.

As discussed above, there are existing and proven civil rights policies and practices that should 
apply equally here. In particular, the conscience regulations should expressly adopt the 
longstanding due process protections for Title VI enforcement. The same protections should 
apply for challenges to any finding of noncompliance with the conscience protections that OCR 
may make or any penalty or other adverse action for noncompliance with the conscience 
protections that OCR may seek to impose.

Additionally, the regulations should be explicit about the grounds for imposing any contemplated 
sanction and the procedural protections. The proposed regulation lists numerous potential 
adverse actions available to OCR or the Department without delineating the specific 
circumstances that must occur before taking any such action. The implication is that they are

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 212 of 334



HHS Conscience Rule-000067416

Mr. Roger Severino 
March 26, 2018 
Page 4 of 4

available at OCR s or the Department's discretion, without reference to any reasonable 
standards. The regulation should expressly identify which sanction is applicable under which 
circumstances. It also should identify the related procedural protections, including notice and 
hearing rights. This would further the government's interests in not only ensuring fundamental 
fairness but also avoiding inappropriate disruption of health services that are federally funded.

Regulatory burden should be eased wherever possible.

The proposed requirement that a recipient report reviews, investigations, and complaints 
to any component of the Department from w hich it receives funding is burdensome and 
unnecessary. So, too. is the proposed requirement that a recipient seeking new or renewed 
funding report reviews, investigations, and complaints from the prior five years. No such 
requirements apply in other civil rights contexts. Because OCR will know of all such reviews, 
investigations, and complaints, OCR should instead be the source of this information within the 
Department. OCR will be the central repository of all such data and can make it readily available 
to other Departmental components, greatly reducing unnecessary burden on regulated parties.

Additionally, the sweep of these proposed disclosures is problematic. There is no distinction in 
the proposed treatment of, for example, general compliance reviews (unprompted by any 
particular concern), rejections of frivolous complaints, findings of compliance, or cases where a 
sanction is ultimately overturned. With new, renewed, or continuing funding at stake, the 
proposed reporting requirement risks inappropriately suggesting to the decision-maker that there 
is a cause for concern when there is in fact none, improperly biasing the decision-making against 
the recipient. The regulation should not effectively create a presumption of noncompliance. The 
proposed reporting requirement should not be finalized.

We appreciate your consideration of these issues. Please contact me if you have questions or feel 
free to have a member of your team contact Maureen Mudron, AHA deputy general counsel, at 
(202)626-2301 or mmudron@aha.oru.

Sincerely,

/s/

Thomas P. Nickels 
Executive Vice President
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ASSOCIATION A

JAMES L. MADARA, MD
EXECUTIVE VICE PRESIDENT. CEO
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t (312)464-5000

March 27. 20IX

The Honorable Alex M. Azar. II 
Secretary
U S. Department of Health & Human Services 
Hubert H Humphrey Building 
200 Independence Avenue. SW 
Washington. DC 20201

Re: Protecting Statutory Conscience Rights in Health Care: Delegations of Authority (RIN 0945- 
ZA03), 83 Fed. Reg. 3XX0 (January 26. 20IX)

Dear Secretary Azar:

On behalf of the physician and medical student members of the American Medical Association (AMA), I 
am writing to provide comments to the Department of Health and Human Serv ices (HHS) in response to 
the Notice of Proposed Rulemaking (Proposed Rule or Proposal) on "Protecting Statutory Conscience 
Rights in I lealth Care: Delegations of Authority.'' issued by the Office of Civil Rights (OCR). In its 
Proposed Rule, OCR proposes to revise existing regulations and create new regulations to interpret and 
enforce more than 20 federal statutory prov isions related to conscience and religious freedom. Under 
OCR's broad interpretation of these prov isions, individuals, health care organizations, and other entities 
would be allowed to refuse to provide or participate in medical treatment, scrv ices, information, and 
referrals to which they have religious or moral objections. This would include services related to 
abortion, contraception (including sterilization), vaccination, end-of-life care, mental health, and global 
health support, and could include health care services prov ided to patients who are lesbian, gay, bisexual, 
transgender, and quecr/questioning (LGBTQ)

For the reasons discussed below, the AMA believes the Proposed Rule would undermine patients' access 
to medical care and information, impose barriers to physicians' and health care institutions' ability to 
provide treatment, impede advances in biomedical research, and create confusion and uncertainty among 
phy sicians, other health care professionals, and health care institutions about their legal and ethical 
obligations to treat patients We are very concerned that the Proposed Rule would legitimize 
discrimination against vulnerable patients and in fact create a right to refuse to provide certain treatments 
or serv ices. Given our concerns, we urge HHS to withdraw this Proposal

The AMA supports conscience protections for physicians and other health professional personnel. We 
believe that no phy sician or other professional personnel should be required to perform an act that violates 
good medical judgment, and no physician, hospital, or hospital personnel should be required to perform 
any act that violates personally held moral pnnciples. As moral agents in their own right, physicians are 
informed by and committed to diverse cultural, religious, and philosophical traditions and beliefs 
According to the AMA ('ode of MeJiail Ethics, "phy sicians should have considerable latitude to practice 
in accord with well-considered, deeply held beliefs that are central to their self-identities."

AMA PLAZA | 330 N. WABASH AVE. | SUITE 39300 | CHICAGO. IL 60611-5885
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Conscience protections for medical students and residents are also warranted. The AMA supports 
educating medical students, residents, and young physicians about the need for physicians who provide 
termination of pregnancy services, the medical and public health importance of access to safe termination 
of pregnancy, and the medical, ethical, legal, and psychological principles associated with termination of 
pregnancy, while maintaining that the observation of, attendance at, or any direct or indirect participation 
in abortion should not be required.

Nonetheless, while we support the legitimate conscience rights of individual health care professionals, the 
exercise of these rights must be balanced against the fundamental obligations of the medical profession 
and physicians’ paramount responsibility and commitment to serving the needs of their patients. As 
advocates for our patients, we strongly support patients’ access to comprehensive reproductive health care 
and freedom of communication between physicians and their patients, and oppose government 
interference in the practice of medicine or the use of health care funding mechanisms to deny established 
and accepted medical care to any segment of the population.

According to the AMA Code of Medical Ethics, physicians’ freedom to act according to conscience is not 
unlimited. Physicians are expected to provide care in emergencies, honor patients’ informed decisions to 
refuse life-sustaining treatment, and respect basic civil liberties and not discriminate against individuals in 
deciding whether to enter into a professional relationship with a new patient. Physicians have stronger 
obligations to patients with whom they have a patient-physician relationship, especially one of long 
standing; when there is imminent risk of foreseeable harm to the patient or delay in access to treatment 
would significantly adversely affect the patient’s physical or emotional well-being; and when the patient 
is not reasonably able to access needed treatment from another qualified physician. The Code provides 
guidance to physicians in assessing how and when to act according to the dictates of their conscience. Of 
key relevance to the Proposed Rule, the Code directs physicians to:

Take care that their actions do not discriminate against or unduly burden individual patients or 
populations of patients and do not adversely affect patient or public trust.
Be mindful of the burden their actions may place on fellow professionals.
Uphold standards of informed consent and inform the patient about all relevant options for 
treatment, including options to which the physician morally objects.
In general, physicians should refer a patient to another physician or institution to provide 
treatment the physician declines to offer. When a deeply held, well-considered personal belief 
leads a physician also to decline to refer, the physician should offer impartial guidance to patients 
about how to inform themselves regarding access to desired services.
Continue to provide other ongoing care for the patient or formally terminate the patient-physician 
relationship in keeping with ethics guidance.

The ethical responsibilities of physicians are also reflected in the AMA’s long-standing policy protecting 
access to care, especially for vulnerable and underserved populations, and our anti-discrimination policy, 
which opposes any discrimination based on an individual’s sex, sexual orientation, gender identity, race, 
religion, disability, ethnic origin, national origin or age. We are concerned that the Proposed Rule, by 
attempting to allow individuals and health care entities who receive federal funding to refuse to provide 
any part of a health service or program based on religious beliefs or moral convictions, will allow 
discrimination against patients, exacerbate health inequities, and undermine patients’ access to care.
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We would like to note that no statutory provision requires the promulgation of rules to implement various 
conscience laws that have been in existence for years. We believe physicians are aware of their legal 
obligations under these requirements and do not think that the promulgation of this rule is necessary to 
enforce the conscience provisions under existing law. OCR has failed to provide adequate reasons or a 
satisfactory explanation for the Proposed Rule as required under the Administrative Procedure Act 
(APA). As OCR itself acknowledges, between 2008 and November 2016, OCR received 10 complaints 
alleging violations of federal conscience laws; OCR received an additional 34 similar complaints between 
November 2016 and January 2018. In comparison, during a similar time period, from fall 2016 to fall 
2017, OCR received over 30,000 complaints alleging violations of either HIPAA or civil rights. These 
numbers demonstrate that the Proposed Rule to enhance enforcement authority over conscience laws is 
not necessary.

OCR’s stated purpose in revising existing regulations is to ensure that persons or entities are not subjected 
to certain practices or policies that violate conscience, coerce, or discriminate, in violation of federal laws. 
We believe that several provisions and definitions in the Proposed Rule go beyond this stated purpose and 
are ambiguous, overly broad, and could lead to differing interpretations, causing unnecessary confusion 
among health care institutions and professionals, thereby potentially impeding patients’ access to needed 
health care services and information. The Proposed Rule attempts to expand existing refusal of care/right 
of conscience laws—which already are used to deny patients the care they need—in numerous ways that 
are directly contrary to the stated purpose of the existing laws. For example, one provision of the Church 
Amendments allows individuals who work for or with entities receiving grants or contracts for biomedical 
or behavioral research entities to refuse to participate in “any lawful health services or research activity” 
based on religious beliefs or moral convictions specifically related to the service or research activity to 
which they object. But the Proposed Rule attempts to broaden this provision to allow individuals to 
refuse to perform aspects of their jobs based on a mere reference to a religious or moral belief regardless 
of whether it relates to the specific biomedical or behavioral service or research activity they are working 
on. Such an attempted expansion goes beyond what the statute enacted by Congress allows.

We are concerned that the scope of the services and programs that would be covered under the Proposed 
Rule is broader than allowed by existing law. While OCR claims that it is trying to clarify key terms in 
existing statutes, it appears that they are actually redefining many terms to expand the meaning and reach 
of these laws. For example, “health program or activity” is defined in the proposed regulatory text to 
include “the provision or administration of any health-related services, health service programs and 
research activities, health-related insurance coverage, health studies, or any other service related to health 
or wellness whether directly, through payments, grants, contracts, or other instruments, through insurance, 
or otherwise.” Likewise, “health service program” is defined in the proposed regulatory text to include 
“any plan or program that provides health benefits, whether directly, through insurance, or otherwise, 
which is funded, in whole or in part, by [HHS].” These definitions make clear that OCR intends to 
interpret these terms to include an activity related in any wav to providing medicine, health care, or any 
other service related to health or wellness, including programs where HHS provides care directly, grant 
programs such as Title X, programs such as Medicare where HHS provides reimbursement, and health 
insurance programs where federal funds are used to provide access to health coverage, such as Medicaid 
and CHIP. The definitions inappropriately expand the scope of the conscience provisions to include 
virtually any medical treatment or service, biomedical and behavioral research, and health insurance.
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Furthermore, the Proposed Rule's new and expanded definitions often exceed, or are not in accordance 
with, existing definitions contained within the existing laws OCR seeks to enforce For example, "health 
care entity” is defined under the Coats and Weldon Amendments to include a limited and specific range 
of individuals and entities involved in the delivery of health care. How ever, the Proposed Rule attempts 
to combine separate definitions of "health care entit>” found in different statutes and applicable in 
different circumstances into one broad term by including a w ide range of individuals, e.g.. not just health 
care professionals, but any personnel, and institutions, including not only health care facilities and 
insurance plans, but also plan sponsors and state and local governments This impermissibly expands 
statutory definitions and w ill create confusion.

We are also concerned that the proposed rule expands the range of health care institutions and individuals 
who may refuse to provide services, and broadens the scope of what qualifies as a refusal under the 
applicable law beyond the actual provision of health care scrv ices to information and counseling about 
health serv ices, as well as referrals. For example, "assist in the performance" is defined as "participating 
in any program or activity with an articulable connection to a given procedure or serv ice." The definition 
also states that it includes "counseling, referral, training, and other arrangements for the procedurc. health 
service, or research activity " While "articulable connection" is not further explained. OCR states in the 
preamble that it seeks to provide broad protection for individuals and that a narrower definition, such as a 
definition restricted to those activities that constitute direct involvement with a procedure, health serv ice, 
or research activity , would not prov ide sufficient protection as intended by Congress.

However, this definition goes well bey ond what was intended by C'ongress. Specifically, the Church 
Amendments prohibit federal funding recipients from discriminating against those who refuse to perform, 
or "assist in the performance" of. sterilizations or abortions on the basis of religious or moral objections, 
as well as those w ho choose to prov ide abortion or sterilization. The statute does not contain a definition 
for the phrase "assist in the performance." Senator Church, during debate on the legislation, stated that, 
"the amendment is meant to give protection to the phy sicians, to the nurses, to tire hospitals themselves, if 
they are religious affiliated institutions. There is no intention here to permit a frivolous objection from 
someone unconnected with the procedure to be the basis for a refusal to perform what would otherwise be 
a legal operation." Read in conjunction w ith the rest of the proposed rule, it is clear this definition is 
intended to broaden the amendment's scope far bey ond what was envisioned when the amendment was 
enacted It allows any entity involved in a patient's care—from a hospital board of directors to the 
receptionist that schedules procedures—to use their personal beliefs to determine a patient's access to 
care.

In a similar fashion, the proposed definition of "workforce" extends the right to refuse not only to an 
entity's employees but also to volunteers and trainees. When both of these definitions are viewed 
together, this language seems to go well bey ond those who perform or participate in a particular service to 
permit, for example, receptionists or schedulers to refuse to schedule or refer patients for medically 
necessary serv ices or to prov ide patients with factual information, financing information, and options for 
medical treatment It could also mean that individuals who clean or maintain equipment or rooms used in 
procedures to w hich they object would have a new right of refusal and would have to be accommodated. 
We believe this could significantly impact the smooth flow of health care operations for physicians, 
hospitals, and other health care institutions and could be unworkable in many circumstances.
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The AMA is concerned that the Proposed Rule fails to address the interaction with existing federal and 
state laws that apply to similar issues, and thus is likely to create uncertainty and confusion about the 
rights and obligations of physicians, other health care providers, and health care institutions. Most 
notably, the Proposal is silent on the interplay with Title VII of the Civil Rights Act of 1964 and guidance 
by the Equal Employment Opportunity Commission, which along with state laws govern religious 
discrimination in the workplace. Title VII provides an important balance between employers’ need to 
accommodate their employees’ religious beliefs and practices—including their refusal to participate in 
specific health care activities to which they have religious objections—with the needs of the people the 
employer must serve. Under Title VII, employers have a duty to reasonably accommodate an employee 
or applicant’s religious beliefs or practices, unless doing so places an “undue hardship” on the employer’s 
business. It is unclear under the Proposed Rule if, for example, hospitals would be able to argue that an 
accommodation to an employee is an undue hardship in providing care. The Proposed Rule also could 
put hospitals, physician practices, and other health care entities in the impossible position of being forced 
to hire individuals who intend to refuse to perform essential elements of a job. Under Title VII, such an 
accommodation most likely would not be required.

Additional concerns exist for physicians with respect to their workforce under this Proposal. The 
Proposed Rule is unclear about what a physician employer’s rights are in the event that an employee 
alleges discrimination based on moral or religious views when in fact there may be just cause for adverse 
employment decisions. For example, if a physician declines to hire an individual based on a lack of 
necessary skill, compensation and/or benefit requests out of the physician’s budget, or simply because the 
individual is not a good fit in the office, but the individual also happens to be opposed to providing care to 
LGBTQ patients, does the physician open him/herself up to risk of a complaint to OCR? If so, physicians 
will be forced to substantially increase their documentation related to hiring and other decision-making 
related to human resources, adding administrative burden to already overworked practices. These 
considerations must not be overlooked by regulators, as OCR’s enforcement mechanisms include the 
power to terminate federal funding for the practice or health care program implicated.

Adding to a practice’s administrative burden is the Proposal’s requirement that physicians submit both an 
assurance and certification of compliance requirements to OCR. Despite its reasoning in the preamble 
that HHS is “concerned that there is a lack of knowledge” about federal health care conscience and 
associated anti-discrimination laws, it remains unclear why OCR would require physicians to make two 
separate attestations of compliance to the same requirements, particularly given the administration’s 
emphasis on reducing administrative burden in virtually every other space in health care. At the very 
least, OCR should (1) streamline the certification and assurance requirements with those already required 
on the HHS portal; and (2) expand the current exemptions from such requirements to include physicians 
participating not only in Medicare Part B, but also in Medicare Part C and Medicaid, as was the case in 
the 2008 regulation implementing various conscience laws. We reiterate, however, that we believe the 
overall compliance attestation requirements are unnecessary. If HHS’ concern is about lack of awareness 
of the conscience laws, the AMA stands ready to assist with the agency’s educational efforts in place of 
increased administrative requirements.

The Proposed Rule also seems to set up a conflict between conscience rights and federal, state, and local 
anti-discrimination laws, as well as policies adopted by employers and other entities and ethical codes of 
conduct for physicians and other health professionals. These laws, policies, and ethical codes are 
designed to protect individuals and patients against discrimination on the basis of race, gender, gender
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identity, sexual orientation, disability, immigration status, religion, and national ongin. It is unclear 
under the Proposed Rule how these important anti-discrimination laws, policies, and ethical codes will 
apply in the context of the expanded conscience rights proposed by OCR. The Proposed Rule also fails to 
account for those providers that have strongly held moral beliefs that motivate them to treat and provide 
health care to patients, especialh abortion, end-of-life care, and transition-related care For example, the 
Church Amendment affirmatively protects health care professionals who support or participate in abortion 
or sterilization sen ices yet there is no acknow ledgement of it in the Proposal

Moreover, the Proposed Rule appears to conflict with, and in fact contradict. OCR's own mission, which 
states that "The mission of the Office for Civil Rights is to improve the health and well-being of people 
across the nation; lo ensure that people have equal access to and the opportunity to /tarticipate in and 
receive services from I If IS programs without facing unlawful discrimination: and to protect the privacy 
and security of health information in accordance with applicable law' (emphasis added) In the past. 
HHS and OCR have played an important role in protecting patient access to care, reducing and 
eliminating health disparities, and fighting discrimination. There is still much more work to be done in 
these areas given disparities in racial and gender health outcomes and high rates of discrimination in 
health care experienced by LGBTQ patients. The Proposed Rule is a step in the wrong direction and will 
harm patients.

Likewise, the Proposed Rule does not address how conscience rights of individuals and institutions apply 
when emergenc\ health situations arise. For example, the federal Emergency Medical Treatment and 
Labor Act (EMTALA) requires hospitals that have a Medicare provider agreement and an emergency 
room or department to provide an appropriate medical screening to any patient requesting treatment to 
determine whether an emergency medical condition exists, and to either stabilize the condition or transfer 
the patient if medically indicated to another facility. Every hospital, including those that are religiously 
affiliated, is required to comply with EMTALA. By failing to address EMTALA. the Proposed Rule 
might be interpreted to mean that federal refusal laws are not limited by stale or federal legal 
requirements related to emergency care. This could result in danger to patients' health, particularly in 
emergencies involving miscarriage management or abortion, or for transgender patients recovering from 
transition surgery who might have complications, such as infections.

We are also concerned that the Proposed Rule could interfere w ith numerous existing state law s that 
protect women's access to comprehensive reproductive health care and other services. For example, the 
Proposed Rule specifically targets state laws that require many health insurance plans to cover abortion 
care (e g . California, New York, and Oregon). OCR overturns previous guidance that was issued b\ the 
Obama administration providing that employers sponsoring health insurance plans for their employees 
were not health care entities with conscience rights; OCR argues that the previous guidance 
misinterpreted federal law . and. as discussed prev iously, proposes to add plan sponsors to the definition 
of health care entities. Likewise, the Proposed Rule could conflict with, and undermine, state laws related 
to contraceptive coverage. In addition, the Proposed Rule requires entities to certify in writing that they 
will comply with applicable Federal health care conscience and associated anti-discrimination laws.
Under the broad language of the rule, hospitals, insurers, and pharmacies could claim they are being 
discriminated against if states attempt to enforce laws that require insurance plans that cover other 
prescription drugs to cover birth control, ensure rape victims get timely access to and information about 
emergency contraception, ensure that pharmacies prov ide timely access to birth control, and ensure that
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hospital mergers and sales do not deprive patients of needed reproductive health sen ices and other health 
care services.

In conclusion, the AMA believes that, as currently drafted, the Proposed Rule could seriously undermine 
patients' access to necessan health services and information, negatively impact federally-fended 
biomedical research activities, and create confusion and uncertainty among physicians, other health care 
professionals, and health care institutions about their legal and ethical obligations to treat patients Given 
our concerns, we urge HHS to u ithdraw this proposed rule. If HHS does decide to move forward with a 
final rule, it should, at the very least, reconcile the rule with existing laws and modify the provisions we 
have identified to ensure that phy sicians and other health providers understand their legal rights and 
obligations.

Sincerely.

.2

James L. Madara. MD
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Mr Roger Seven no
Director. Office of Civil Rights (OCR)
U.S. Department of Health and Human Services (HHS) 
Attention: Conscience NPRM, R1N 0945-ZA03 
Hubert H. Humphrey Building, Room 509F 
200 Independence Avenue SW 
Washington, DC 20201

Re: Protecting Statutory Conscience Rights in Health Care: Delegations of Authority, 
Proposed Rule (Docket ID number HHS-OCR-2018-0002)

Dear Mr. Severino:

The American Pharmacists Association (APhA) appreciates the opportunity to submit our 
comments on HHS’s “Protecting Statutory Conscience Rights in Health Care; Delegations of 
Authority. Proposed Rule" (the “Proposed Rule"). Founded in 1852 as the American 
Pharmaceutical Association, APhA represents 64,000 pharmacists, phannaceutical scientists, 
student pharmacists, pharmacy technicians, and others interested in improving medication use 
and advancing patient care. APhA members provide care in all practice settings, including 
community pharmacies, hospitals, long-term care facilities, community health centers, physician 
offices, ambulatory clinics, managed care organizations, hospice settings, and the uniformed 
services.

APhA supports HHS’s efforts to clarify OCR authority for federal enforcement of the 
established laws protecting the freedoms of conscience and religious exercise protected by the 
First Amendment to the U.S. Constitution and Federal statutes (collectively referred to in the 
Proposed Rule as "Federal health care conscience and associated anti discrimination laws").1

APhA appreciates HHS’s concern that the public and many health care providers and 
entities are largely uninformed of conscience protections afforded to individuals and institutions.

1 Church Amendments (42 U.S.C. 30Qa-7). Coals-Snowe Amendment (42 U.S.C. 238n). Consolidated Appropriations Act. 2017 
)l>ub. L. 115—31,Div. II. Tit. V. see. 507(d)(the Weldon Amendment) and at l)iv. II. Tit. II. sec. 209),(ACA) related to assisted 
suicide (42 U.S.C. 18113). the ACA individual mandate (26 U.S.C. 5000A(dX2)), and other matters of conscience (42 U.S.C 
l8023(cX2XAXiH'|0. (hX 1X A) and (b)(4)). Counseling and rctcrral tor certain services in Medicaid or Medicare Advantage 
(42 U.S.C. 1395\v-22(jX3)(B)and 1396u-2(bX3XB)>. Advanced directives (42 U.S.C. 1395cc(I). !396a(wX3). and 14406). 
Helms Amendment ((22 U.S.C. 7631(d). Consolidated Appropriations Act. 2017. Pub L. 115-31. Div. J. Title VII. sec. 7018). 
hearing screening (42 U.S.C. 280g-l(d)). occupational illness testing (29 U.S.C. 669(aX5)). vaccination (42 U.S.C.
1396s(cX2XBXii)). and mental health treatment (42 U.S.C. 290bt>-36(t)). and religious nonmedical health care (e g . 42 U.S.C. 
I32l)a-1. I320c-ll. I395i-5and I397j-I(b)).

2215 Constitution Avenue. NW • Washington. DC 20037-2985 • 202-628-4410 • Fax:202-783-2351
www.pharmacistcom
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We agree lhat these protections extend the conscience rights and self-determination to all, 
including health care providers APhA's support of conscience rights protections is reflected in 
our House of Delegates (HOD) policy, which states:

“APhA recognizes the individual pharmacist's right to exercise conscientious refusal and 
supports the establishment of systems to ensure patient’s access to legally prescribed 
therapy without compromising the pharmacist's right of conscientious refusal .”2

Due to their application to pharmacists and pharmacies that receive reimbursement 
directly or indirectly from HHS for the provision of pharmacy serv ices, our comments focus on 
the conscience provision of the Church Amendments (42 US.S.C 300a-7(d)). ’

I. Balancing Patient & Provider Rights

APhA’s policy recognizes the need to establish systems to ensure patient access to 
necessary medications while supporting the ability of pharmacists to refuse to participate in 
procedures to which they have moral or religious objections. The Department states the Proposed 
Rule will not limit patient access to health care and is merely designed to protect the conscience 
rights of health care providers and entities. To ensure HHS achieves its goal, APhA recommends 
HHS revise the Proposed Rule to acknowledge that health care providers and entities may 
establish systems to help meet patients' health care needs APhA has long recommended that 
prior to serving any patient, pharmacists discuss objections they may have with their supervisor 
and develop ways to honor these personal convictions while also meeting the needs of patients.

II. Assurance and Certification of Compliance

APhA appreciates HHS trying to find the appropriate balance in the Proposed Rule 
between protecting the health care workforce and avoiding undue administrative burden on 
providers and health care entities. While HHS proposes to lessen the assurance and certification 
reporting requirements for sub-recipients by making them exempt, the Department notes that 
Section 88.4(c) also contains several important exceptions from the proposed requirements for 
written assurance and certification of compliance One of these exceptions is for "(pjhysicians, 
physician offices, and other health care practitioners participating in Part B of the Medicare 
program.” It is important to note that while pharmacies and pharmacists participate in the 
Medicare program, primarily in Part D. but also in Part B (e g., certain immunizations). 
However, many of the Part B statutory provisions and regulations do not include pharmacists or 
pharmacies as health care providers, eligible clinicians or other similar terms,4 and therefore.

: JAPhA 38(4)417 July/Augusi l998»<JAI*hA NS44<5).551 Septernber/October2004)(Reviewed2010)(Reviewed2015). Pg. 
48. Available at

plmnnuasl cu 
%20F1NA1. pdf

No individual shall Ik- required lo perform or assist in the performance of any part of a health service program or research 
activity I'iukIciI in whole or in part under a program administered by the Secretary of Health and Human Serv ices if his 
performance or assistance in the performance of such part of such program or activity would be contrary to his religious beliefs 
or moral convictions '* See. 42 U.S.C. § 300a-7(d). Available at. hltns /Auvw.eix>HOv/fds\ ^ok!^USCX)l>i:-201U- 
lillell/ndfllSt'OI )i:-2lMII-!itlc-l2-chiii)6A-siihch.'inVlll-sa:-'ll!ci-7 r>Jf
41II IS does include pharmacists in other temis used in the Proposed Rule. See. pg. 3893 ''Thus, the Department's proposed 
inclusion of the terms "health care professional'' and "health care personnel" is intended for example io cover phamiaeisls

/sin /iletiiult/tlli /files/16S98%20CURRrNT%20 ADOPT!:I )%20POl ICY%2QMANUAI %2i)-
\ ~
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pharmacists may not be covered by this exception. Accordingly, APhA requests HHS clarify that 
pharmacists and pharmacies are included in provisions applicable to other recipient or sub- 
recipient providers, entities or practitioners, when applicable.

Thank you for the opportunity to provide comments on the Proposed Rule If you have 
any questions or require additional information, please contact Michael Baxter, Director of 
Regulatory Affairs, at mhaxler(r/)aphanct.org or by phone at (202) 429-7538

Sincerely,

Thomas E. Menighan, BSPharm, MBA, ScD (Hon), FAPhA 
Executive Vice President and CEO

Stacie Maass, BSPharm, JD, Senior Vice President, Pharmacy Practice and Government 
Affairs
The Honorable Alex Azar. Secretary. HHS 
Conscience and Religious Freedom Division, OCR, HHS

cc:

nurses, occupational therapists. puMic-hcalth workers, and technicians, as well as psychiatrists, psychologists, counselors, and 
other mental health providers, but the detinition does not enumerate these health care job categories because they are reasonably 
included in such terms."
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IAPTA
American Physical Therapy Association.

March 15, 2018

Alexander M. Azar II 
Secretary-
US Department of Health and Human Serv ices 
Attn: Conscience NPRM, R1N 0945-ZA03 
Hubert H Humphrey Building 
Room 509F
200 Independence Ave, SW 
Washington, DC 20201

Re: Protecting Statutory Conscience Rights in Health Care: Delegations of Authority 
(NPRM, RIN 0945-ZA03)

Dear Secretary Azar:

On behalf of our more than 100,000 member physical therapists, physical therapist assistants, 
and students of physical therapy, the American Physical Therapy Association (APTA) 
appreciates the opportunity to comment on the Office for Civil Rights of the US Department 
of Health and Human Services' (HHS) Protecting Statutory Conscience Rights in Health 
Care; Delegations of Authority proposed rule (Proposed Rule) We understand that the 
purpose of the Proposed Rule is to protect the rights of individuals and entities to refuse to 
perform, assist in performance, or undergo health care or research activities to which they 
may object for religious, moral, ethical, or other reasons. APTA has concerns that the rule, if 
implemented as proposed, could undermine the ability of patients to receive the health care 
they need, particularly those most vulnerable.

The mission of APTA is to build a community to advance the physical therapy profession to 
improve the health of society. Physical therapists play a unique role in society in prevention, 
wellness, fitness, health promotion, and management of disease and disability by serv ing as a 
dynamic bridge between health and health services delivery for individuals across the age 
span. While physical therapists are experts in rehabilitation and habilitation. they also have 
the expertise and the opportunity to help individuals improve overall health and prevent the 
need for otherwise avoidable health care services Physical therapists’ roles may include 
education, direct intervention, research, advocacy, and collaborative consultation. These roles 
are essential to the profession's vision of transforming society by optimizing movement to 
improve the human experience

t
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Conflict with APTA Code of Ethics
Health care providers' responsibilities are enshrined in professional codes of ethics that 
define what it means to be a health care professional. Values generally agreed upon across 
health care professions include the obligation to do no harm; work for the public good; and 
demonstrate respect for others. Physical therapists operate under the Code of Ethics for the 
Physical Therapist, which delineates the ethical obligations of all physical therapists, as 
determined by the House of Delegates, APTA's policymaking body.

The purposes of the Code of Ethics for the Physical Therapist (Code of Ethics) are to define 
the ethical principles that form the foundation of physical therapist practice; provide 
standards of behavior and performance that form the basis of professional accountability to 
the public; provide guidance for physical therapists facing ethical challenges; educate 
physical therapists, students, other health care professionals, regulators, and the public 
regarding the core values, ethical principles, and standards that guide the professional 
conduct of the physical therapist; and establish the standards by which the APTA can 
determine if a physical therapist has engaged in unethical conduct

The Code of Ethics represents the fundamental tenets of APTA and is an indispensable 
document with which all APTA documents must comply. Therefore, federal, state, and local 
legislation, regulations, or policies that enable the physical therapist to put their moral and 
religious objections ahead of the needs of the patient are unnecessary and counter to the 
conduct described in the Code of Ethics, as well as the Guide for Professional Conduct. 
Physical therapists have a duty to protect the intent of the Code of Ethics; practice in a 
manner that is consistent with the Code of Ethics; and ensure the best interests of the patient 
are at the core of all decisions and interactions.

The 8 principles that physical therapists must follow are:
1. Physical therapists shall respect the inherent dignity and rights of all individuals.
2. Physical therapists shall be trustworthy and compassionate in addressing the rights 

and needs of patients/clients.
3. Physical therapists shall be accountable for making sound professional judgments.
4. Physical therapists shall demonstrate integrity in their relationships with 

patients/clients, families, colleagues, students, research participants, other health care 
providers, employers, payers, and the public

5. Physical therapists shall fulfill their legal and professional obligations
6. Physical therapists shall enhance their expertise through the lifelong acquisition and 

refinement of knowledge, skills, abilities, and professional behaviors.
7. Physical therapists shall promote organizational behaviors and business practices that 

benefit patients/clients and society.
8. Physical therapists shall participate in efforts to meet the health needs of people 

locally, nationally, or globally. i

1 APTA Code of Eihics for Ihe Physical Therapisi.
Iiupsi/AVAVU
23. 2018).
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The APIA House of Delegates also has issued a non-discrimination policy, which states:

“Physical therapy practitioners shall provide quality, nonjudgmental care in accordance with 
their knowledge and expertise to all persons who need it. regardless of the nature of the 
health problem. When providing care to individuals with infectious disease, the American 
Physical Therapy Association advocates that members be guided in their actions by 
guidelines developed by the Centers for Disease Control and Prevention (CDC) and 
regulations set by the Occupational Safety and Health Administration (OSHA)."2

APT A Urges HHS Not to Finalize the Proposed Rule
The Proposed Rule promotes the freedom to discriminate against others under the guise of 
religion or morality, which challenges the Code of Ethics and the principle of patient- 
centered care, both of which are foundational to the physical therapy profession. The 
Proposed Rule also would severely compromise patient access to medically necessary health 
care services. Therefore, APTA strongly opposes the Proposed Rule and urges HHS not to 
move forward with implementation

Conclusion
APTA appreciates the opportunity to provide comments on the Proposed Rule Should you 
have any questions or need additional information, please contact Kara Gainer, Director of 
Regulatory AITairs, at karauainer@apta.org or 703/706-8547. Thank you for your 
consideration.

Sincerely,

Sharon L. Dunn, PT, PhD
Board-Certified Orthopaedic Clinical Specialist
President

SLD: krg

: House of Delegates. Non-Discrimination in the Provision of Physical Therapy Serv ices
hnpi/AvAvu .aDtaom/iiploadedFiles.'APr.Aorii'About Ls'''l>olicics.''Hcallh Social Environnicni/NoiiPiscmiiinati
onProvisionPTScrYiccs.pdf#scarch=%22non-discriniinaiion%22 (Accessed January 23. 2018).
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On behalf of the Anti-Defamation League, we are writing to offer our comments on the 
proposed 45 CFR Part 88, 'Protecting Statutory Conscience Rights in Health Care; 
Delegations of Authority,' as outlined at 83FR 3880 (’Proposed Rule" or “Part 88").

For more than a century, the Anti-Defamation League (ADL) has been an active advocate 
for religious freedom for all Amencans - whether in the majority or minority Among ADL’s 
core beliefs is strict adherence to the separation of church and state effectuated through 
both the Establishment Clause and the Free Exercise Clause of the First Amendment. We 
believe a high wall of separation between government and religion is essential to the 
continued flourishing of religious practice and belief in America, and to the protection of all 
religions and their adherents.
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ADL believes that true religious freedom is best achieved when all individuals are able to 
practice their faith or choose not to observe any faith; when government neutrally 

' •' accommodates religion, but does not favor any particular religion, and when religious
belief is not used to harm or infnnge on the rights of others by government action or others 
in the public marketplace.
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The "play in the joints" between the Establishment Clause and Free Exercise Clause 
allows and, in many instances, mandates government to accommodate the religious 
beliefs and obsen/ances of citizens. Religious accommodation, however, has its 
limitations. The United States government should not sanction discrimination or harm in 
the name of religion The right to individual religious belief and practice is fundamental.
But there should be no license to discriminate or to do harm with government authority.
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•J- ‘orv, As noted in the background for this Proposed Rule, healthcare providers - whether 

individuals or entities - already have robust statutory religious or moral exemptions from 
performing abortions or sterilization procedures, or complying with advanced directives,

* i . and in certain international programs, they have even broader exemptions ("Statutory 
Exemptions").1 Provided that the health and safety of patients are safeguarded, such
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—c—.l ^ ! See The Church Amendments. 42 U.S.C. 300a-7; The CoaU-Snowe Amendment, 42 U.S.C. 238n; 
Consolidated Appropriations Act, 2017, Pub. L 115-31, Div. H, Tit. V. sec. 507(d) (the Weldon Amendment) 
and at Div. H, Tit. II, sec. 209; Patient Protection and Affordable Care Act related to assisted suicide 42 U.S.C 
18113; 42 U.S.C. 1395cc(f), 1396a(w)(3), and 14406; 22 U.S.C. 7631(d); Consolidated Appropriations Act. 
2017, Pub. L. 115-31, Div. J. Tit. VII, sec. 7018 (Helms Amendment).
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accommodations are appropnate for doctors, nurses, and others, who actually may be called on 
to perform these medical procedures or services.

The Proposed Rule, however, crosses the line from providing appropriate accommodations to 
allowing individuals or entities with incidental or tangential relationships to such procedures or 
services to detrimentally impose their religious or moral beliefs on patients and other third 
parties. It does so in two ways. First. Part 88 provides excessively broad and vague definitions 
of persons, entities, and activities covered by Statutory Exemptions Second, it includes an 
excessively broad interpretation of Statutory Exemptions the enforcement of which is delegated 
to the Office of Civil Rights ('OCR').

As a result, Part 88 would impede access to federally-supported healthcare and in particular 
have a disparate impact on women. LGBTQ people and religious minorities. It thereby would 
undermine the mission of OCR. which is to \. enforce laws against discnmination based on 
race, color, national ongin, disability, age. sex. and religion by certain health care and human 
services' Moreover, the Proposed Rule and the accompanying creation of a new OCR division 
to implement it convey the distinct message that enforcement of civil rights protections for such 
groups is secondary.

The Proposed Rule Provides Excessively Broad Definitions of Persons and Ei 
Covered bv Statutory Exemptions
The "Descriptions of the Proposed Rule' ("Rule Descriptions") advise that the term ‘Entity' 
means a person or any legal entity whether pnvate or public, and the definition of 'Health Care 
Entity' is not definitive Rather, it includes examples of covered persons or entities such as 
‘...an individual physician or other health care professional, health care personnel.... a hospital, 
a laboratory, an entity engaging in biomedical or behavioral research.. a or health insurance 
plan ... , or any other kind of health care organization.' However, these examples are"... an 
illustrative, not an exhaustive list.’ Additionally, while Part 88 contains a definition of "Health 
Program or Activity,' which will be discussed, infra, it does not appear to contain a definition of 
“health care."

iifl&r

With respect to employees of or other persons associated with Entities or Health Care Entities, 
the Rule Descriptions provide the following definitions for the terms "Workforce" and "Individual" 
Workforce means:

employees, volunteers, trainees, contractors, and other persons whose conduct in the 
performance of work for an entity or health care entity is under the direct control of such 
entity or health care entity, whether or not they are paid by the entity or health care 
entity, as well as health care providers holding privileges with the entity or health care 
entity.

The term "Individual" means 'a member of the workforce of an entity or health care entity,* 
including "... volunteers, trainees, or other members or agents of a covered entity, broadly 
defined, when the conduct of the person is under the control of such entity" (emphasis added).

The Statutory Exemptions are intended to cover persons, who actually may be called on to 
perform medical procedures Yet, based on these definitions, virtually any person, including 
volunteers, who work, for example, at a federally-funded or supported hospital, pharmacy, 
medical or nursing school, nursing home, or “any other kind of health care organization' would 
be covered by Statutory Exemptions. Simply put. any person performing work for such a facility

2
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- whether paid or unpaid - would be encompassed by the Proposed Rule irrespective of their 
non-medical job description or role That unnecessarily-inclusive definition would compromise 
and harm the rights of third parties.

The Proposed Rule Provides Excessively Broad Definitions of Activities Covered bv 
Statutory Exemptions
The Rule Descriptions advise that term “Healthcare Program or Activity ... include the provision 
or administration of any health-related services, health service programs and research activities 
health-related insurance coverage, health studies, or any other service related to health or 
wellness whether directly, through payments, grants, contracts, or other instruments, through 
insurance, or otherwise" (emphasis added). Part 88 does not define the meaning of "health- 
related services" or "service related to health or wellness.”

These terms must be read in conjunction with two other definitions: “Assist in the Performance" 
and “Referral or Refer for.” The Rule Descriptions advise that the Department of Health and 
Human Services ("HHS") intends Assist in the Performance to'... to provide broad protection 
for individuals, consistent with the plain meaning of the statutes ..." because *[t]he Department 
believes that a more narrow definition of the statutory term 'assist in the performance,' such as a 
definition restricted to those activities that constitute direct involvement with a procedure, health 
service, or research activity, would fall short of implementing the protections Congress provided 
(emphasis added). To this end, the term applies “... to activities with an articulable connection 
to the procedure, health service, health service program, or research activity in question."

Furthermore, “Referral or Refer for" includes

... the provision of any information (including but not limited to name, address, phone 
number, email, or website) by any method (including but not limited to notices, books, 
disclaimers, or pamphlets online or in print) pertaining to a service, activity, or procedure, 
including related to availability, location, training, information resources, private or public 
funding or financing, or direction that could provide any assistance in a person obtaining, 
assisting, training in, funding, financing, or performing a particular health care service, 
activity, or procedure, when the entity or health care entity making the referral sincerely 
understands that particular health care service, activity, or procedure to be a purpose or 
possible outcome of the referral.

Based on these definitions a person who performs work for a federally-supported healthcare 
facility could refuse, without penalty, to perform their responsibilities for any service related to 
health or wellness that has an indirect or possible articulable connection to a statutorily-covered 
procedure, including providing any information about or how to obtain a procedure.

Application of the Proposed Rule’s Definitions to 45 CFR Part 88's Interpretation of 
Statutory Exemptions Will Impede Access to Healthcare
The Proposed Rule's definitions operating in conjunction with its interpretation of substantive 
Statutory Exemptions could impede access to or deny federally-funded or supported healthcare. 
And the harm caused by enforcement of the Proposed Rule would disparately impact women, 
LGBT people, and religious minorities

For example, with respect to federally supported healthcare within the United States, here are 
some examples of the harms that could result:

3
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• An administrator at the only healthcare provider in a rural area could refuse to perform 
intake or process paperwork for a woman who must terminate her pregnancy due to an 
ectopic pregnancy or who is getting a tubal ligation. Similarly, the administrator could 
refuse to do the same for a transgender person, who is undergoing gender reassignment 
surgery because the surgery requires a hysterectomy. At the same provider, the only 
administrator or receptionist on shift could refuse to provide a referral to or any 
information about a health clinic that provides abortions.

• An administrator at a healthcare provider, even one that does not provide abortions or 
sterilization procedures, could refuse to disclose the provider's policy on these 
procedures based on the sincerely-held belief that the person seeking the information 
will either obtain the procedure at the contacted provider or at an alternative provider, 
which offers these procedures

• A lab technician could refuse to perform any tests for a patient who will undergo an 
abortion, sterilization procedure, hysterectomy, or gender reassignment surgery.

• A hospital maintenance worker or contractor directed by the healthcare provider could 
refuse to perform any upkeep or construction work on an operating room or other facility 
that is used for abortions, stenlization procedures or hysterectomies.

• A hospital orderly could refuse to provide wheelchair service to a patient who is getting a 
hysterectomy or gender reassignment surgery.

• An administrator or employee of an insurance company that provides federally funded 
Medicare or Medicaid insurance policies could refuse to disclose to a prospective 
purchaser of insurance whether policies cover sterilization, gender reassignment surgery 
or services related to advance directives.

• At a federally supported medical school, an administrator could refuse to register 
students based on the sincerely-held belief that they will obtain medical training on 
abortion, sterilization, gender reassignment surgery, or advance directives, and will 
perform or assist with such procedures or services during or after their training. Or an 
employee of such a school's bookstore could refuse to sell medical books to students 
that provide information on abortion, sterilization or advance directives based on the 
sincerely-held belief that providing these books will train students to prospectively 
perform such procedures or services.

In the international arena, Part 88 could have an even wider detrimental impact. Pursuant to the 
Proposed Rule "[a]ny entity" that receives federal financial assistance for HIV/AIDS prevention, 
treatment or care under section 104A of the Foreign Assistance Act of 1961 shall not "endorse, 
utilize, make a referral to, become integrated with, or otherwise participate in any program or 
activity to which the applicant has a religious or moral objection, as a condition of assistance” 
(emphasis added).

Thus, with respect to programs funded under section 104A, a health care organization, doctor, 
nurse or administrator, for example, could not be penalized for refusing, based on religious or 
moral objection, to treat or offer services to LGBT people, Muslims or other religious minorities 
or sex workers.

The Proposed Rule Raises Significant Constitutional Issues
The U.S. Supreme Court “has long recognized that government may (and sometimes must) 
accommodate religious practices ’" See Corp. of Presiding Bishop v. Amos, 483 U.S. 327, 334. 
(1987) (citations omitted). However, it cautioned that "[a]t some point, accommodation may 
devolve into "an unlawful fostering of religion.'" Id at 334-35.
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Indeed, religious accommodations that unduly burden third parties violate the Establishment 
Clause. See Sherberl v. Verner, 374 U S. 398 (1963); see also Estate of Thornton v. Caldor 
472 U S. 703, 710 (1985). More recently, the Court has found that for statutory exemptions 
under the Religious Land Use and Institutionalized Persons Act, 42 U S C. § 2000cc et seq , to 
comport with the Establishment Clause, reviewing courts 'must take adequate account of the 
burdens a requested accommodation may impose on nonbeneficiaries.’ See Cutter v. Wilkinson 
544 U S. 709, 720 (2005).

Furthermore, in Burwell v. Hobby Lobby Stores. Inc., 134 S. Ct 2751 (2014), every member of 
the Court authored or joined an opinion recognizing that detnmental effects on nonbeneficiaries 
must be considered when evaluating requests for accommodations under the Religious 
Freedom Restoration Act. 42 U S.C. § 2000bb et seq See Hobby Lobby, 134 S Ct at 2760 
("Nor do we hold
disadvantages .. on others' or that require the general public to pick up the tab.” (brackets 
omitted)); id. at 2781 n 37 (‘It is certainly true that in applying RFRA courts must take adequate 
account of the burdens a requested accommodation may impose on nonbeneficiaries "’); id. at 
2787 (Kennedy, J., concurring) (religious exercise must not "unduly restrict other persons 
protecting their own interests'); id. at 2790 (Ginsburg, J., joined by Breyer, Kagan, and 
Sotomayor, JJ., dissenting) ("Accommodations to religious beliefs or observances 
significantly impinge on the interests of third parties.’); see also Holt v. Hobbs, 135 S. Ct. 853, 
867 (2015) (Ginsburg, J., joined by Sotomayor, J., concurring) (Court's recognition of right to 
accommodation under RLUIPA was constitutionally permissible because "accommodating 
petitioners religious belief in this case would not detrimentally affect others who do not share 
petitioner’s belief)

• • • that •«• corporations have free rein to take steps that impose

* * * in

* * * must not

The Proposed Rule goes well beyond a religious accommodation that safeguards the health 
and safety of patients while exempting doctors, nurses, and medical professionals, who actually 
may be called on to perform abortions, sterilization, or other medical procedures, or to comply 
with advance directives Rather, as detailed above. Part 88 broadly allows a wide swath of non­
medical personnel far removed from these procedures or services to detrimentally impose their 
particular religious beliefs about them on innocent third parties. The Proposed Rule therefore 
raises serious constitutional issues because the broad exemptions provide a license to 
discriminate and would unduly burden - or, in some instances - deny patient access to 
federally-supported healthcare services.

We urge you to recall the Proposed Rule for modifications in light of these serious policy and 
constitutional arguments.

Sincerely

Jonathan A Greenblatt David L. Barkey 
Southeastern & National 
Religious Freedom Counsel

Michael Lieberman 
Washington CounselCEO

5
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**AAMC
Association of

65S K Street. N W. Suite 100. W*hr*gton. DC 2CO01-2J99
T 202 828 0400
Awwaamtcrg

Via Electronic Submission 6ni’i»'.rexulations.yov)

March 26. 2018

Roger Severino
Director. Office of Civil Rights 
Department of Health and Human Services 
Hubert H Humphres Building 
200 Independence Avenue. S\V 
Washington. DC 20201

Re: Protecting Statutory Conscience Rights in Health Care, HHS (HHS-OCR-2018-0002)

Dear Mr. Severino:

The Association of American Medical Colleges (AAMC or Association) welcomes the opportunity to 
comment on the Department of I icalth and I luman Services (I II IS' or the Agency's) proposed rule titled 
Protecting Statutory Conscience Rights in Health Care. HHS. 83 Fed Reg. 3880 (January 26. 2018).

The AAMC is a not-for-profit association dedicated to transforming health care through innovative 
medical education, cutting-edge patient care, and groundbreaking medical research. Our members are all 
151 accredited U S and 17 accredited Canadian medical schools; nearly 400 major teaching hospitals and 
health systems, including 51 Department of Veterans Affairs medical centers, and more than 80 academic 
societies. Through these institutions and organizations, we serve the leaders of America's medical schools 
and teaching hospitals and their mom than 173,000 full-time faculty members. 89,000 medical students, 
129.000 resident physicians, and more than 60.000 graduate students and postdoctoral researchers in the 
biomedical sciences. As will be described in detail below , should the rule be finalized as proposed, it w ill 
result in harm to patients, undermine standards of medical professionalism, and raise serious concerns 
regarding individuals' rights that are protected by other federal and state laws. Therefore, we urge the 
Department to withdraw the proposed regulation.

The [Needs of Patients Should Be Put First

Ethical and moral issues within the context of health care are among the most challenging that we face 
They require a careful balance between the rights of the health care professional to avoid behav ior that 
violates his/her moral or ethical code, and the rights of a patient to receive lawful health care sen ices that 
are safe and medically appropriate. In some circumstances, it is difficult to maintain this balance When 
that happens, the health and the rights of the patient, w ho is in the more vulnerable position, must be 
given precedence. Those w ho choose the profession of medicine are taught repeatedly during their 
medical school and residency training that, in the end. their duty to care for the patient must come first, 
before self. For example, the American Medical Association Principles of Medical Ethics state. "A 
phy sician shall, while caring for a patient, regard responsibility to the patient as paramount." This does 
not mean that a physician or other health care provider must act in violation of his or her ow n moral code.
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but it docs mean that a physician has the dut\ to provide information and to refer the patient to other 
caregivers without judgment.1

Julie Cantor wrote about the need for a balance towards professionalism in her article. "Conscientious 
Objection Gone Aw ry - Restoring Selfless Professionalism in Medicine" (New England Journal of 
Medicine, April 9, 2009). w hich is cited in this proposed rule instead as evidence of rampant 
discrimination against those who wish to practice women's health Rather than promote discrimination 
against health care professionals. Dr. Cantor calls on those who "freely choose their field" to evaluate 
their beliefs in relation to their specialties and whether they are able to provide all legal options for care. 
"As gatekeepers to medicine, physicians and other health care providers have an obligation to choose 
specialties that arc not moral minefields for them. ... Conscience is a burden that belongs to that 
individual professional; patients should not have to shoulder it."

There Is No Demonstrable Need for the Proposed Rule

As we stated when we commented on the original 2008 Federal Health Care Conscience Rule, no 
individual or entity in this country has the option to pick and choose the laws to which he/she will adhere. 
Every health care provider and entity already has the obligation to comply w ith all applicable federal 
laws. The Department has offered little evidence that this has not been the case The Office of Civil 
Rights has received just forty-four complaints since it was designated with authority to enforce the 
Church, Coats-Snow. and Weldon Amendments The paucity of complaints does not prov ide compelling 
ev idence of a need for the expansion of OCR's authority, or the need for changes in the current 
regulations.

Accreditation Organizations Require Medical Students and Residents to Be Taught to Respond to 
the Many Health (.'are Needs of a Diverse Patient Population and Respect a Medical Student or 
Resident's Decision to Not Receive Training in Abortions

Starting with undergraduate medical education and continuing through residency training, physicians are 
taught that they will be practicing medicine in a multi-cultural, multi-ethnic world in which patients and 
their families hold diverse viewpoints on many complex ethical issues that affect health care. Their 
education also occurs in an atmosphere that acknowledges that as health care providers, physicians 
themselves bring a diversity of religious and moral views on health care issues to their work Such 
disparate views are examined during the educational process during a phy sician's initial training and 
throughout the individual's professional development.

Belying the concern that medical schools and training program are discriminating against medical 
students and residents for their religious view s are the accreditation requirements of the Liaison 
Committee for Medical Education (LCME). which accredits all US medical education programs leading 
to the MD degree, and the Accreditation Council for Graduate Medical Education (ACGME). which 
accredits residency programs that seek to attract a wide variety of individuals into medicine. Both 
organizations have standards that are designed to ensure that the education of physicians provides an 
env ironment that embraces div ersity of views and values for both health care providers and patients. For 
instance, the LCME requires that “|t|he selection of individual |mcdical| students must not be 
influenced by any political or financial factors."

American Medical Association Council on Ethical & Judicial Affairs, "Code of Medical Etlucs Opinion 1.1.7" 
huns:/l|,wvv\v.ania-assn-on;l'dcltvenne-carcPhvsician-c\crcisc-conscience
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Additional requirements include the following:

A medical school does not discriminate on the basis of age, creed, gender identity, national 
origin, race, sex, or sexual orientation.

A medical school ensures that the learning environment of its medical education program is 
conducive to the ongoing development of explicit and appropriate professional behaviors in its 
medical students, faculty, and staff at all locations and is one in which all individuals are treated 
with respect. The medical school and its clinical affiliates share the responsibility for periodic 
evaluation of the learning environment in order to identify positive and negative influences on the 
maintenance of professional standards, develop and conduct appropriate strategies to enhance 
positive and mitigate negative influences, and identify and promptly correct violations of 
professional standards.

A medical school develops effective written policies that address violations of the code, has 
effective mechanisms in place for a prompt response to any complaints, and supports educational 
activities aimed at preventing inappropriate behavior. Mechanisms for reporting violations of the 
code of professional conduct are understood by medical students, including visiting medical 
students, and ensure that any violations can be registered and investigated without fear of 
retaliation. (Standards, Publications, & Notification Forms. LCME. Icme.org/publications. 
Accessed March 2018).

Further, the LCME’s June 2017 Rules of Procedure regarding medical school accreditation state that:

Medical education programs are reviewed solely to determine compliance with LCME 
accreditation standards. LCME accreditation standards and their related elements are stated in 
terms that respect the diversity of mission of U.S. medical schools, including religious missions.

The LCME also recognizes the need for medical students to leam how to care for a diverse patient 
population. For example,

The faculty of a medical school ensure that the medical curriculum provides opportunities for medical 
students to leam to recognize and appropriately address gender and cultural biases in themselves, in 
others, and in the health care delivery process. The medical curriculum includes instruction regarding 
the following:

• The manner in which people of diverse cultures and belief systems perceive health and illness 
and respond to various symptoms, diseases, and treatments

• The basic principles of culturally competent health care
• The recognition and development of solutions for health care disparities
• The importance of meeting the health care needs of medically underserved populations
• The development of core professional attributes (e.g., altruism, accountability) needed to 

provide effective care in a multidimensional and diverse society

Similarly, the ACGME states that:

Residents are expected to demonstrate sensitivity and responsiveness to a diverse patient 
population, including but not limited to diversity in gender, age, culture, race, religion, 
disabilities, and sexual orientation.
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Clinical learning environments (CLEs) need to ensure that their residents and fellows learn to 
recognize health care disparities and strive for optimal outcomes for all patients, especially those 
in potentially vulnerable populations. As front-line caregivers, residents and fellows are a 
valuable resource for formulating strategies on these matters. They can assist the CLEs in 
addressing not only low-income populations, but also those that experience differences in access 
or outcome based on gender, race, ethnicity, sexual orientation, health literacy, primary language, 
disability, geography, and other factors.

The diverse, often vulnerable, patient populations served by CLEs also provide an important 
opportunity for teaching residents and fellows to be respectful of patients’ cultural differences 
and beliefs, and the social determinants of health.

In considering patient outcomes, it is important to note that patients at risk for disparities are 
likely to require differences in care that are tailored to their specific needs—based not only on 
their biological differences, but also on other social determinants of health (e.g., personal social 
support networks, economic factors, cultural factors, safe housing, local food markets, etc.).

The ACGME’s Common Program Requirements state that “Programs must provide a professional, 
respectful, and civil environment that is free from mistreatment, abuse, or coercion of students, residents, 
faculty and staff. Programs, in partnership with their Sponsoring Institutions, should have a process for 
education of residents and faculty regarding unprofessional behavior and a confidential process for 
reporting, investigating, and addressing such concerns. (Standard VI.B.6)

In regard to women’s healthcare, both accrediting organizations are clear that a program cannot require 
training in abortion procedures. The ACGME’s Program requirements specific to obstetrics and 
gynecology state “Residents who have a religious or moral objection may opt-out and must not be 
required to participate in training in or performing induced abortions.” The profession of medicine seeks 
to embrace within its ranks individuals from diverse racial/ethnic, cultural, religious and socioeconomic 
backgrounds. Such diversity of backgrounds helps to ensure that physicians will understand and be 
sympathetic to the traditions, values, and beliefs of their patients and provide competent care.

The Proposed Rule Is Overly Expansive In Its Reach and Is Incongruous with Medical 
Professionalism

The proposed rule is overly expansive, allowing physicians and others to avoid engaging in any activity 
“with an articulable connection” to the objectionable procedure, "includc|ing| counseling, referral, 
training, and other arrangements for the procedure.” It then proposes a definition of referral that expands 
the general understanding of referral to include “the provision of any information.. .when the entity or 
health care entity making the referral sincerely understands that particular health care service, activity, or 
procedure to be a purpose or possible outcome of the referral” (emphasis added). The refusal of a 
physician or other health care professional to provide a patient with information, or to give a patient a 
referral to a provider where the desired care is available, risks limiting the patient’s access to health care. 
Allowing health care professionals to engage in behavior that could harm patients is incongruous with the 
standards of medical professionalism that are the core of a physician’s education and the practice of 
medicine.

Similarly, the proposed regulation would interpret the term “assist in the performance” to include “any 
activity with an articulable connection to a procedure, health service, or research activityf.]” The 
proposed regulation states that this definition is intended to be broad, and not limited to direct 
involvement with a procedure, health service, or research activity. For example, this broader definition 
could apply to an employee whose task is to clean a room where a particular procedure took place. Such a
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broad view is unnecessary particularly since the employee has the option to seek employ ment elsewhere 
while the patient may have only one place where he/she can receive care.

The Proposed Rule Will Do Harm to Lower Income Americans, Racial and Ethnic Minorities, the 
LGBTQ Community, and Patients in Rural Areas

The proposed rule would allow physicians and others to avoid engaging in any activity "with an 
articulable connection" to the objectionable procedure. “includ|ing| counseling, referral, training, and 
other arrangements for the procedure " This broad reach w ill create or exacerbate inequities in health care 
access for Americans w hose access may already be limited due to their geographic residence or financial 
means. For rural- and frontier-dwelling Americans who reside in a health professional shortage area, 
access to certain services might functionally cease to exist as a result of this proposed rule: seeking care in 
distant locales might be too burdensome or expensive. This holds, too. for lower income Americans who 
lack the financial means to seek out care for procedures w hen their primary physicians decline to provide 
services

Racial and ethnic minority women have reported experiencing race-based discrimination when receiving 
family planning care The proposed rule may exacerbate this problem and the consequences that follow 
for women and their children. Research has associated unintended pregnancy with several adverse 
maternal and child health outcomes, such as delayed prenatal care, tobacco and alcohol use during 
pregnancy , delivery of low binhweight babies*, and poor maternal mental health.4 These negative health 
outcomes are more prevalent in racial and ethnic minority communities likely would worsen under the 
proposed rule.

For the lesbian, gay, bisexual, transgender, and queer (LGBTQ) communities, the proposed rule may 
further exacerbate heath care access disparities. It is w ell documented that LGBTQ Americans currently 
experience discrimination in health care settings, erecting a barrier to accessing health care serv ices This 
proposed rule would codify what many within and beyond the LGBTQ communities will view as state- 
sanctioned discrimination, and allow providers to refuse care or appropriate referrals solely on the basis of 
their patients' sexual orientation or gender identity. This stands in stark opposition to OC R s stated goal 
to "protect fundamental rights of nondiscrimination ."

The Proposed Rule Adds Burdensome Requirements That Have No Commensurate Benefit

The Department and this Administration have undertaken major efforts to reduce regulatory burden, such 
as "Reducing Regulation and Controlling Regulatory Costs" (Executive Order 13771, issued January 30, 
2017). "Enforcing the Regulatory Reform Agenda” (Executive Order 13777. issued February 24. 2017). 
the Centers for Medicare & Medicaid's "Patient over Paperwork" initiative (launched October 2017. in an 
effort to reduce unnecessary burden), and several Requests for Information regarding administrative 
burden The burden associated with comply ing with the proposed rule runs counter to this goal.
Moreover, the investment in resources that would be required for a large teaching health care system to

: Thoibum S. Bogart LM. "African American women and family planning services: perceptions of discrimination." 
Women Health. 2005:42(1 ):23-39.
3 Institute of Medicine (US) Committee on Unintended Pregnancy; Brow n SS, Eiscnbcrg L. editors. ‘Tlie Best 
Intentions: Unintended Pregnancy and ilie Well-Being of Children and Families. National Academies Press (US): 
1995. 3, Consequences of Uninleitdeil Pregnancy. Av ailable from 
bit ps: //w vv u. neb i. nl m. ni li. no v/hooks/N B K 2 3 213 7/
1 Herd P et al.. "Tlie implications of unintended pregnancies for mental health in later life," American Journal of 
Public Health, 2016. I06(3):421-429.
5 Cahill. S. "LGBT Experiences with Health Care." Health Affairs Vol. 36, No.4. 2017. Av ailable from: 
hlli)s:.l/\\w\\lK-allli,-illairsoii»/doi/fnll.’l(>l>77.’lillli;ilf 2017.0277
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ensure compliance and monitoring of all of the proposed requirements would be even more onerous and 
reduce funds av ailable for the core missions of teaching, patient care, and research.

The Department proposes to modify existing civil rights clearance forms (or develop similar forms in the 
future), and notes that it might require submission of these documents annually and incorporate by 
reference in all other applications submitted that year The receipt of any federal funds already requires 
the compliance with all federal laws and regulations: assurances and attestations to compliance are 
routine. OCR has not made clear whv there is a need for additional assurance and certification.

The Department also proposes notice requirements, which includes notice on the funding recipient's 
website, in prominent and conspicuous physical locations where other notices to the public and notices to 
the recipient's workforce are customarily posted. The notice is to be posted by April 26, 20IX. or for new 
recipients, within 90 days of becoming a recipient Even if the rule is finalized by April 26. and no 
changes arc made in the notice requirement, it is unreasonable to expect current recipients to comply by
that date.

The rule also proposes that if a sub-recipient is found to have violated federal health care conscience and 
associated anti-discrimination law s, the recipients "shall be subject to the imposition of funding 
restrictions and other appropriate remedies." Requiring the imposition of funding restrictions should be 
dependent on the facts and circumstances of a particular case: how ever, by using the w ord "shall" there 
seems to be no discretion in whether this penalty is appropriate. If the rule is finalized, the AAMC asks 
that OCR clearly make the penalty optional by using "may" instead of "shall "

The AAMC strongly urges the Department to withdraw the proposed rule Alternatively, the rule should 
be re-proposed and narrowed in scope to. at a minimum, appropnately balance the needs of patients with 
the needs of health care providers who have freely chosen their profession.

If you would like additional information, please contact Ivy Baer. Senior Director and Regulatory 
Counsel, at 202-828-0499 or ibaerV/ aamc.org.

Sincerely,

Jahis M. Orlowski, MD MACP 
Chief. Health Care Affairs
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The Association of Women's Health, Obstetric and Neonatal Nurses (AWHONN) opposes the 
Department of Health and Human Services proposed rule, Protecting Statutory Conscience Rights in 
Health Care; Delegations of Authority, which seeks to permit discrimination by providers in all aspects of 
health care without adequately protecting patients from discrimination in accessing health care services. 
This proposed rule is not necessary to protect the rights of providers. The existing rule issued in 2011 
adequately protects the conscience of providers and patients.

As a membership organization of nurses dedicated to improving and promoting the health of women 
and newborns and strengthening the nursing profession, AWHONN asserts that nurses have the 
professional responsibility to provide nonjudgmental nursing care to all patients, either directly or 
through appropriate and timely referrals. However, AWHONN recognizes that some nurses may have 
religious or moral objections to participating in certain reproductive health care services, research, or 
associated activities. Therefore, AWHONN supports the existing protections afforded under federal law 
for a nurse who refuses to assist in performing any health care procedure to which the nurse has a 
moral or religious objection so long as the nurse has given appropriate notice to his or her employer.

AWHONN considers access to affordable and acceptable health care services a basic human right. With 
regard to the nurse’s role in meeting the health care needs of patients, AWHONN advocates that nurses 
adhere to the following principles:

• Nurses should not abandon a patient, nor should they refuse to care for someone based on 
personal preference, prejudice, or bias.

• Nurses have the professional responsibility to provide impartial care and help ensure patient 
safety in emergency situations and not withdraw care until alternate care is available, regardless 
of the nurses’ personal beliefs.

• At the time of employment, nurses are professionally obligated to inform their employers of any 
values or beliefs that may interfere with essential job functions. Nurses should ideally practice in 
settings in which they are less likely to be asked to assist in care or procedures that conflict with 
their religious or moral beliefs.

By permitting providers to refuse to refer patients based on the provider’s religious beliefs or moral 
convictions, the proposed rule carries severe consequences for patients, making it difficult for many 
individuals to access the care they need.

The proposed rule will undermine critical federal health programs delivered through the Title X Family 
Grants. The Proposed Rule would seemingly allow health care entities to receive grants and contracts 
under Title X, while refusing to provide key services required by those programs.1 For instance. Congress

See Rule supra note I. at 180-181. 183. See also Title X Family Manning, U.S. DlP’TOF HEALTH & I lUMAN 
SERVS. (2018). hiins A w u u hlis gov/ona'tiilc-x-fiimih -nLiniiinii/iiidcx luml: Title X an Introduction to the Saturn's
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has specifically required that under the Title X program, providers must offer non-directive pregnancy 
options counseling2 and current regulations require that pregnant women receive "referral[s] upon 
request" for prenatal care and delivery, adoption, and/or pregnancy termination.* Under the Proposed 
Rule, the Department would seemingly allow entities to apply for and receive federal funds while 
exempting them from the core legal and programmatic duties upon which such funds are generally 
conditioned.4 The Proposed Rule creates uncertainty about whether Title X grantees may ensure that 
the sub recipients they contract with to provide Title X services actually provide the services the 
program was designed and funded by Congress to deliver. Such actions are particularly concerning in the 
context of federally supported health programs, such as Title X, which are meant to provide access to 
basic health services and information for low-income populations.'1 When it comes to Title X, the 
Proposed Rule would not only sanction conduct at odds with pre-existing legal requirements, but could 
also undermine the program's fundamental objectives. Every year millions of low-income, including 
under-insured, and uninsured individuals, rely on Title X clinics to access services they otherwise might 
not be able to afford."

The Proposed Rule will carry severe consequences for providers and undermine the provider-patient 
relationship. AWHONN asserts that any woman's reproductive health care decisions are best made by 
the informed woman in consultation with her health care provider. AWHONN believes these personal 
and private decisions are best made within a health care system whose providers respect the woman’s 
right to make her own decisions according to her personal values and preferences and to do so 
confidentially. Therefore, AWHONN supports and promotes a woman's right to evidence-based, 
accurate, and complete information and access to the full range of reproductive health care services. 
AWHONN opposes legislation and policies that limit a health care provider's ability to counsel women as 
to the full range of options and to provide treatment and/or referrals, if necessary.

Title VII of the Civil Rights Act of 1964 protects workers (applicants and employees) from employment 
discrimination based on race, color, religion, sex, national origin, or participation in certain protected 
activities. With respect to religious protection. Title VII applies to most U.S. employers and requires 
reasonable accommodation of the religious beliefs, observances, and practices of employees when 
requested, unless such accommodation would impose undue hardship on business operations. These 
protections do and should continue to apply to nurses and other health care professionals.

A nurse should retain the right to practice in his or her area of expertise following a refusal to participate 
in an abortion, sterilization, gender reassignment surgery, or any other procedure. This refusal should 
not jeopardize the nurse's employment or subject him or her to harassment. In addition, one's moral 
and ethical beliefs should not be used as criteria for employment, unless they preclude the nurse from 
fulfilling essential job functions. AWHONN asserts that these rights should be protected through written

Family Planning Program. N \TT Fa.WII.Y PIANNING & REPRODUCTIVE HEAI.TII ASSOC. (2017) (hereinafter 
NFPRIIA). lui|>s://\\\\u .imiionnlfainih planning.or^'filc/Tillc-X-101-No\cmhcr-2017-nniil.pdf 
'-See. eg.. Consolidated Appropriations Act of 2017. Pub. L. No. 115-31, 131 Slat. 135 (2017).
'See What Requirements Must be Met by a Family Planning Project?. 42 C.F.R. § 59.5(a)(5) (2000).
'See. eg. Rule supra note I. at 180-185.
■ See NFPRIIA supra note 34.
6 See id.
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institutional policies that address reasonable accommodations for the nurse and describe the 
institution's required terms of notice to avoid patient abandonment.

Sincerely,

Seth A. Chase, MA 
Director, Government Affairs
Association of Women's Health, Obstetric & Neonatal Nurses (AWHONN) 
1800 M Street NW 
Suite 740 South 
Washington, DC 20036
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Aurora Health Care’ 750 W. Virginia Street 
Milwaukee, Wl 53204 www.AtiroraHeallhCare.org

March 27, 2018

Mr. Roger Severino
Director, Office for Civil Rights (OCR)
U.S. Department of Health and Human Services 
Hubert H. Humphrey Building 
200 Independence Avenue, SW 
Washington, DC 20201

RE: Department of Health and Human Services, Office for Civil Rights RIN 0945-ZA03

Dear Director Severino:

On behalf of Aurora Health Care, Inc. (Aurora), we appreciate the opportunity to submit 
comments regarding the Department of Health and Human Services (HHS) proposed rule 
regarding federal conscientious and religious objection protections for health care workers.

Aurora is a not-for-profit integrated health care provider based in Milwaukee, Wisconsin, serving 
over 100 communities in the eastern third of the state through 15 hospitals, a physician practice 
comprised of 1,432 physicians, 72 pharmacies, Wisconsin’s largest home health organization, 
and one of the state's largest intern and resident programs. As evidenced by more than 300 
active clinical trials. Aurora is dedicated to delivering innovations to provide the best possible 
care today, and to define the best care for tomorrow.

Aurora's Provides Quality Health Care to Diverse and Unique Patient Populations in the 
Many Different Communities We Serve

Aurora’s caregivers touch the lives of millions of diverse patients across a large geographical 
area, which provides us with an opportunity to improve the health outcomes of the unique 
patient populations we serve.

In this comment letter, Aurora is pleased to share our feedback with HHS regarding how its 
proposed rule would impact our integrated delivery system's ability to tackle some of the most 
serious health care issues facing our nation today, including combatting the alarming opioid 
abuse epidemic raging right here in Wisconsin, reducing chronic illnesses, eliminating health 
disparities and expanding access to high-quality care for vulnerable patients. Unfortunately, 
these complex and pervasive challenges are particularly endemic in Wisconsin, where 
significant patient populations live in highly urban or highly rural, low-income and underserved 
communities.

Therefore, any HHS proposed regulation should be assessed and evaluated by how it would 
impact access to care for our most vulnerable patient populations in these underserved 
communities.

1
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Aurora Respects Our Health Care Professionals’ Moral and Religious Beliefs

At Aurora, we respect our health care professionals' moral and religious beliefs and their 
conscience-based objections to certain activities. We stand by our policy to “make reasonable 
accommodations for requests to be excluded from activities that are in conflict with sincerely 
held religious, ethical or moral beliefs."

Aurora Does Not Tolerate Discrimination Towards Our Patients and Those Seeking 
Medical and Behavioral Health Care

At the same time, we respect our patients’ rights and do not tolerate discrimination against 
patients. To that point, we also stand by our policy that “patients are given reasonable access to 
care in a safe setting without regard to race, creed, color, national origin, ancestry, religion, sex. 
sexual orientation, gender identity, marital status, age, disability or source of payment."

At Aurora, we seek to provide culturally competent care to every patient we serve. We are 
committed to fostering a culture of inclusion that embraces and nurtures our patients, 
colleagues, partners, physicians and communities. Patients and their caretakers come to 
Aurora from a wide range of backgrounds, and many of these patients have serious or multiple 
health challenges. Providing the right care demands sensitivity to their diverse needs. Diversity 
is at the very heart of Aurora’s important mission of providing patient-centered care.

Aurora's Existing Policies Strike an Appropriate Balance between Caregivers and 
Patients

It is Aurora’s position that our existing policies strike the right balance between caregiver and 
patient rights. Any new and additional protections for conscientious and religious objections for 
health care workers have the real potential of throwing off this necessary balance and 
negatively impacting patient access to care. Aurora’s medical centers and clinics are. at times, 
the only connection to health care in some of Wisconsin’s most rural communities. And in both 
rural and urban areas, we continually strive to remove barriers to health care access. The 
proposed rule regarding conscience objections in health care could negatively impact this 
critical access in an unjustified way.

Additional Federal Government Intervention is Unnecessary

It also is Aurora s position that additional protections are unnecessary because, as a health care 
organization, we already have a strong commitment to respecting the moral, ethical and 
religious beliefs of both its health care professionals and patients. This commitment is 
grounded in part by professional codes of ethics. The American Medical Association upholds 
that a physician’s duties to inform' and refer* remain in situations where conscience objections

"Providing information about treatment options the physician sincerely believes arc morally objectionable 
or about how the patient might obtain objected-to treatment elsewhere is morally distant from what the physician’s 
deeply held beliefs tell him or her is wrong. Providing information is sufficiently distant that the risk to physician 
integrity is outweighed by the professional obligation to inform, given the strong ethical import of informed consent. 
Physicians can avoid any taint of complicity by notifying prospective patients prior to initiating a patient-physician 
relationship about interventions or services that conscience prohibits the physician from offering.” American

2
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could worsen or limit access to treatments or health care. Aurora respects that no two patient- 
physician relationships are exactly alike, and that physicians must follow their individual 
consciences in weighing matters of professional integrity. At Aurora, clinical ethics consultation 
is available to health care professionals to assist in balancing these values commitments. It is 
our experience that a health care professional will pursue a balanced course of action that both 
aligns with their conscience and respects the patient’s need for treatment or health care. For 
example, health care professionals often determine it is their responsibility to both provide 
information about and refer for services they personally find morally objectionable. There is not 
a need for the federal government to intervene with this process. Additional federal regulatory 
burdens could disrupt the existing patient-physician relationship which is critical to unlocking the 
potential of patient-driven value care.

Regulatory Relief Needed to More Effectively Address the Nation's Complex Health 
Challenges

Aurora appreciates HHS* current focus on eliminating and preventing additional regulatory 
burdens in the Medicare program and America’s health care system to allow integrated 
networks and providers to spend more time and resources tackling the nation's most pervasive 
health challenges and not on paperwork. Excessive red tape not only stands as a barrier to 
care, but as a key driver of cost. Reducing unnecessary regulatory burdens would not only 
provide relief and free up limited precious resources to allocate to the most urgent and acute 
health needs, but would also provide an opportunity to make care more patient-centered than 
ever before.

Proposal Would Significantly Increase Regulatory Burdens for Delivery Systems and 
Providers

Unfortunately the HHS proposed rule would place significant new regulatory burdens on 
hospitals and their caregivers instead of reducing them. The proposed rule follows 
an announcement of a new Conscience and Religious Freedom Division within the HHS 
Office for Civil Rights (OCR) which will be tasked with enforcing these new regulations. Under 
the proposed rule. OCR would have new authority to initiate compliance reviews, conduct 
investigations, and use enforcement tools to address violations of the new rule. Under this new 
authority. OCR could conduct an investigation even if a formal complaint has not been filed.

In addition, the proposed rule would require recipients of federal funds to submit an assurance 
and certification of their compliance and to notify protected individuals and entities of their rights. 
Notification would require posting on Aurora's website, as well as a physical location within each 
of our facilities. Aurora would also need to maintain records to verify compliance with the 
proposed rule. The proposed rule also recommends designating an additional employee and

Medical Association Council on Ethical and Judicial Affairs, "Physician Exercise of Conscience" (2014). page 6, 
https:7/www.am3-assn ore sites default'files media-browser public abom-ama’councils Council%20Rcpons council- 
on-ethics-and-iudicial-affairv i 14-ceia-i

3 See especially: "The greater the likelihood or seventy of harm, the stronger the physician’s duty to 
facilitate in some way the patient’s access to needed care, even in the face of becoming in some measure complicit 
in what the physician believes is wrong," and "tenmnating the relationship is ethically permissible only when 
timeliness of care is not a factor and the physician adheres to ethical guidelines for terminating the relationship." For 
more, see: AMA CEJA, "Physician Exercise of Conscience," page 7.

3
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resources responsible for compliance, the adoption of internal grievance procedures, and the 
preparation of internal compliance reports as best practices.

The need to comply with the proposed rule will unfortunately impose additional unnecessary 
federal regulatory burdens on providers and require resources and focus being diverted away 
from patient-driven and value-based care.

Addressing the Underlying Socioeconomic Contributors to Chronic Diseases

The complex but pervasive relationship between socioeconomic status and health outcomes is 
unfortunately highly visible throughout underserved communities across America where people 
living at or below the poverty line have a greater likelihood of having one or more chronic health 
conditions. This dynamic is playing out in Milwaukee where the city has higher than state 
average rates of infant mortality, obesity, sexually transmitted diseases, cancer (breast, cervical, 
lung, and prostate), violence, teen pregnancy, childhood lead poisoning, and mortality due to 
unintentional injuries. Chronic health problems - such as obesity, diabetes, heart disease and 
hypertension - are endemic to Milwaukee's underinsured and uninsured populations.

Any new federal regulation that would intentionally or unintentionally impede our most 
vulnerable patient populations from seeking and accessing care has the potential to further 
exacerbate both the human suffering and financial tolls being inflicted by these deadly but 
preventable chronic conditions.

Barriers to Accessing Behavioral Health Services

The proposed rule regarding federal conscientious and religious objections for health care 
workers could have significant negative unintended consequences for underserved and 
vulnerable patients in urgent need of critical access to behavioral and mental health care.

Wisconsin is faced with a severe shortage of behavioral health specialists right at the same time 
an alarming opioid overdose epidemic rages across the state. According to a recent report from 
the Centers for Disease Control and Prevention, Wisconsin saw the largest one-year rise across 
the entire nation in increased opioid overdoses, with opioid-related ED visits increasing by 109% 
from 2016 to 2017.

One in five Americans suffers from a diagnosable, treatable mental health condition. Minority 
groups — including African Americans, Hispanics, Asian Americans and Native Americans — 
are more likely to experience the risk factors that can cause mental health issues. Most notably, 
poverty contributes to the development of problems such as depression, anxiety and post- 
traumatic stress disorder (PTSD). They are also considerably under-represented when it comes 
to receiving mental health treatment.

Moreover, research suggests that lesbian, gay, bisexual, and transgender (LGBT) individuals 
face health disparities linked to societal stigma, discrimination, and denial of their civil and

4
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human rights. Discrimination against LGBT persons has been associated with high rates of 
psychiatric disorders, substance abuse, and suicide.3

Given that mental and behavioral health resources for the general patient population are 
woefully inadequate in our state, we strongly urge policymakers to especially consider the 
potential any new regulation would have for underserved patients who are also seeking this type 
of care.

Conclusion

Aurora Health Care appreciates the opportunity to comment on the proposed rule regarding 
federal conscientious and religious objection protections for health care workers.

We strongly urge HHS to avoid implementing any policies that would result in denying care to 
specific groups of people.

Should you have any questions, please feel free to give me a call at (414) 299-1878 or contact 
Anthony Curry at (414) 299-1657.

Thank you in advance for your consideration.

Sii

klCU-'
CrisYy Garda-Thomas 
Chief Experience 6ffic 
Aurora Health Q/re

r

' Office of Disease Prevention and Health Promotion. (2016). Lesbian, gay, bisexual, and transgender 
health. Retrieved from https://w\vw.health>people.gov/2020/topics-objectives/topic/lcsbian-gay-bisexual-and- transgender-health

5
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BENDTHEARC
Jewish action
U.S. Departmenl of Health and Human Services 
Office for Civil Rights 
Attention: Conscience NPRM 
RIN 0945-ZA03
Hubert H. Humphrey Building, Room 509F 
200 Independence Avenue SW 
Washington, DC 20201

We appreciate this opportunity to provide comments in response to this NPRM. Bend the Arc 
Jewish Action is the largest national Jewish social justice organization focused exclusively on 
domestic policy. As Jews, we care deeply about the freedom of religion and as such are deeply 
concerned about this proposed rule which creates a framework that distorts essential protections 
for religious freedom to justify discrimination Accordingly, we urge the Department to withdraw'
it

This rule would create a blanket exemption to allow' hospitals, insurance companies, health care 
providers, and support staff to refuse patients care or even referrals for care We reject the use of 
religion to deny essential health care services to people without ensuring that such individuals 
receive the care they need We feel a moral imperative to ensure that patients receive the health 
care they request without delay and to oppose the Administration's proposal that could allow 
religion to be used to deny patients’ access to critical health care.

By making it easier to use moral and religious objections to discriminate and hamper access to 
critical medical care and services, this rule will disproportionately burden women and LGBTQ 
individuals. We are particularly concerned that the rule will negatively impact reproductive 
health care, including access to abortion and contraceptive care, as well as necessary 
transition-related care for transgender individuals. Moreover, since the rule governs all entities or 
individuals that benefit from federally funded health care programs or activities, this rule will 
allow taxpayer dollars to subsidize discriminatory' behavior and certain religious viewpoints.

Specifically, we raise the following concerns about the proposed rule

• The rule creates an unacceptable blanket exemption for religious or moral
objections with no concern for other interests: Religious freedom is a fundamental 
American value. Yet this essential freedom has always been understood to have 
boundaries. We support religious accommodations that are carefully crafted to maintain 
the freedom to exercise faith without infringing on other important rights and freedoms.
In fact, the First Amendment requires that when creating a religious exemption, the 
government must account for the burdens an exemption would impose on others. This 
understanding of religious freedom also reflects a tenet of our faith: We should treat 
others fairly, as we would like to be treated.

This proposed rule, however, appears to allow religious and moral conviction claims to 
trump any and all other interests. The rule gives complete deference to a hospital’s or 
provider's religious objection to providing or referring for a certain medical sendee.
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ignoring the government’s significant interests in maintaining broad access to health care, 
an individual’s ability to obtain certain medical services, and our nation’s longstanding 
commitment to extant civil rights protections. This rule instead creates what amounts to a 
blanket exemption, casting aside other important rights and ignoring the need to carefully 
craft accommodations.

For instance, Title VII of the Civil Rights Act of 1964 requires employers to reasonably 
accommodate employees’ or applicants’ sincerely held religious beliefs, observances, and 
practices, unless doing so would impose an “undue hardship” on an employer. When a 
health care worker requests an accommodation, Title VII ensures that employers consider 
how to balance an accommodation with obligations to serve patients, protect coworkers, 
ensure public safety, and abide by other legal requirements. The proposed rule, however, 
establishes an entirely different and conflicting standard.

• The scope of the proposed rule is sweeping and would permit a wide range of 
individuals and entities to refuse to provide a broad spectrum of services: The
proposed rule would greatly expand the individuals and entities that may invoke religious 
beliefs or moral convictions to refuse to provide, directly or indirectly, essential services 
and care. The proposed rule not only applies to medical professionals like doctors and 
nurses, but also extends to support staff, volunteers, trainees, contractors, and others who 
work at a health care entity. The set of entities that may receive an exemption is also 
broad: it includes organizations offering insurance plans and “plan sponsors,” an 
expansion which might ultimately protect businesses unrelated to the provision of health 
care.

In addition, the proposed rule also extends to referrals for care. Depending on location or 
circumstance, this may functionally block people from obtaining vitally needed services. 
This rule creates a vast scope for objections or objectors that will endanger many 
individuals' ability to access the care or services they need.

• Many health care providers are called by their faith to uphold a duty to their
patients. The proposed rule ignores that many providers’ religious and moral convictions 
prompt them to prioritize their patients’ health. Providers should be able to give patients 
sound information about treatment choices so patients can make informed decisions 
about their care. And providers should be able to deliver health care, including abortion 
and transition-related care.

As advocates for religious freedom, we are alarmed by the proposed rule. Categorical 
exemptions like these distort and degrade religious freedom, endangering the wide support that 
carefully crafted religious accommodations have long enjoyed in our country. This rule takes 
great liberties in reinterpreting extant civil rights law and religious exemptions. We urge you to 
rescind this proposed rule.
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March 27, 2018

Mr. Alex Azar, Secretary
US Department of Health and Human Services
Office for Civil Rights
ATTN: Conscience NI’RM, RIN 0945-ZA03
Hubert H. Humphrey Building, Room 509F
200 Independence Avenue SW
Washington, DC 20201

RE: HHS-OCR-2018-0002: Protecting Statutory Conscience Rights in Health Care; Delegations 
of Authority Proposed Rule

Dear Secretary Azar,

I write you today on behalf of BJC Healthcare ("BJC") in St. Louis, an integrated health system 
employing approximately 30,000 people in a variety of roles covering the full spectrum of healthcare 
services across a diverse geography. BJC supports the religious and conscience rights of all people and 
organizations, and we appreciate this opportunity to submit related public comment on this Proposed 
Rulemaking (“the proposals”).' We are concerned that the proposed regulatory regime places 
unnecessary additional administrative and other burdens upon employers, while also inadequately 
considering the rights of patients and responsibilities of health care entities (“employers") to provide 
appropriate and necessary patient care, in part because it creates potential inconsistencies between 
existing, well-established bodies of federal and state anti-disenmination law. We would encourage 
adopting the following recommendations to create a more effective, efficient and consistent approach:

• Adopt or adapt the language and definitions related to religion/conscience-bascd discrimination to 
mirror those found in Title VII of the Civil Rights Act of 1964 and amended by the Equal 
Employment Opportunity Act of 1972 (42 USC 2000c) (“the Acts”).2 In particular:

o Adopt the “accommodation" and “undue hardship" concepts found in the Acts' definition 
of “religion" at 42 USC 2000e(j).

o Forego incorporating a "disparate impact" analysis as contemplated in the proposals.1 
The interpretation of the “disparate impact" analysis varies among the federal circuit 
courts and states, and the inclusion of such analysis in the final rule may lead to 
unintended confusion and inconsistent application.

i«Protecting Statutory Conscience Rights in Health Care; Delegations of Authority," 83 FR 3880, January 26, 2018. 
Available at https://www.gpo.Bov/fdsvs/pke/FR-2018 01-26/Ddf/2018-01226.pdf.
2 42 USC 2000e—Definitions is available here: httP5;//wwwKovinfo 
title42/Ddf/USCODE-2016-title42-thap2i-subchapVl-sec200Qe pdf. This definition was added by Public Law 92- 
261, available here: https://www.govinfo.gov/content/pkg/STATUTE-86/pdf/STATUTE-86-Pgl03.pdf. The statutory 
requirements are implemented into the regulatory code at 29 CFR 1605—Guidelines on Discrimination Because of 
Religion, available here: https://www.BOvinfo.gov/content/pkB/CFR-2017-title29-vol4/pdf/CFR-2017-title29-vol4- 
partl605.pdf.
* See 83 FR 3893, left column, linked in note 1 above.

/content/nkp/O'any
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• Expand ihe proposed 45 CFR 88.8 Relationship to Other Laws4

o Defer to the religious anti-discrimination protections of state and locals governments 
if/when stronger than federal protection.5

o Permit healthcare providers and employers to follow state enforcement and compliance 
regimes when doing so would result in equal or greater protections and/or equal or lesser 
burden on providers and employers. For example:

■ Waive proposed federal Certification and Notice requirements when a state or 
federal law already contains substantially similar requirements.6

■ Defer any OCR investigations to relevant state agencies when possible.

We believe the above recommendations will meet HHS’s goals of protecting individual rights regarding 
religion/conscience, while minimizing providers and employers regulatory burden of doing so and 
ensuring the ability of health care providers to provide appropriate and necessary care to patients in need. 
Thank you for your consideration. Please let me know if you have any questions or BJC can otherwise 
assist your agency in this or any other matter.

Sincerely,

—

David L. McCune 
Vice President
Corporate Compliance Department 
BJC Healthcare

* See brief discussion in the Proposal at 83 FR 3899, with proposed formal language for 45 CFR 88.8 at 83 FR 3931, 
linked in Note 1 above.
5 See for example RsMO 188.100 ct. seq regarding employments discrimination related to abortions in particular, 
available here, http;//revisor.mo.gov/i 
employment practices more problem, including as relates to Religion, available here:
http://revisor.mo,eov/main/ViewChapter aspx?chapter-^2l3. See also Missouri's 13 CSR 60-3.050 for regulatory 
policy on religious discrimination in employment, available here: 
https://www.sos.mo.Eov/cmsimaees/adrules/csr/current/8csr/8c60-3.pdf.
6 See "Assurances and Certifications” as proposed at 45 CFR 88.4 and discussed starting at 83 FR 3896, and 
"Notice,'’ as proposed at 45 CFR 88.5 and discussed starting at 83 FR 3897.

in/ViewChanti ?chapter-188. RSMO 213.055 addresses unlawful(C
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BlueCross BlueShield 
Association
An Association of tndcpcndoit 
Blue Cru» and Blue Sliield Plans

March 27, 2018

The Honorable Roger Severino 
Director
U.S. Department of Health and Human Services 
Office for Civil Rights
Attention: Conscience NPRM, RIN 0945-ZA03 
Hubert H. Humphrey Building 
Room 509F
200 Independence Avenue, S.W.
Washington, DC 20201

Submitted via the Federal Regulations Web Portal, http://www.requlations.qov

RE: Protecting Statutory Conscience Rights in Health Care Proposed Rule, RIN 0945- 
ZA03

Dear Director Severino:

The Blue Cross Blue Shield Association ("BCBSA ”) appreciates the opportunity to provide 
comments on the proposed rule, Protecting Statutory Conscience Rights in Health Care, 83 
Fed. Reg. 3880 (January 26, 2018; “Proposed Rule”).

BCBSA is a national federation of 36 independent, community-based, and locally operated Blue 
Cross and Blue Shield Plans ("Plans") that collectively provide healthcare coverage for one in 
three Americans. For more than 80 years, Blue Cross and Blue Shield companies have offered 
quality healthcare coverage in all markets across America - serving those who purchase 
coverage on their own as well as those who obtain coverage through an employer, Medicare, 
and Medicaid.

Blue Cross and Blue Shield Plans support federal nondiscrimination laws and have operated in 
compliance with those laws. However, we are concerned that the Proposed Rule will create 
significant unwarranted economic and regulatory burdens on Plans and other health insurance 
issuers and group health plans that are far removed from the actual performance of health care 
services. The Preamble's examples of situations in which discrimination could occur do not 
involve health insurance issuers, but focus on health care providers. Therefore, we suggest 
clarifications in the Proposed Rule to alleviate unnecessary burdens for Blue Cross Blue Shield 
Plans.

Recommendations

Our recommendations are as follows:

• Scope: The final rule should limit any obligations and duties under the Weldon
Amendment to the governmental entities included in the Weldon Amendment and not

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 295 of 334



HHS Conscience Rule-000140266

Protecting Statutory Conscience 
Rights in Health Care Proposed Rule 
RIN 0945-ZA03 
March 27,2018 
Page 2 of 13

extend these obligations and duties to health insurance issuers and health plans which 
do not have any duties or obligations under the statute

• “Assist in the Performance:’’ The final rule should eliminate the complex, expansive 
proposed definition of “assist in the performance.” If this definition is retained, the final 
rule should use the term ''reasonable," which was used in the 2008 Final Rule instead of 
the word articulable” in the definition of "assist in the performance."

• “Referral:” The definition of “referral” should be narrowed to only include referral by 
health care providers or their employees, and the final rule should include a specific 
exemption for health insurance issuer employees performing administrative functions 
such as answering questions from covered individuals or processing claims.

• Written Assurance and Certification: The requirement for written assurances should 
be eliminated and the final rule should only require a single annual certification.

• Notice: The final rule should eliminate the notice requirement for health insurance 
issuers and group health plans. If health insurance issuers are required to provide 
notice, the final rule should only require notice to an issuer's workforce, not the public.

• Effective Date: The final rule should not be effective prior to January 1, 2019, with the 
requirement for notices being effective January 1,2020

We appreciate your consideration of our comments and we look forward to working with you on 
implementation of conscience protections provided by federal statutes. If you have any 
questions or want additional information, please contact Richard White at 
Richard White@bcbsa com or 202.626.8613.

Sincerely,

/

Kris Haltmeyer 
Vice President
Legislative and Regulatory Policy 
Blue Cross Blue Shield Association
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BCBSA DETAILED COMMENTS ON PROTECTING STATUTORY CONSCIENCE RIGHTS IN
HEALTH CARE PROPOSED RULE

I. Application of Weldon Amendment to Health Insurance Issuers and Health Plans 
(Proposed §§ 88.2, 88.3)

Issue:

The Proposed Rule would extend the nondiscrimination requirements applicable to 
governmental entities under the Weldon Amendment to private entities.

Recommendation:

Revise the rule to limit any obligations and duties under the Weldon Amendment to the 
governmental entities included in the Weldon Amendment and do not extend it to health 
insurance issuers and health plans which do not have any duties or obligations under the 
statute.

Rationale:

The Weldon Amendment, by its terms, prohibits a “Federal agency or program, [or]... a State or 
local government” from discriminating against a health care entity that does not provide, pay for, 
provide coverage of, or refer for abortions. Weldon Amendment, Consolidated Appropriations 
Act, 2009, Pub. L. No. 111-117, 123 Stat 3034, section 508. The Amendment defines the term 
"health care entity" to “included an individual physician or other 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.” Section 
508(d)(2). Thus, under Weldon, a federal agency or program, or a state or local government, 
cannot receive funding from an act to which Weldon is attached, if the agency, program or 
government discriminates against health care entities that refuse to provide, pay for or refer for 
abortions.

The Proposed Rule interprets the statutory definition of “health care entity” to include health 
insurance issuers and health plans, including the sponsors of health plans. 83 Fed. Reg. 3880, 
3890. The Weldon Amendment clearly protects, among others, HMOs and health insurance 
issuers from discrimination by agencies, programs, or governments that receive funding from an 
Act to which the Weldon Amendment is attached.

However, the Weldon Amendment does not impose any duties or obligations on HMOs, health 
insurance issuers, or group health plans. They are protected by the Weldon Amendment, but 
they are not regulated by the Weldon Amendment. OCR should revise the rule to make clear 
that the only entities that are subject to duties, requirements, or obligations as the result of the 
Weldon Amendment are governmental agencies and programs that are funded by an act that 
includes the Weldon Amendment.
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II. Application of the “Assist in the Performance” Provision (Proposed § 88.2)

Issue:

The “assist in the performance” provision is limited to the Church Amendments, but the 
Proposed Rule creates a complex definition expanding this provision beyond the text of the 
Church Amendments.

Recommendation:

Eliminate the complex, expansive definition of “assist in the performance” or limit the definition 
to health care providers and researchers.

Rationale:

The term “assist in the performance” is used in the text of the Church Amendments. The 
Church Amendments are one section in the “Population Research and Voluntary Family 
Planning Programs” subchapter of the Public Health Service Act. The surrounding subchapters 
describe various grants and contracts available for family planning services organizations.

In this context - population research and voluntary family planning - the Church Amendments 
specifically and explicitly protect health care providers and researchers from discrimination 
based on their refusal to provide sterilization or abortion services because of religious beliefs 
and moral convictions. For example, the Church Amendments refer to performing or assisting 
in performing abortions, 42 U.S.C. § 300a-7(b)(1), requiring entities to make facilities or 
personnel available to perform sterilization or abortions, id. at (b)(2), discrimination against 
physicians and other health care personnel who refuse to perform sterilization or abortion, id. at 
(c). Subsections (b) and (c) apply to the direct provision of medical services or medical 
research.

It follows, then, that the reference to “individual” in paragraph (d) - which says that no individual 
shall be “required to perform” or “assist in the performance” if the performance or assistance 
would be contrary to the individual’s religious beliefs or moral convictions - refers to the same 
individuals that Congress referred to in (b) and (c) - physicians, health care personnel, and 
others (including non-medical personnel) who directly provide health care services related to 
voluntary family planning programs or perform population research. “Individual”, in this context, 
cannot extend to include every individual that works for an entity that receives federal funds 
from HHS. “The definition of words in isolation... is not necessarily controlling in statutory 
construction. A word in a statute may or may not extend to the outer limits of its definitional 
possibilities. Interpretation of a word or phrase depends upon reading the whole statutory text, 
considering the purpose and context of the statute.” Dolan v. U.S. Postal Sen/., 546 U.S. 481, 
486 (2006). Here, the purposes and context of the statute is to regulate population research 
and voluntary family planning programs, not commercial health insurance or group health 
plans..

In contrast, the Proposed Rule provides, in relevant part, that:
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Any entity that carries out any part of any health service program or research 
activity funded in whole or in part under a program administered by the Secretary 
of Health and Human Services is required to comply with paragraph (a)(2)(vi) of 
this section and §§ 88.4, 88.5, and 88.6 of this part.

Proposed § 88.3(a)(v). And the Proposed Rule defines “health service program” to “included 
any plan or program that provides health benefits, whether directly, through insurance, or 
otherwise, and is funded, in whole or part, by the Department. It may also include components 
of State or local programs.” Proposed § 88.2.

While the Church Amendments do not define “health service program,” the context clearly 
suggests that the Church Amendments are concerned with protecting population researchers 
and family planning providers - e.g., physicians - who refuse to perform “certain health care 
procedures” from discrimination by entities that receive funds from HHS administered programs, 
Proposed Rule, Preamble, 83 Fed. Reg. 3880, 3882, as well as medical researchers. Jarecki v. 
G. D. Searle & Co., 367 U.S. 303, 307, 81 S. Ct. 1579, 1582, 6 L. Ed. 2d 859 (1961) 
(“‘Discovery’ is a word usable in many contexts and with various shades of meaning. Here, 
however, it does not stand alone, but gathers meaning from the words around it. These words 
strongly suggest that a precise and narrow application was intended in [section] 456.”) The 
Proposed Rule goes much further however, applying the Church Amendments far beyond 
health care providers and researchers and as written could be read to apply to employees of 
commercial health insurance issuers and health plans that have no connection with the context 
of the amendment.

Because the Church Amendments protect voluntary family planning health care providers and 
population researchers, there is no need to for the rule to define “assist in the performance” to 
have an “articulable connection;” the Church Amendments are clear that the provider and 
researcher do not have to “perform” or “assist” in the provision of a sterilization or abortion. 
They do not have to have an “articulable connection” - they may simply refuse to perform or 
assist in the performance of the sterilization, abortion, or medical research. “Assist in the 
performance” only needs a complex and expansive definition because OCR has mistakenly 
extended it beyond the statutory text. If OCR includes a definition it should be limited to health 
care providers and researchers.

Further, including health insurance issuers within the “assist in the performance” provision 
violates Executive Orders requiring reduction of regulatory burdens. Exec. Order No. 13765, 
relating to minimizing the economic burdens of the ACA, requires the heads of all executive 
departments and agencies with responsibilities under the ACA to “...minimize the unwarranted 
economic and regulatory burdens of the [ACA]....” 82 Fed. Reg. 8351 (January 24, 2017). This 
approach was echoed in a subsequent Executive Order stating that “...it is essential to manage 
the costs associated with the governmental imposition of private expenditures required to 
comply with Federal regulations.” Exec. Order No. 13771, 82 Fed. Reg. 9339 (February 3, 
2017).
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Definition of “Assist in the Performance” Under the Church Amendments 
(Proposed § 88.2)

Issue:

The Proposed Rule uses the term “articulable connection,” which is so broad that it appears to 
have no bounds. This is much more expansive than the 2008 Final Rule’s use of the term 
“reasonable connection” and expands the reach of the rule far beyond the rights protected by 
statute. The change in this one word has significant implications for health insurance issuers, 
which do not actually have staff that perform or assist in the performance of procedures or 
services covered by the statute.

Recommendation:

The final rule should use the term “reasonable” which was used in the 2008 Final Rule instead 
of the word “articulable” in the definition of “assist in the performance,” and thus should read:

“Assist in the Performance” means “to participate in any activity with a 
reasonable connection to a procedure, health service or health service program, 
or research activity, but does not include providing information, assisting with 
claims or premiums, or addressing any questions under the terms of an 
applicable group health plan or health insurance policy.”

Rationale:

The Preamble to the Proposed Rule states:

The Department proposes that “assist in the performance” means “to participate 
in any activity with an articulable connection to a procedure, health service or 
health service program, or research activity, so long as the individual involved is 
a part of the workforce of a Department-funded entity. This includes counseling, 
referral, training, and other arrangements for the procedure, health service, or 
research activity.” This definition mirrors the definition used for this term in the 
2008 Rule.

83 Fed. Reg. 3880, 3892 (January 26, 2018) (emphasis added).

Unfortunately, the Proposed Rule does not “mirror” the 2008 Final Rule, which used the term 
“reasonable connection.” 45 C.F.R. § 88.2, effective January 1,2009 (“Assist in the 
Performance means to participate in any activity with a reasonable connection to a procedure, 
health service or health service program, or research activity, so long as the individual involved 
is a part of the workforce of a Department-funded entity. This includes counseling, referral, 
training, and other arrangements for the procedure, health service, or research activity.”) As 
HHS explained at that time,

As a policy matter, the Department believes that limiting the definition of the 
statutory term “assist in the performance” only to those activities that constitute 
direct involvement with a procedure, health service, or research activity, falls
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short of implementing the protections Congress intended under federal law. 
However, we recognized the potential for abuse if the term was unlimited. 
Accordingly, we proposed - and here finalize - a definition of “assist in the 
performance" that is limited to “any activity with a reasonable connection to a 
procedure, health service or health service program, or research activity. ’’

73 Fed. Reg. 78072, 78075 (December 19, 2008) (emphasis added).

The Department further explained:

...the Department sought to guard against potential abuses of these protections 
by limiting the definition of “assist in the performance” to only those individuals 
who have a reasonable connection to the procedure, health service or health 
service program, or research activity to which they object.

73 Fed. Reg. 78072, 78090 (December 19, 2008) (emphasis added).

While we understand that OCR may want to include a definition of “assist in the performance” in 
the final rule because that definition was completely removed from the rule in 2011 (76 Fed.
Reg. 9968, February 23, 2011), introducing the new term “articulable” as opposed to reverting to 
the term “reasonable” used in the 2008 Final Rule introduces a definition that is in effect 
unlimited and that the 2008 Final Rule recognized as having the potential for abuse. If the term 
“articulable” were used, issuers would have to implement changes to their operations 
contemplating the most extreme connection that an employee could articulate, no matter how 
unreasonable it may be.

For example, “participate in any activity with an articulable connection to” could potentially be 
read to allow a health insurance issuer’s claims processor to refuse to process a claim for a 
procedure to which they have a conscience objection even though the procedure has already 
been performed. How is this “assisting in the performance” although an individual could 
articulate that they felt it was and that they had a conscience objection to participating? Taking 
this example further, would a member inquiry to a customer service representative as to or 
whether a claim for sterilization has been received, paid, or how to appeal a decision made by 
the issuer regarding sterilization be subject to a valid objection by the customer service 
representative? As noted above, we do not believe that employees of a health insurance issuer 
who are performing administrative functions were within the scope of what Congress intended 
when it passed the various conscience protection laws; however, the use of the term “articulable 
connection,” because it has minimal (if any) limitations, would require issuers to prepare for the 
most unreasonable claims of discrimination by their employees.

We believe that using the term “reasonable connection” and limiting the scope of “assist in the 
performance” to actual medical procedures and the arrangements for such procedures 
(including referrals and counseling) is more in line with the scope of the statutory protections, as 
well as the intent of the 2008 Final Rule. In the Preamble to the 2018 Proposed Rule, the 
Department noted that

In interpreting the term “assist in the performance,” the Department seeks to 
provide broad protection for individuals, consistent with the plain meaning of the
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statutes. The Department believes that a more narrow definition of the statutory 
term “assist in the performance,” such as a definition restricted to those activities 
that constitute direct involvement with a procedure, health service, or research 
activity, would fall short of implementing the protections Congress provided. But 
the Department acknowledges that the rights in the statutes are not unlimited, 
and it proposes to limit the definition of “assist in the performance” to activities 
with an articulable connection to the procedure, health service, health service 
program, or research activity in question.

83 Fed. Reg. 3880, 3892.

Recognizing the limits of the statutory protections at issue is not new. For example, in the 2008 
Final Rule, the Department recognized that “[t]hese statutory provisions protect the rights of 
health care entities/entities, both individuals and institutions, to refuse to perform health care 
services and research activities to which they may object for religious, moral, ethical, or other 
reasons.” 45 C.F.R. § 88.1 (emphasis added). The primary focus of the protection is the 
physical health care service (i.e., medical procedure or research) and not an explanation of the 
coverage terms of a health insurance policy.

In addition, the comments on the 2008 rule reveal the abuses intended to be addressed by 
limiting “assist in the performance” to only those individuals who have a “reasonable connection” 
to the procedure, health service or health service program, or research activity to which they 
object. For example, one commenter stated that:

There may be a fine line between a moral conviction that can be accommodated 
in refusal of care and the harboring of a prejudice. The [2008 proposed rule] 
invites abuses and prejudicial implementation. It shifts the defining quality of 
conscience refusal onto a subjective self determined “ethic” and away from or 
untethered to listed procedures such as those a neutral third party like Congress 
explicitly enacted Title X of the Public Health Service Act to address.

(Footnotes omitted). The Proposed Rule disregards this type of abuse by using the term 
“articulable.” While the Preamble states the statutory rights named in the Proposed Rule “are 
not unlimited,” 83 Fed. Reg. 3880, 3892, OCR’s attempt to impose some limit through its 
“articulable connection” language in Proposed § 88.2 is unavailing and does not seem to 
impose any limit at all.

If OCR does not use “reasonable connection” instead of “articulable connection,” OCR should 
provide examples of situations where there is no “articulable connection” between the religious 
beliefs of a health insurance issuer employee and health care services. For example, if an 
issuer employee refuses to participate in processing a claim for sterilization due to the 
employee’s religious beliefs, is that an “articulable connection” that would allow that single 
employee to in effect deny an otherwise covered claim?

As noted above, “articulable connection” is far broader than “reasonable connection.” It is 
possible to articulate an unreasonable connection; it seems less likely that a reasonable 
connection is inarticulable. Therefore, OCR should define “assist in the performance” as a 
“reasonable connection” to a procedure, health service or health service program, or research

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 302 of 334



HHS Conscience Rule-000140273

Protecting Statutory Conscience 
Rights in Health Care Proposed Rule 
RIN 0945-ZA03 
March 27, 2018 
Page 9 of 13

activity, but does not include providing information, assisting with claims or premiums, or 
addressing any questions under the terms of an applicable group health plan or health 
insurance policy.

IV. “Referral” Included in “Assist in the Performance” (Proposed § 88.2)

Issue:

“Referral” as used in the “assist in the performance” definition is very broad and may affect the 
ability of health insurance issuers to deliver customer service to their members. In some cases, 
this could impact the ability of these members to obtain information as to coverage of their 
insurance benefits or coverage for the actual services, thus potentially impacting members’ 
health as well as potentially putting insurers at risk of violating state and federal laws.

Recommendation:

The definition of “referral” should be narrowed to only include referral by health care providers or 
their employees and the final rule should include a specific exemption for health insurance 
issuer employees performing administrative functions such as answering questions from 
covered individuals or processing claims.

Rationale:

The definition of “referral” in the Proposed Rule is very broad and includes

...the provision of any information...pertaining to a health care service, activity, or 
procedure, including related to availability, location, training, information 
resources, private or public funding or financing, or directions that could provide 
any assistance in a person obtaining, assisting, training in, funding, financing, or 
performing a particular health care service, activity, or procedure, where the 
entity or health care entity making the referral sincerely understands that 
particular health care service, activity, or procedure to be a purpose or possible 
outcome of the referral.

83 Fed. Reg. 3880, 3924.

The term “referral” or “refer for” is referenced in the Weldon Amendment, and as noted above 
(Part I), the Weldon Amendment protects health insurance issuers and group health plans (as 
well as providers) from discrimination by a governmental entity, and imposes no obligation on 
the protected entities. To the extent health insurance issuers and group health plans are 
protected under the Weldon Amendment, the rule should apply only to health insurance issuers 
and group health plans as protected entities, but not to their employees. As such, the 
definitions in the rule should be written in such a way as to limit their use to the appropriate 
statute and intent of the underlying statute, and not sweep other classes of individuals into the 
broad requirements and protections under the rule.
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The Weldon Amendment prohibits governmental agencies that receive federal funds, like HHS 
and states that receive Medicaid funding from HHS, from discriminating against a health care 
entity that does not provide, pay for, provide coverage of, or refer for abortions. Weldon 
Amendment, Consolidated Appropriations Act, 2009, Pub. L. No. 111-117, 123 Stat3034, 
section 508. A governmental agency that discriminates against a health care entity for its failure 
to provide, pay for, or refer for abortions will lose the federal funds provided under an Act that 
includes the Weldon Amendment (the funds will not be “available” to the discriminating agency). 
Application of “referral” or “refer for” beyond these statutory requirements is inappropriate.

The reason for restricting “referral” or “refer for” to their statutory meaning is that a broader 
definition may affect the care of health insurance issuer members. The proposed definition of 
“referral” or “refer for” may allow health insurance issuer employees to simply refuse to provide 
information, for example, in response to questions about claims, benefits, or other administrative 
matters, including also not referring (i.e., transferring) the member to another employee who can 
answer those questions. This will leave members uncertain about how to pursue their health 
care and could affect their care.

This places health insurance issuers in a difficult position. They have an obligation to honor 
their contracts for coverage and respond to member inquiries. Failure to comply may result in 
regulatory sanctions by state or federal regulators (or both) as well as private litigation for 
damages. On the other hand, an issuer requiring an employee to provide information to 
members due to an “articulable connection” between an employee’s religious beliefs and the 
health care services sought by the member may also expose the issuer to regulatory sanctions 
and litigation for damages.

The final rule should avoid these multiple and inconsistent obligations by narrowing the 
definition of “referral” to only include referral by health care providers or their employees and 
include a specific exemption for health insurance issuer employees performing administrative 
functions such as answering questions from covered individuals related to benefits or claims.

V. Written Assurance and Certification (Proposed § 88.4)

Issue:

The requirements for written assurances and certification are unnecessarily duplicative.

Recommendation:

The requirement for written assurances should be eliminated and only require a single annual 
certification.

Rationale:

The Proposed Rule would require written assurances for every reapplication for funds, but does 
not explain what these multiple assurances add to the compliance regime. In fact, they add 
nothing and should be eliminated.
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The only stated reasons for the written assurances are that they would inform the “health care 
industry” of the applicable laws and make the requirements for the statutes listed in the 
Proposed Rules more like other civil rights laws. 83 Fed. Reg. 3880, 3896. These are 
inadequate reasons for duplicative paperwork.

First, there is no need for a separate written assurance to provide information about the statutes 
if affected entities certify compliance. By providing the certification, affected entities know about 
the statutes in question. Making administration of these statutes more like the administration of 
other statutes (83 Fed. Reg. 3880, 3896) is no reason to impose unnecessary regulatory 
requirements.

Second, as noted above (Part II), imposing additional regulatory requirements such as a 
duplicative, unnecessary written assurance violates Executive Orders requiring reduction of 
regulatory burdens. Exec. Order No. 13765, relating to minimizing the economic burdens of the 
ACA, requires the heads of all executive departments and agencies with responsibilities under 
the ACA to “...minimize the unwarranted economic and regulatory burdens of the [ACA]....” 82 
Fed. Reg. 8351 (January 24, 2017). This approach was echoed in a subsequent Executive 
Order stating that “...it is essential to manage the costs associated with the governmental 
imposition of private expenditures required to comply with Federal regulations.” Exec. Order 
No. 13771, 82 Fed. Reg. 9339 (February 3, 2017).

To avoid the imposition of unneeded regulatory burdens, the final rule should drop the written 
assurance requirement and require only a single annual certification.

VI. Notice (Proposed § 88.5)

Issue # 1:

The proposed notice requirement has no basis in statute for health insurance issuers and group 
health plans. Additionally, OCR specifically asked if there are categories of recipients of federal 
funds that should be exempted from posting notices. 83 Fed. Reg. 3880, 3897.

Recommendation:

Eliminate the notice requirement for health insurance issuers and group health plans.

Rationale:

As noted above in Parts I and II, the Church and Weldon Amendments protect health insurance 
issuers and group health plans from discrimination in granting funds by government agencies. 
These amendments do not regulate health insurance issuers. Therefore, the notice requirement 
is unnecessary and should not apply to health insurance issuers in the final rule.

Issue # 2:

The Proposed Rule presents the notice requirement in a confusing way. The Preamble states 
that the Proposed Rule
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...requires the Department and recipients to notify the public, patients, and 
employees, which may include students or applicants for employment or training, 
of their protections under the Federal health care conscience and associated 
antidiscrimination statutes and this regulation.

83 Fed. Reg. 3880, 3897 (emphasis added). However, the actual Proposed Rule text (§ 
88.5(a)) requires that the notice be provided on “recipient website(s)” and at a “...physical 
location in every... recipient establishment where notices to the public and notices to their 
workforce are customarily posted to permit ready observation.”

Recommendation:

The final rule should only require the notice to be provided where the workforce as defined in 
the Proposed Rule can view it and should not be provided to the general public. Further, 
notices in solely electronic form should be permitted.

Rationale:

The conscience protection laws primarily impose requirements related to protecting health care 
providers and other health care staff from having to perform or assist in performing services to 
which they have a conscience objection. Thus, it is the workforce of health care providers who 
need to receive the notice, not members of the general public who are not the primary 
beneficiaries of the statutes relating to the Proposed Rule. As such, notices should only be 
required to be provided in a manner that is accessible to the workforce as defined in the 
Proposed Rule and not the public or patients.

Further, notices in solely electronic form should be permitted. Posting paper notices at physical 
facilities is a holdover from the era before the widespread electronic communications used 
today. This outmoded form of communication should not be perpetuated in the final rule.

VII. Effective Date

Issue:

The Proposed Rule does not provide a clear effective date nor does it give adequate time for 
compliance, particularly for the notice requirement.

The Proposed Rule does not specify an effective date for the overall Proposed Rule. The 
Preamble notes that the Proposed Rule is economically significant, 83 Fed. Reg. 3880, 3902, so 
it would be a “major rule” and would become effective 60 days after publication in the Federal 
Register\f another effective date is not specified. 5 U.S.C. §§ 801(a)(3)(A), 804(2).

The Proposed Rule has confusing provisions on the effective date of compliance with the notice 
requirement. The Preamble states that notices must be posted 90 days after the date of 
publication of the final rule in the Federal Register. 83 Fed. Reg. 3880, 3897. However, the
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actual text of the Proposed Rule (§ 88.5(a)) requires posting of notices by April 26, 2018, or, as 
to new recipients, within 90 days of becoming a recipient.

For certification and written assurances, the Preamble says that HHS components would be 
given discretion to phase-in the written assurance and certification requirements by no later than 
the beginning of the next fiscal year following the effective date of the final rule. 83 Fed. Reg. 
3880, 3896. The actual text of the Proposed Rule does not provide for an effective date for 
providing written assurances and certifications.

Recommendation:

The final rule should not be effective prior to January 1, 2019, with the requirement for notices 
being effective January 1, 2020.

Rationale:

While the conscience protection laws are in place and health plans have taken actions to 
comply, the Proposed Rule has new provisions that would take time to implement, particularly 
the requirements related to certification, written assurances, and notices.

Having a uniform time for the certification and written assurances requirement would reduce the 
confusion that would result if each HHS component is allowed to establish its own effective 
date. A January 1, 2019, effective date would allow adequate time for the HHS components to 
integrate the new requirements into their application and contracting processes.

Allowing additional time before the notice requirement is effective recognizes that impacted 
organizations must analyze the materials on their web pages (such as employee manuals, 
orientation materials, and job posting/application web pages) to determine the necessary 
modifications. Then they must allocate the programming resources to make the required 
changes. These resources are very likely working on other projects, so time must be allowed to 
implement these new requirements so that organizations are able to comply.

Other areas of communication that require review and revision include:

Certification/written assurances for the qualified health plan (“QHP”) application 
process;

Certification/written assurances for the Medicare bid process; and

Annual maintenance/updates to any of the above items.

Note that providing adequate time for compliance is not a question of delaying the time in which 
persons may claim conscience protections. These protections are in effect now and may be 
claimed at any time by affected persons. Our request is that adequate time be given to 
implement the requirement to provide formal notice, etc., in recognition of the regulatory and 
administrative burden of providing notices, written assurances, and certifications. This is 
consistent the Executive Orders cited above (Parts II, V) requiring the reduction of regulatory 
burdens, especially relating to the ACA.
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I'm Federal cRnlcmalim; Portal 
Secretary Alex Azar
U S Department of Health and Human Serv ices 
Office for Civil Rights
Attention Conscience NPRM. RIN 0945-ZA03 
Hubert H. Humphrey Building. Room 509F 
200 Independence Avenue SW 
Washington. IX' 20201

Comments on Proposed Rule Protectinu Statutory Conscience Riuhts in Health Care;RE
Deletfationsof Authority, 83 Fed Rcr 3880 (Jan 26. 2018). RIN 0Q45-ZA03

Dear Sccrctarv- Azar

I write today to urge the U S Department of Health and Human Serv ices (HHS) to 
withdraw the Proposed Rule Protecting Statutory (’otixience Rights in Health ("are: 
Delegations of Authority% 83 Fed Reg 3.880 (Jan 26. 2018). RIN 0945-ZA03 ("Proposed Rule** 
or "Rule”). This Proposed Rule would impede access to care and create barriers to patients' 
exercise of their rights Further, it undermines HHS’s mission to "enhance the health and well­
being of all Americans, by providing for effective health and human serv ices "

As California’s Attorney General. I have a constitutional duty to protect Californians, by 
safeguarding their health and safety, and defending the State’s laws Cal Const. art V. § 13. 
This Rule is an unlawful attempt by the Administration to proceed without congressional 
authority and is in conflict with the Constitution and multiple existing laws. If implemented, it 
will have significant negative impacts on States; their residents, including women. LGBTQ 
individuals, and other marginalized populations, and numerous entities in the State that receive 
federal healthcare funding Thus. I urge that the Rule be withdrawn

Among its many problems, the Proposed Rule threatens the removal of all federal 
healthcare funds from recipients, including the State, deemed not in compliance with the Rule 
Jeopardizing this funding would have significant effects on California families as these funds 
support public healthcare programs and public health initiatives

The Rule would also create rampant confusion about basic patient rights and federally 
entitled healthcare services, while discouraging providers from providing safe, legal care The 
Rule not only permits any individual, entity, or provider to deny basic healthcare serv ices—
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including emergency care—but also discharges a provider from the duties to cite evidence to 
support the denial of services, to notify a supervisor of the denial of services, and to provide 
notice or alternative options to patients that may want to seek services from another provider. 
There is little evidence that in drafting the Rule, HHS considered the impact to patients. 83 Fed. 
Reg. at 3,902; Id. at 3,902-3,918 (failing to mention, let alone quantify the impact of this Rule on 
patients). Moreover, the effects of the Proposed Rule would be widespread as it implicates “any 
program or activity with an articulable connection to a procedure, health service, health 
program, or research activity,” 83 Fed. Reg. at 3,923. The consequences of this overbroad Rule 
will disproportionately affect the most vulnerable populations, and in particular, could have a 
chilling effect on those seeking to exercise their constitutionally protected healthcare rights.

a. The Proposed Rule Targets the State of California and its Interests in 
Protecting its Residents, Healthcare Industry, and Consumer Protections

The Proposed Rule particularly aims to upend and target California’s concerted efforts to 
balance the rights of patients and providers. The Rule suggests that further federal guidance is 
needed because of an increase in lawsuits against state and local laws; however, HHS puts forth 
little actual evidence. In targeting California’s carefully crafted laws, the Rule tramples on the 
rights of patients and takes aim at California specifically.

First, the Rule references two pending federal lawsuits stemming from the California 
Department of Managed Health Care’s (DMHC) August 22, 2014 letters issued to health plans 
regarding abortion coverage. 83 Fed. Reg. at 3,889 (citing Foothill Church v. Rouillard, No. 
2:15-cv-02165-KJM-EFB, 2016 WL 3688422 (E D. Cal. July 11, 2016); Skyline Wesleyan 
Church v. Cal. Dep’t of Managed Health Care, No. 3:16-cv-00501 (S.D. Cal. 2016)). Then, 
noting that HHS’s Office of Civil Rights (OCR) previously closed three complaints against 
DMHC, the Rule states that OCR’s finding that the Weldon Amendment had not been violated 
by California law requiring that health plans include coverage for abortion “no longer reflects the 
current position of HHS, OCR, or the HHS office of the General Counsel.” 83 Fed. Reg. at 
3,890. This reversal in the agency’s interpretation of the Weldon Amendment is apparently 
based on a misreading of the law, and is arbitrary and capricious. 5 U.S.C. § 706; Bowman 
Tramp., Inc. v. Arkansas-BestFreight Sys., Inc., 419 U.S. 281, 285 (1974); Jicarilla Apache 
Nation v. U.S. Dep’t of Interior, 613 F.3d 1112, 1119 (D.C. Cir. 2010). Moreover, HHS cites no 
authority that permits it to reverse its position in this manner. Later, the Proposed Rule— 
apparently referencing California’s Reproductive Freedom, Accountability, Comprehensive 
Care, and Transparency (FACT) Act—announces that even requiring a clinic to post notices 
mentioning the existence of government programs that include abortion services would be 
considered a referral for abortion under the Weldon Amendment and Section 1303 of the 
Affordable Care Act.1 83 Fed. Reg. at 3,895. Such a broad definition of “refer for” is

i Section 1303 prohibits the use of certain Federal funds to pay for abortion coverage by 
qualified health plans. 42 U.S.C. § 18023(b)(2)(A). However, Section 1303 permits an issuer to 
charge and collect $1 per enrollee per month for coverage of abortion services so long as the

Case 3:19-cv-02769-WHA   Document 57-1   Filed 09/09/19   Page 318 of 334



HHS Conscience Rule-000137907

Secretary Alex Azar 
March 27, 2018 
Page 3

unsupported by the plain language of these statutes, and is thus outside of HHS’s delegated 
authority. See infra at 3-4.

HHS’s attempt to redefine the law threatens California’s sovereign and quasi-sovereign 
interests in regulating healthcare, criminal acts, and California-licensed entities and 
professionals. See also New Yorkv. United States, 505 U.S. 144, 155-56 (1992); Cal. Bus. & 
Prof. Code §§ 101, 101.6, 125.6 (providing that a California licensee is subject to disciplinary 
action if he or she refuses to perform the licensed activity or aids or incites the refusal to perform 
the licensed activity by another licensee because of another person’s sex, race, color, religion, 
ancestry, national origin, disability, medical condition, genetic information, marital status, sexual 
orientation, citizenship, primary language, or immigration status); 733 (a California licensee 
“shall not obstruct a patient in obtaining a prescription drug or device that has been legally 
prescribed or ordered for that patient”); 2761; Cal. Penal Code § 13823.11(e) and (g)(4); Cal. 
Health & Saf. Code §§ 10123.196, 1367.25, 123420(d); Cal. Civ. Code § 51; No. Coast 
Women’s Care Med. Group, Inc. v. San Diego County Superior Court, 44 Cal.4th 1145 (2008). 
“[T]he structure and limitations of federalism . . . allow the States great latitude under their 
police powers to legislate as to the protection of the lives, limbs, health, comfort, and quiet of all 
persons.” Gonzales v. Oregon, 546 U.S. 243, 270 (2006) (internal quotation marks and citation 
omitted).

Furthermore, the estimated costs and benefits of the Rule do not justify it, but rather 
reveal it to be greatly wasteful of public funds. HHS admits that OCR has received only 44 
complaints over the last 10 years of alleged instances of violations of conscience rights. 83 Fed. 
Reg. at 3,886. Yet, as HHS further admits, it will cost nearly $1.4 billion over the first years to 
implement the Rule, and for the affected entities to comply with the new assurance and 
certification requirements. Id. at 3,902, 3,912-13. Meanwhile, HHS disclaims any ability to 
quantify the benefits. Id. at 3,902, 3,916-17.

In undercutting important patient protections and creating barriers to care, the Proposed 
Rule not only oversteps on policy grounds, but also has numerous legal deficiencies. Below I 
address many, but by no means all, of these deficiencies.

b. The Proposed Rule Exceeds Congressional Authority

As a threshold matter, the Proposed Rule exceeds the authority of the statutes it cites, and 
therefore violates the Administrative Procedure Act. 5 U.S.C. § 706. Nothing in the Church 
Amendments, the Coats-Snowe Amendment, the Weldon Amendment, or other statutes permits 
HHS to redefine the terms used in these underlying statutory schemes. Yet the Proposed Rule 
has characterized numerous terms, including “assist in the performance,” “health care entity,” 
and “referral or refer for,” so broadly as to materially alter well-established statutory language.

funds are deposited in a separate account, maintained separately, and used only for abortion 
services.
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For example, contrary to the implementing statutes, the Proposed Rule suggests that 
“assist in the performance” encompasses participating in “any” program or activity with an 
“articulable connection” to a procedure, health service, health program, or research activity, 
including “counseling, referral, training, and other arrangements for the procedure, health 
service, health program, or research activity.” 42 Fed. Reg. at 3,923. Only the Church 
Amendments refer to “assist in the performance” of an activity, and nothing in that statutory 
scheme envisions the broad definition in the Proposed Rule. 42 U.S.C. § 300a-7. That Congress 
specifically references “to counsel” in a separate Church Amendment provision, “training” in the 
Coats-Snowe Amendment, and “refer for” in the Weldon Amendment confirms that the 
Proposed Rule’s definition of “assist in the performance” should not include these additional 
activities. Reading and interpreting the statutes in these ways will allow for unlawful refusals of 
care.

Similarly, “health care entity” is defined in the Coats-Snowe Amendment, the Weldon 
Amendment, and the Affordable Care Act, yet the Proposed Rule goes beyond these definitions 
to include “health care personnel,” as distinct from a “health care professional,” such as a doctor 
or nurse. 42 Fed. Reg. at 3,924. Therefore, it appears that, under the Proposed Rule, even 
someone like a receptionist at a doctor’s office could refuse to provide services, including 
making an appointment for a patient, based on his or her moral objections. By expanding “health 
care entity” to cover personnel, “health care professional” is rendered superfluous, contrary to 
the rules of statutory interpretation. Additionally, the Proposed Rule’s definition of “health care 
entity” is overbroad, given that it includes “a plan sponsor, issuer, or third-party administrator, or 
any other kind of health care organization, facility, or plan.” 42 Fed. Reg. at 3,924. In short, the 
Rule’s redefinition of “health care entity” is arbitrary and capricious, as it runs counter to OCRs’ 
previous, well-reasoned interpretation of the term.

The Proposed Rule’s definition of “referral or refer for” is particularly broad, suggesting 
that “any method,” even posting of notices, would be considered a “referral.” 42 Fed. Reg. at 
3,924. These new exceptions created by the Rule are not envisioned by any federal statute, and 
would permit healthcare professionals to elude the scope of state laws protecting a patient’s 
rights to healthcare services.

c. The Proposed Rule is Contrary to Law

The Rule also violates the U.S. Constitution in several respects, including conflicting 
with the Spending Clause, the Due Process Clause, the Establishment Clause, and Separation of 
Powers. Furthermore, the Rule conflicts with several federal statutes. 5 U.S.C. § 706.

The Proposed Rule violates the Spending Clause because it (a) coerces states and their 
entities to follow the Proposed Rule or lose billions of dollars in federal funds; (b) is vague and 
does not provide adequate notice of what specific action or conduct, if engaged in, will result in 
the withholding of federal funds; (c) constitutes post-acceptance conditions on federal funds; and 
(d) is not rationally related to the federal interest in the particular program that receives federal 
funds. See NFIB v. Sebelius, 567 U.S. 519, 582-83 (2012); Pennhurst State Sch. and Hospital v.
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Halderman, 451 U.S. 1, 17 (1981) (If Congress desires to condition the States’ receipt of federal 
funds, it “must do so unambiguously . . . enabling] the States to exercise their choice knowingly, 
cognizant of the consequences of their participation”); South Dakota v. Dole, 483 U.S. 203 
(1987); Massachusetts v. United States, 435 U.S. 444, 461 (1978) (plurality op.) (conditioning 
federal grants illegitimate if unrelated “to the federal interest in particular national projects or 
programs”). The Rule is tantamount to “a gun to the head.” NFIB, 567 U.S. at 581. If 
California opts out of complying with the Rule (or even “[i]f there appears to be a failure or 
threatened failure to comply”), it “would stand to lose not a relatively small percentage” of its 
existing federal healthcare funding, but all of it. Id:, 83 Fed. Reg. at 3,931.

It violates the Due Process Clause, as well, because it is unconstitutionally vague and 
permits OCR to immediately withhold billions of federal funding, if there “appears to be a 
failure” to comply, or just an apparent “threatened” failure to comply, and there is no review 
process. 83 Fed. Reg. at 3,931; see Mathews v. Eldridge, 424 U.S. 319, 349 (1976) (“The 
essence of due process is the requirement that a person in jeopardy of serious loss be given 
notice of the case against him and opportunity to meet it.”) (internal alterations and quotations 
omitted); Goldberg v. Kelly, 397 U.S. 254 (1970). To satisfy due process, the law must (1) “give 
the person of ordinary intelligence a reasonable opportunity to know what is prohibited, so that 
he may act accordingly,” and (2) “provide explicit standards for those who apply them.”
Grayned v. City of Rockford, 408 U.S. 104, 108 (1972). This Proposed Rule does not meet either 
of these requirements.

The Rule also constitutes an undue burden on a woman’s decision to terminate her 
pregnancy before viability. See Whole Woman’s Health v. Hellerstedt, 136 S. Ct. 2292 (2016); 
Planned Parenthood of Southeastern Pa. v. Casey, 505 U.S. 833 (1992) (plurality op.). The net 
effect of this rule will result in women being denied access to crucial information and even 
necessary treatment, including lawful abortions.

The Proposed Rule violates the Establishment Clause by accommodating religious beliefs 
to such an extent that it places an undue burden on third parties—patients. Estate of Thornton v. 
Caldor, All U.S. 703, 710 (1985); Cutter v. Wilkinson, 544 U.S. 709, 722 (2005) (“[A]n 
accommodation must be measured so that it does not override other significant interests”); Santa 
Felndep. Sch. Dist. v. Doe, 530 U.S. 290 (2000); Lee v. Weisman, 505 U.S. 557 (1992). 
Furthermore, the Proposed Rule constitutes excessive government entanglement with religion. 
Larkin v. GrendeTsDen, 459 U.S. 116, 122-27 (1982); Williams v. California, 764 F.3d 1002, 
1015 (9th Cir. 2014); see also Larson v. Valente, 456 U.S. 228, 244 (1982); Kiryas Joel Village 
Sch. Dist. v. Grument, 512 U.S. 687, 703 (1994) (“[Gjovernment should not prefer . . . religion to 
irreligion”).

Last, the Proposed Rule violates the Separation of Powers. U.S. Const, art. I, § 8, cl. 1; 
Dole, 483 U.S. at 206; Clinton v. City of New York, 524 U.S. 417, 438 (1998). Although 
Congress may attach conditions to receipt of federal funds, the executive branch cannot 
“amend[] parts of duly enacted statutes” after they become law, including to place conditions on
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receipt of federal funds Clinlon, 524 U S. at 439. HHS's attempt to broaden those statutes is 
thus a violation of the Separation of Powers.

In addition to these Constitutional violations, the Proposed Rule conflicts with several 
federal statutes and is written so broadly it could implicate others. First, the Proposed Rule 
clashes with several provisions of the Affordable Care Act, most notably section 1554, which 
prohibits the Secretary of HHS from creating barriers to healthcare, and section 1557, which 
prohibits discrimination in health programs or activities. 42 U.S.C. §§ 18114. 18116(2015). 
Second, the Proposed Rule fails to reconcile its provisions with Title VII and the body of case 
law that has developed with regard to balancing religious freedoms and consumer rights. 42 
U.S.C. § 2000e-2(e); Sutton v. Providence St. Joseph Med Or., 192 F.3d 826, 830 (9th Cir. 
1999), Peterson v. Hewlett Packard Co., 358 F.3d 599, 606-607 (9th Cir. 2004), O/niku-Btxiteng 
v. State of California, 95 F.3d 1461 (9th Cir. 1996). Third, the Proposed Rule contravenes Title 
X of the Public Health Services Act. 42 U.S.C. §$ 300-300a-6, which provides federal funding 
for family-planning services. Lastly, the Proposed Rule disregards the Emergency Medical 
Treatment & Labor Act (EMTALA), commonly known as the Patient Anti-Dumping Act, 
enacted by Congress in response to growing concern about the provision of adequate medical 
services to individuals, particularly the indigent and the uninsured, who sought care from 
hospital emergency rooms. 42 U.S.C. § 1395dd(a) (1986); Jackson v. East Bay Hasp., 246 F.3d 
1248, 1254 (9th Cir. 2001) (citation omitted).

To reiterate, the Proposed Rule fails to account for its potential impact on States and their 
citizens. The Rule will have damaging, irreparable repercussions for certain patient populations 
including women, LGBTQ individuals, and others. Even if OCR concludes, after an 
investigation, that a provider should have provided certain sen ices that were denied for claimed 
religious or moral reasons, it will be too late for the patient w ho was wrongly deprived of that 
necessary care. As California know s from experience, OCR could take years to conduct an 
investigation; however, any correction at the end of that process would be inadequate for the 
patient whose healthcare has been compromised This will be made worse by providers who are 
fearful of the federal government's enforcement of the Rule and threatened loss of funds, and 
who instead of treating a patient or providing a referral, will simply chose not to provide 
particular sen ices, reducing access to care.

For the reasons set forth above, California strongly opposes the Proposed Rule and urges 
that it be withdrawn.

Sincerely,

XAVIER BECERRA 
Attorney General of California
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March 27, 2018

U.S. Department of Health and Human Services 
Office for Civil Rights
Attention: Conscience NPRM, RIN 0945-ZA03 
Hubert H. Humphrey Building Room 509F 
200 Independence Avenue SW 
Washington, DC 20201

SUBJECT: Comments on Proposed Rule RIN 0945-ZA03: “Protecting Statutory Conscience 
Rights in Health Care; Delegations of Authority”

Dear Secretary Azar:

As California’s Insurance Commissioner, I lead the largest consumer protection agency in the 
state and am responsible for regulating California’s insurance market, which is the nation’s 
largest. The California Department of Insurance implements and enforces consumer protections 
such as essential health benefits requirements, anti-discrimination protections, and laws 
pertaining to timely access to medical care.

Your proposed rule, Protecting Statutory Conscience Rights in Health Care, would result in 
delays in timely access to medical care, denials of access to medically necessary basic health 
care services, and would likely result in widespread discrimination in our health care system. 
Simply put, it undermines patient care.

Existing state and federal law provide health care provider conscience protections, but do not 
allow them to interfere with patient access to care or civil rights protections that prohibit 
discrimination. I strongly object to the proposed rule Protecting Statutory Conscience Rights in 
Health Care (“Rule”), which encourages discrimination that will harm patients and urge that it 
be withdrawn by your Department.

Impacts of the Proposed Rule

Under the ostensible claim of protecting religious beliefs and moral convictions, the Rule instead 
would give providers free rein to discriminate against people on the basis of race, sex, sexual 
orientation, gender, gender identity, and almost any other kind of bias. The very individuals 
whose rights the Office of Civil Rights (“OCR”) was created to protect would now be subject to 
discrimination under the Rule. A provider could, ostensibly, refuse under this Rule to provide 
medical care to a biracial couple seeking a medically necessary health service on the grounds
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that doing so would be contrary to his or her religious beliefs or moral convictions. A medical 
facility, provider or insurer - by action of a scheduling assistant, intake personnel, board of 
directors, or medical provider - could deny treatment to a patient seeking gender reassignment 
surgery on the basis that he or she finds it morally objectionable. Similarly, under the proposed 
Rule, a woman could be denied timely access to abortion services; a provider could refuse to 
treat a child because her parents are lesbians and the doctor objects to their sexual orientation. In 
this Rule, HHS improperly pits the beliefs of providers, insurers, and other health care entities 
against the rights of patients.

Additionally, the Rule attacks a fundamental aspect of federalism by preventing the application 
of state law and consitutional protections. The U.S. Department of Health and Human Services 
(“HHS”) cannot interfere with a state's ability to protect the civil rights of its residents. 
California law requires health insurance coverage for a comprehensive set of basic health care 
services, including reproductive health services. California’s Unruh Civil Rights Act explictly 
prohibits discrimination:

All persons within the jurisdiction of this state are free and equal, and no matter what 
their sex, race, color, religion, ancestry, national origin, disability, medical condition, 
genetic information, marital status, sexual orientation, citizenship, primary language, or 
immigration status are entitled to the full and equal accommodations, advantages, 
facilities, privileges, or services in all business establishments of every kind whatsoever. i

State law further requires that medical providers and others whose licenses are granted by the 
state under the provisions of the Business and Professions Code are subject to disciplinary action 
for refusing to provide services based on characteristics protected under the Unruh Civil Rights 
Act.

The right of health care providers, and entities, to hold private beliefs does not and should not 
trump the rights of patients to obtain the care to which they are legally entitled. Licensure as a 
health care provider, facility, or insurer does not provide license to discriminate. Although HHS 
points to some law in support of this rule, there is a substantial, contrary body of law that 
supports a woman’s right to choose, as well as the right to not be discriminated against on the 
basis of a person’s sex, gender, gender identity, or sexual orientation. For example, California’s 
Supreme Court mled that the religious freedom of a medical provider does not exempt them 
from complying with the anti-discrimination protections in Unruh (North Coast Women’s 
Medical Group, Inc, v. San Diego County Superior Court (2008) 44 Cal.4th 1145).

California Civil Code section 51, subdivision (b).
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The Rule Exceeds Legal Authority

Existing law provides sufficient protection to health care entities that refuse to participate in 
certain health care services, including abortion, where they find such services to be religiously or 
morally objectionable, as evidenced by section 88.3 of the Rule, subdivisions (a) through (d), 
which are largely a restatement of existing law. The Department is wrong to expand the 
statutory protections already provided, and has no clear authority to do so.

By providing new definitions for long-existing terms in the law, the Rule expands and distorts 
the meaning of these terms. The Rule attempts to redefine “assist in the performance” to include 
participating in “any program or activity with an articulable connection to a procedure, health 
services, health program, or research activity..including, but not limited to “counseling, 
referral, training, and other arrangements” for the health care service. This definition is so broad 
as to include even the provision of basic information for a lawful or necessary health care 
procedure or service. As a result, a provider could refuse to tell a pregnant woman about a health 
care service that is vital to her health, including her future fertility.

The Rule is so broad that it makes no exception for emergency treatment, meaning that despite a 
woman’s very life being at risk due to a miscarriage, a provider could refuse to even disclose the 
risk to her life on the basis of the provider’s own religious beliefs or moral convictions. This is 
contrary to the ethical duties owed by physicians to patients, and is contrary to. federal law, 
which allows federal funds to be used to pay for abortions in the cases where the woman’s life is 
in danger. These duties include the doctrine of informed consent which requires a provider to 
inform a patient of the risks and benefits associated with a health care service or procedure, as 
well as available alternatives to that service or course of treatment, Informed consent is a legal 
obligation due from a physician to a patient; failure to receive informed consent constitutes 
negligence.

The Rule would expand the scope of existing federal refusal laws to almost any entity associated 
with health care. The Rule’s broad definition of “health care entity” expands this term to include 
“a plan sponsor, issuer, or third-party administrator, or any other kind of health care 
organization, facility, or plan.” Such an expansion of the law would allow an employer to deny 
coverage of abortion or any number of other health care services to their employees even if 
otherwise required by law.

The Rule also adds a definition for “referral” where one did not exist, By including public 
“notices” within this definition, the Rule will prevent the enforcement of California’s 
Reproductive FACT Act, which requires facilities specializing in pregnancy-related care to 
disseminate notices to all clients about the availability of public programs that provide free or 
subsidized family planning services, including prenatal care and abortion. This Act is currently 
subject to ongoing court cases, including a case before the Supreme Court of the United States 
{National Institute of Family and Life Advocates v. Becerra, (9th Cir. 2016) 839 F,3d 823, cert.
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granted (2017) 138 S.Ct. 464) in which the Court heard oral arguments on March 20th, 2018. 
HHS should allow the litigation process to conclude and permit the courts to decide whether 
state laws requiring these type of notices comply with the United States Constitution and federal 
law.

Similarly, this Rule would to allow a pharmacist to refuse to fill a birth control prescription or 
refer such a prescription to another pharmacist because they find it objectionable. HHS is 
attempting to circumvent settled case law, which has held that a pharmacy may not deny any 
lawful drug, including emergency contraceptives, to any customer for religious reasons.
(Storman’s, Inc. v. Wiesman, (9th Cir. 2015) 794 F.3d 1064, cert, denied(2016) 136 S.Ct. 2433). 
As in many other areas of the Rule, HHS has failed to narrowly tailor the Rule to apply to the 
specific conscience objections allowed under existing law. Failure to narrowly tailor the Rule 
will lead to confusion, denial of access to medically necessary care, and increase the likelihood 
of discrimination against patients.

Weldon Amendment Overreach

In addition to the above noted expansions, the Rule contradicts OCR’s previous interpretation of 
the Weldon Amendment in an attempt to increase its application. As the Rule notes, in 2016 
OCR issued a determination on three complaints brought against the California Department of 
Managed Health Care (“CDMHC”) on the basis that the CDMHC required coverage of voluntary 
abortions as mandated by California law. In its determination in favor of CDMHC, OCR 
specifically noted that

“[a] finding that CDMHC had violated the Weldon Amendment might require the 
government to rescind all funds appropriated under the Appropriations Act to the State of 
California - including funds provided to the State not only by HHS, but also by the 
Departments of Education and Labor., .such a rescission would raise substantial questions 
about the constitutionality of the Weldon Amendment.”

This determination was made after consultation with the U.S, Department of Justice. In making 
this determination, OCR pointed to the Court’s reasoning m National Federation of Independent 
Business v. Sebelius, (2012) 567 U.S. 519, “that the threat to terminate significant independent 
grants was so coercive as to deprive States of any meaningful choice whether to accept the 
condition attached to receipt of federal funds.”

With this proposed Rule, however, HHS now specifically intends to apply just such coercion, 
contrary to its prior, considered findings. HFIS is reversing its position with scant legal basis for 
doing so. In essence, HHS seeks to confer upon health insurers a newly-created ability to make a 
claim of discrimination against the State of California if they refuse to cover abortions if, for 
example, they simply don’t want to pay for this basic health care service. The Rule’s frontal 
attack on this fundamental aspect of federalism puts the State of California in the impossible
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position of either enforcing its state constitution2 and law, with the loss of federal funding for 
many programs, or allowing a state-regulated health insurer to flout the state law specifically 
requiring coverage for all reproductive services, including abortion and sterilization, California 
will enforce state law. If this Rule is finalized rather than withdrawn, it will result in litigation.

The plain language of the Weldon Amendment allows providers to recuse themselves from 
participating in or facilitating an abortion. Similarly, existing law in California protects a health 
care provider who refuses to participate in training for, the arranging of, or the performance of an 
abortion. The proposed rule, however, goes far beyond these limited accommodations and, in 
conflict with the state Constitution, instead threatens already-obligated federal funding upon 
which vital health programs depend.

Adverse Impact on Consumers

The Rule’s overlap and conflict with existing state and federal law will have a chilling effect on 
those seeking essential health care services. It will cause confusion for patients as they attempt 
to exercise their right to access the full range of medically appropriate care, as well as confusion 
for the very health care entities that the Rule purports to protect. This Rule is evidence of the 
continuing attempts by HHS to enshrine discrimination against women, LGBTQ individuals, and 
their families. It is so broad in scope that, under the guise of protecting the personal beliefs of 
corporations and other health care entities, it condones discrimination based only on a financial 
objection to providing services, rather than upon actual religious or moral convictions,

In November 2017,1 submitted a declaration in the case of State of California v. Wright 
(subsequently renamed on appeal State of California et al. v. Alex Azar) regarding federal 
regulations that implicate both religious and moral exemptions regarding contraceptive coverage. 
Those rules would allow employers to exclude contraceptive coverage mandated by the 
Affordable Care Act from their employees' health insurance policies. A preliminary injunction 
was granted enjoining enforcement of the rule, which is currently under appeal. In my 
declaration I provided evidence that demonstrated the harm to women if the rule denying women 
access to contraceptives was permitted to remain in effect. Similarly, on December 15, 2017, the 
United States District Court for the Eastern District of Pennsylvania granted a preliminary 
injunction in Commonwealth of Pennsylvania v. Trump, a related case. At issue in this proposed 
Rule is the same grim burden presented by these cases: that the Rule would impose harm to 
women’s health.

2 See e.g. Defend Reproductive Rights v. Mvers. (1981) 29 Cal.3d 252 (the California Constitution, on numerous 
occasions, has been construed to provide greater protection than that afforded by parallel provisions of the United 
States Constitution, In this case the California Supreme Court held that the California state constitution requires 
abortion benefits to be provided under MediCal, the state Medicaid program.)
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Thanks to the Affordable Care Act, health insurance policies must cover contraceptives. Tens of 
millions of women across the nation benefit from the AC A provision that requires health 
insurance coverage of contraceptives without any'co-payments or deductibles. Under this new 
proposed rule, women could be denied their prescribed contraception based on the moral or 
religious views of the pharmacy owners or employees. The Rule would permit any health care 
worker to interfere with a woman's constitutionally protected right to make her own reproductive 
health care decisions. Denying access to contraceptives and other forms of birth control (such as 
tubal ligation) will result in an increased number of unintended pregnancies and in abortions. 
Similarly, when a provider’s refusal to refer a woman to a health facility where she can obtain an 
abortion delays the procedure, that provider is increasing health risks for that patient.

As California’s Insurance Commissioner, I issued the first regulations in the nation to ensure that 
transgender Californians would not be discriminated against when seeking health care. We 
know horn the 2015 U.S. National Transgender Survey that 33% of respondents who had seen a 
health care provider in the past year reported having at least one negative experience related to 
being transgender such as verbal harassment, refusal of treatment, or having to teach the health 
care provider about transgender people to receive appropriate care. The Rule would not only 
continue this significant problem, but would increase the number of patients who are refused 
treatment by sanctioning such actions by providers. The survey also brought to light the fact that 
“[i]n the past year, 23% of respondents did not see a doctor when they needed to because of fear 
of being mistreated as a transgender person,. ,”3 Again, under this Rule, that problem would 
only worsen.

By allowing health care providers to discriminate against LGBTQ persons through this Rule, the 
Administration risks exacerbating existing health disparities, The Federal Office of Disease 
Prevention and Health Promotion has determined that LGBT persons already face health 
disparities linked to societal stigma, discrimination, and denial of their civil and human rights, 
stating: “Discrimination against LGBT persons has been associated with high rates of psychiatric 
disorders, substance abuse, and suicide.”4

The Rule Imposes a Substantial Regulatory Burden

Large portions of the Rule are essentially a restatement of existing federal law (See e.g. § 8 8.3(a)- 
(d)). As commentators raised during the rulemaking process in 2011 and HHS acknowledged, 
“existing law, including Title VII of the Civil Rights Act of 1964 and the federal health care 
provider conscience protection statutes cited in the Rule already provide protections to

3 James, S.E., Herman, J.L., Rankin, S., Keisling, M., Mottet, L,, & Anafi, M. (2016) The Report of the 2015 U.S. 
Tramgender Survey, National Center for Transgender Equality, p,10
4 Office of Disease Prevention and Health Promotion (ODPHP), Healthy People 2020, Lesbian, Gay, Bisexual, and 
Tramgender Health, retrieved from https://www.healthvpeople.gov/2020/tonics-obiectives/topic/lesbian-gav- 
bisexual-and-transgender-health
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individuals and health care entities."5 Additionally, the existing rule provides a regulatory 
enforcement scheme to protect and enforce the rights afforded to health care entities under these 
laws. The addition of an unnecessary and costly regulation is counter to the intent of Executive 
Order (EO) 13771. The EO promoted a policy of prudence and fiscal responsibility in the 
Executive liranch. This Rule satisfies neither goal. This costly Rule is unnecessary to the extent 
that is merely a restatement of existing law, and, because of such duplication, is likely to cause 
confusion.

Additionally, this Rule would unduly burden health care entities, including health insurers, 
states, and providers who would have to keep records to comply with a self-initiated OCR audit 
or rebut a complaint of discrimination; essentially, the voluminous production, retention, and 
production of records to prove a negative. The costs and administrative burdens associated with 
the assurance and certification requirements under this Rule are unnecessary given that existing 
law already provides sufficient protection to health care entities. Further, the compliance 
requirements introduce uncertainty into existing, ongoing federal grant programs, inasmuch as 
the requirements compel violation of state law.

In conclusion, if this rule is implemented, it would deprive women, LGBTQ individuals, their 
families and others of their civil rights and access to basic health care services. Patients would 
suffer serious and irreparable harm if this Rule was in place, with no demonstrable or justifiable 
benefit to providers and health care entities that arc adequately protected under existing law. The 
proposed Rule understandably is opposed by a wide range of stakeholders. I strongly urge you 
to withdraw the proposed Rule.

Sincerely,

DAVE JONES C/
Insurance Commissioner

* 72 Fed. Reg. at 9971
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U.S. Department of Health and Human Services 
Office for Civil Rights
Attention: Conscience NPRM, RIN 0945-ZA03 
Hubert H. Humphrey Building 
Room 509F
200 Independence Avenue, S.W.
Washington, D.C. 20201

RE: Public Comment in Response to the Proposed Regulation, Protecting Statutory 
Conscience Rights in Health Care RIN 0945-ZA03

To whom it may concern:

I am writing on behalf of the California LGBT Health and Human Services Network in response 
to the request for public comment regarding the proposed rule entitled, “Protecting Statutory 
Conscience Rights in Health Care” published January 26. The California LGBT Health and 
Human Services Network is a statewide coalition of over 60 non-profit providers, community 
centers, and researchers working collectively to advocate for state level policies and resources 
that will advance LGBT health. We strive to provide coordinated leadership about lesbian, gay, 
bisexual, transgender, and queer (LGBTQ) health policy in a proactive, responsive manner that 
promotes health and wellness as part of the movement for LGBT equality.

The proposed rule goes far beyond the scope of the underlying statutes, and strays from the 
original purpose of the Office of Civil Rights (OCR). OCR was created to uphold the principle 
that all people in the United States have a right to receive health care in a nondiscriminatory 
manner. OCR has always been an office focused on protecting the rights of consumers and 
increasing access to health care. The proposed rule would stray from this core tenet of OCR, and 
instead restrict consumers access to nondiscriminatory health care.

The enforcement actions outlined against recipients of federal funds and subrecipients 
alike will have the likely impact of encouraging discrimination by health care entities. This 
new proposal from HHS encourages health care providers to abandon the principle of “first, do 
no harm" in favor of their personal beliefs. This puts transgender patients, people who need 
reproductive health care, and many others at risk of being denied necessary and even life-saving
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care. The proposed enforcement measures arc likely illegal and will result in great costs the 
health care industry, and to individual patients.

LGBTQ people, women, and other vulnerable groups around the country already face enormous 
barriers to getting the care they need.1 In the past year, out of respondents to the 2015 U.S. 
Transgender Survey who saw a health care provider, one-third were denied treatment, turned 
away, or mistreated.2 Accessing quality, culturally competent care and overcoming outright 
discrimination is even a greater challenge for those living in areas with already limited access to 
health providers. The proposed regulation threatens to make access even harder and for some 
people nearly impossible. By expanding the definition of a health care entity, this rule will likely 
make it more difficult for patients and consumers to access comprehensive and affirming sexual 
health care.

The proposed rule is in conflict with existing state and local nondiscrimination protections.
Even in California, where we have taken proactive steps to increase accessing to affirming health 
care - that is available in a patient's spoken language, is developmentally appropriate, and 
culturally responsive - many LGBTQ people still struggle to find supportive and knowledgeable 
providers. And yet, this proposed rule would have us go backwards. The proposed rule tramples 
on California’s efforts to protect patients' health and safety, including through the California 
Insurance Gender Nondiscrimination Act, and other rules that have made it clear that all people 
the right to access coverage for medically necessary care regardless of their gender identity or 
gender expression.-1 By claiming to allow individuals and institutions to refuse care to patients 
based on the providers' religious or moral beliefs in such a sweeping way, the proposed rule 
creates conflicts with hundreds of state and local nondiscrimination laws around the country that 
apply to health care. It therefore is disingenuous for the Department to claim that the proposed 
rule **docs not impose substantial direct effects on States,” “does not alter or have any substantial

1 See, e.g.. Institute of Medicine, The Health of Lesbian, Gay, Bisexual, and Transgender People: Building a
Foundation for Better Understanding (2011), http://www.iom.edu/RePOfts/20n/The-Health-of-lesbian-Gav- 
Bisexual-and-Transeendef-People-aspx; Sandy E. James et al.. The Report of the U.S. Transgender Survey 93- 
126 (2016), www.ustfanssurvev.org/report: Lambda legal, V/hen Health Care Isn't Caring: Lambda Legal’s 
Survey on Discrimination Against LGBT People and People Living with HIV (2010), 
http://www.lambdalegal.org/publlcations/when-health-care-isnt-caring; Shabab Ahmed Mirza & Caitfin 
Rooney. Discrimination Prevents LGBTQ People from Accessing Health Care (2016), 
https://www.ameficanprogress.org/issues/lgbt/news/2018/01/18/445130/discrimination-prevents-lgbtQ- 
oeople-accessing-health-care.

2 James, S. E., Herman, J. L, Rankin, S., Keisling, M„ Mottet, L. & Anafi, M. (2016). The Report of the 2015 U.S.
Transgender Survey. Washington, DC: National Center for Transgender Equality.

’ See, e.g., California Department of Managed Health Care, Letter No. 12-K: Gender Nondiscrimination
Requirements (April 9, 2013), http://translaw.wpengine.com/wp-content/uploads/2013/04/DMHC-Director- 
Letter-re-Gender-NonDiscrimination-Requirements.pdf.
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direct effects on the relationship between the Federal government and the States,” and “does not 
implicate” federalism concerns under Executive Order 13132.

The proposed rule goes far beyond established law, appears to have been developed in a rushed 
and arbitrary manner, and most importantly will put the health and potentially even the lives of 
patients at risk. We urge you to withdraw the proposed rule.

Sincerely,

Amanda Wallncr

Director, California LGBT Health and Human Services Network
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